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ANAPTHTEA 2TO AIAAIKTYO
AplBuog MNpdokAnong: BIT-BA2-2026

MNpog
KaBe Evéladepopevo

OEMA: «MpdokAnon unoBoAr¢ tpoodopwv Le aviikeipevo: A) Tov EAeyXo Kot TnV Totonoinon

KaAnG Asttoupyiag Tou emidanediov Ztabpol enefepyaciog LOTWV - Altaywyol To§lkwv aepiwv

Equip pe K.M.:00073 kot tou enitpansiiov Amoaywyou to§lkwv aepiwv Equip pe K.M.:00101,

cupneptAappovopévng kat thg oAAayng Twv ¢pidtpwv kat B) Thv mpopui Ot avaAwotwy eLéwv yLo

v kaAuypn oavaykwv touv MN.I.N. AAe€avépoUmoAng, £vavit ocuvoAknG mpoUmoAoylwoOciocog

danavng 26.784,00€ cupnepthappoavopévou OMA».

ZXET:

1. Ta npoPAemopeva otov N. 3329/2005 «EOvikd XUotnua Yyeiag kat Kowvwvikig AAMnAeyyOng kot

AOUTEG SLOTAEELG», OTIWG TPOTIONOLNONKE Kal LoXVEL.

2. TanpoPAenopeva otov N. 4412/16 «Anuooteg Tuppaoelg Epywv, MpopnBetwy Kot Ytnpeolwvy.

3. Ta mpoPAsmopeva otov N.4782/2021 «Exkouyxpoviopdc, amlomoinon Kot avapdpdwon Ttou

puBuLoTIKOU TTAALGIOU TWV Anpociwv SuUBAcEWV».

4. To npoPAenopeva otov N. 3580/2007 «MpounBeleg DopEwv EMONMTEVOUEVWY ATO TO YIoupyelo

Yyeiag kat Kowvwvikng AAANAeyyUng kot GAAeG SLatagelg.»

5. Tnv Ynoupywn Antddaon avadopikd Le to mapatnpntriplo tiuwv OEK (B’ 777/04-06-2010) «Opol

KL Kavoveg Asttoupylag kot mpolnoBéoelg dSnuoolotntag Tou Mapatnpntnpiov TIHWY OAWV TWV

£16wv tou apBpou 10 tou v. 3580/07»

6. ToM.A.80/2016 (A" 145) “AvaAndn Ymoxpewoswv amo ALoTAKTEG”, OTwC TPOTIOMOLNUEVO LOYUEL.
7. Tnv um. apBu. mpwt. 12913/06-03-2026( 9AQA469003-YA5 ) Anodaocn Alowkntr tou M.I.N.

Ale€avdpoumolng e tnv omola gykpivetal n dnuoacieuvon mpdokAnong umoBoAng npoodopwv



8. Tnv ur’ apBu. mpwt. (13051/06-03-2026,( PYTT4690Q3-OWH , 768/0 ), Anodacn AvaAnyng
Yroxpéwong (AAAM 26REQ018597330) katoxwpnong oto untpwo &sopeloswv/BiBAio
gykpioewv & EvtoAwv MAnpwung tou MN.I.N. AAeéavdpoumoAnc.

Mpoketpévou to NN AAe€/moANg va tpoBei otnv mpounBela vyslovopLkol UALKoU/apoxn
UTINPECLOC YLa TIG avAyKeG Tou Tupatog AIAXEIPIZH TEXNIKHE YITHPESZIAZ, mpookalel kaBe
evlLadpepOUEVO, HECW AVOLKTAG SLaywVLoTIKAG dladikactiag tou apBpou 118 tou v. 4412/2016, va
katoabéosl mpoodopd pEow TNS MAATPOPLOC SLEVEPYELAC NAEKTPOVLKWY TIpounBeLwv iSupplies.
KpLtr)plo KataKUpwong TG CUYKEKPLUEVNG Sladikaoiog anoteAel n n mAfov cupdEpouoa ano
OLKOVOLLKK) artoPn npocodopd amokAELOTIKA BAOCEL TLUAG, N ontoia ev puopel va eivat uPnAdotepn
™G npoUmoAoyleBeioag damdavng.

H npounBsia/mapoyxn unnpeoiag Ba npaypatonotndsi cUpdpwva Pe TOUG OPOUC KAL TG
npolmnoBéoelg tng AvabEtouoag Apxng, OMwWE auTol avallovTtal KATWTEPW:

(AkoAouBei Mivakag pe ta otolyeio Tou UALKoU/uminpeoiog)

ZuvoAikr npoi/Ocica

o Movada EKTLLWHEVN dandvn nAéov Tou
A/A | Kwé. NMINA | Nepwypadn Eiboug
Métpnong noootntTa avaAoyouvtog OMNA

(€)

STYAEOS (PROBE),
ITE®. AITEIQN
3mm, AIEMX/KHZ
METPHZH POH2
1 913106 Tepdywo 2 5.600,000 €
AIMATOZ,
(2YMBATO ME
MEDISTIM VariQ
4122)
STYAEOZ (PROBE),
ITE®. AITEIQN
4mm, AIEMX/KHZ
METPHZH POH2
2 913107 TepayLo 1 2.800,000 €
AIMATOz,
(2YMBATO ME
MEDISTIM VariQ
4122)
2YNAETIKO KAAQAIO

3 05144 Tepdxo 6 9.000,000 €
YZTEPOZKOMIOY




GYNECARE
VERSAPOINT TOY
OIKOY ETHICON
ENDO-SURGERYME
S/N: GY1022382

Mpounadela
4 98269 diktpwy Kot Ynnpeoia 1 500,000 €

tomoBétnaon

OIATPA ANATQroy
5 07106 EQUIP: ERISPIN Tepdyxlo 2 3.000,000 €
BN32D600

QOIATPO AMATQroy
6 91851 EQUIP: ERISPO Tepadxo 1 700,000 €
IMO75W00

Huepounvia Anénc YrioBoArc NMpoodopwv: 23/03/2026 09:00
NAnpodopieg Sidovtal OAeg TG epyAoiieg NUEPeG amod 08:00mu €wg 15:00uu and to TuApa
MpounBelwy, TnA. emikolvwviag: 2551-3-53421

FENIKOI OPOI
Eni nmown anoppung:

e Hnpoodopd ocag va LoxVeL yia TEcoepig (4) pAveg. Mpoodopd mou opilel xpdvo Loxvog
ULKPOTEPO TOU MOPATIAVW AVAPEPOUEVOU ATTOPPIMTETAL WE ATAPASEKTN.

e KdBe mpoodopd nmpemnel va avadEPETAL OE Hia LOVO TPOCGKANGN

e H TN tng mpoodopd¢ cag va pnv umepPaivel tnv T Tou avtictolyou eiboug oto
TAPOTNENTAPLO TILWV TNG EMY Kal UTIOXPEWTIKA va avoypadeTaL 0 aplBuog Tou HNTPWOU Tou
eldoug oto Mapatnpntiplo. Eav to mpoodepduevo eibog dev avrtiotolkiletal, autd va
BeBalwvetal and tov nmpoodépovta Pe OXeTIKA umelBuvn SnAwon. (Adopd MPOOKANOELS
TipounBeLag UALKWVY)

e Je nepimtwon koatabsong odtung mnpoodopdg, To Noookopeio emAéyel  Tov
npopnOsutr/avadoxo pe kKAApwon METafl TWV OWKOVOULKWY ¢Gopéwv Tou uméRallav
LoOTIUEG TpoodOopPEC. H kKARpwon Slevepyeital cUpdwva pe ta ipoBAentopeva oto N. 4412/16,
apBpo 90, 6mwg TpormomnoliOnke pe to dpbpo 33 v.4782/2021.

e Hdwadikaoia umoBoAng Twy mpoodopwv apxilel amod tn Snpocieuon Tou MOPOVTOC Kal EXPL
TNV NUepounvia mou avaypadetal otnv napoloo NMPOCKANG.

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



2T TLUEC Ba mepAaBAVETAL TO GUVOAO TWV KPATHOEWV KABWG Kal 0 TiPoPAETIOUEVOC POPOG
gloodnpatog. Npoodopeg mou {nTolv armaAdayr amno TG KPATHOELS SV yivovTal SEKTEC.

H avaBétouvoca apyr Statnpel 1o Skaiwpa pataiwonc/aklpwong g Swadikaoiag os
omoladnmote GAcn AUTAG XwPIg Kapla UTIOXPEWGCN EVOVTL TWV CUUUETEXOUOWY ETALPLWV.
EvaAakTIkEG Tipoodopég Oev  emutpEmovtal. Aviumpoodopec &g yivovtal OeKTteC Kal
amoppinrovTal WG anapadeKTeC.

H avaBétouoa apyn Statnpet to dikalwpa emavénong r pelwong tng cuPBATIKNG TOCOTNTAC,
cUpdwva pe ta poPAenopsva oto apbpo 105 tou N. 4412/16 6nwc TpoMoOnoLOnKe e TO
apBpo 45 tou vouou 4782/21.

Otumoynolol popeig Seopeliovtal ylo Thv mapddoon Tou cUVOAOU TNG MOCOTNTAG TWV LWV
Tou Ba TouG KaTtakupwBoULv.

Ta aAdobama dnuooia kal WwTtka gyypada cuvodelovtal amd UeTAPpACH TOUC oTnV
£MANVLIKA YAWOOO EMKUPWHEVN, E(TE OO TIPOCWTTO APUOSLO KATA TIG KEIUEVEG SLATALELG TNG
€0VIKNC vouoBeoiog elte amd MPOOWNO KATA VOUO ApUOSdLo TNG XWPAg oTnv omola €xel
ouvtayBel to gyypado.

Jtnv mpoodopd va ovaypadetal o aplBuog MPWTOKOAAOU TG MPOCKANGNG UTIOBOANG
nipoodopwv (Ba tov Bpeite KATW amd TNV nUeEpopnvia) kKabwg Kal o/a Tou TPoodePOUEVOU
eibouc/unnpeoiag otnv npdokAnong.

H nuepounvia Anéng twv avalwoipwyv VAkwy Ba eival avw tou evog (1) £€toug. (Adopa
MPOOKANOELG MpopnBetag UAKWY) (KatdaBeon umeBuvng SnAwonc)

Jta mpog mpounBela UAka Ba mepllapBavetal To MPWTOTUTO GpUANASLIO odnylwv Tou
KOTAOoKEUAOTIKOU oikou. (Adopd mpookAnoelg mpoundelag uAikwy) (KataBeon unedBuvng
SnAwaong)

Ta nmpoodepdueva VAKKA va SlaBétouv ta amnapaitnta CE. Na katateBouv ta avtiotolya
niotonolnTika (Adopad mpookAnoelg mpounBetag vAikkwv) (Katabeon unebBuvng SnAwong)
Na katateBei ISO 13485 tou katackeuaotr]. (Abopd MPooKANOELS TIPOUNBELAG UALKWV)

O CUMMETEXWV OLKOVOULKOC dopéag va SLabetel kal va katabéoel otnv npoadopd tou I1SO
13485 kat BeBaiwon mepl thpnong tng Ymoupylkng Amddaong AY8S/T.M. ok/1348/2004.
(Adopa mpookAnoelg mpopunBeLag UAKWY)

MNna tnv Stacdalion noldtnTag KABe MPoohePOUEVO TIPOIOV TIPEMEL VA GUVOSEVETAL ATIO TLG
TtAnpodopieg EKEIVEC TTOU €lval avayKaleC yLa TN XPNOLLOTIOINOT) TOU e TARPN a.odAAELd KoL
TNV avoyvwpLon Tou Katookeuaoth. Ou mAnpodopieg autég Ba mapéxovtal e TOUG TPOTTOUG
Ttou opifovtal cUpdwva pe TG Statdéelg tng odnyiag 93/42/EOK tng ur’ aptd. AY8S/ .M. oLk.
130648 (DEK 2198/B/02-10-09). (Adopd npookArosLc mpopunOstag uAkwy)



e Ta mpog mpounBeia UAKKA Ba mapadidovtal oto NOGOKOUEIO QMOOTELPWHEVA KAl OTNV
OXETIKA ouokevaoia Ba avaypadetal n évdelen CE Mark. (Adopd mPooKANOEeLS TpopnBeLag
UVALkWV) (KatdBeon unevBuvng nAwong)

e H mpoodépouca etalpia, o mepimtwon mou sival SLadopeTikr amd TNV KOTACKEUAOTPLA,
odeilel va mpookouilel unteBuvn dnAwaon otnv omoia Ba SnAWveL OTL Ba evnUEPWVEL TNV
avaBétovoa apyn yio OAeg T mBaveg avakARoelc/amooVposLg TIPOIOVIWY CXETIKEG HE Ta
€(6n mou mpoodEpel oTnV Mapovoa StaywvioTikr Stadikacia.

e Na édnAwvovrtat:

A) TO €pYOOTACLO KAl N XWPO KATOOKEUNG TOU TIPOG PO BeLa UALKOU,

B) To £pyooTACLO KAL N XWPO CUCKELOOLAC KAl SLavoung (o mepinmtwaon mou ival
SladopeTika),

I o0 epyaotnplaKkog KwSLKOC Tou eidouc,

A) 0 KWSIKOC TLHOAOYNON G TOoU £idoug

E) 0 povadikog kwdikog EOD. InUelwVeTaL OTL O€ TIEPIMTWON TIOU EKKPEUEL N €kSoon
KW8LKOU yLa To TpoodepOUEVO UALKO, Yivetal amodektr n katdBeon tou aptBuol umoBoAng
attnong yla to ev Adoyw €idog, cuvodeuodpevn amno umelBuvn dnAwaon Tou poodEpovTog OTL
£xouv untoBAnBel ta oxetika dikaoloyntika otov EOD.(Adopd pookANoEeLg mpounBelog
UALKWV)

e Tuxov ulikd/ eomAiondcg mou Ba xpnolpomolnBolv Katd TNV Mopoxn T umnpeoiag Ha
Sl00€touv OAeg TIg amapaitnteg miotomnolnoslg (CE kat ISO) cupdwva pe tnv Keipevn ebvikn

KoL evwolakn vopoBeoia. (Apopd mpooKANOELC UTINPECLWY)

EIAIKOI OPOI

ZuvoSeuTIKA TG KataBeong mpoodopag — Eni Mown Anoppung:
A) Andéomaco TIOWIKOU HNTPWOoU Tou £xeL ekd0Bel €wg TPELS (3) HAVES IPLV Ao TtV UTtoBoAr Tou f
eMelel autol, Looduvapo eyypadou mou ekdidetal and apuodia SLkaoTikA i SLOKNTIKN apxn Tou
KPATOUCG — UEAOUG N TNG XWPAE KATAywyNg N tNg XWPAE Tou £lval €YKOTECTNUEVOC O &V AOYW
OLKOVOULKOG dopEag, armd To Omoio MPOKUTTEL OTL 8V €XEL KATOSIKAOTEL UE OUETAKANTN SIKACTIKA
anodaon.
H untoxp€éwon tou mponyoupévou edadiou adopd:
211G nepuntwoelg ENE, Wblwtikwv kedpahaltovxkwy statpetwv (1.K.E.), OE. kat EE, Toug SlaxelploTég.
2T1¢ meputwoelg A.E., tov SleuBuvovta cUBouAo, kKaBwg kat OAa ta PLEAN TOU ALOLKNTIKOU
ZupBouliou.
ITLG EPUMTWOELG TWV CUVETALPLOUWY, TA HEAN TOU AlolknTikoU ZupBouliou.
B) Ocov adopd ta amodelktikd péoa tng mop. 2 Tou dpbpou 73 tou v. 4412/2016 oL olkovopkol

dopeig npookouilouv:



o T TNV amodelln NG ekMANPWONG TwV (GOPOAOYLKWY UTIOXPEWCEWV OTTOSELIKTLKO
evnuepotntag ekdLdopevo amo thv A.A.A.E. (dopoloyikn evnuepotnta)

e [wa tnv amnodelfn ¢ EKMANPWONC TWV UTIOXPEWOCEWV TIPOG TOUC OPYQAVICUOUG KOLVWVLIKAG
aodaAlong motomolntiko ekdidopevo amo tov e-EPKA (Ba adopd Tnv KUpla KAl TNV
ETILKOUPLKA a.odalion).

Ta tapovra SKOLoAoYNTIKA UTTOBAAAOVTAL YLO. TOV OLKOVOULKO popEa Kol TNV Mepimtwaon mou ival
évwon yla kabe popéa — PEAog TNG.

To mopamdvw amoSeLKTIKA TG Ttap. B va ival og Loyy katd tnv npuepopnvia katddeong touc. Kot va
kartateBel umeBUvVN SRAWON yLa TNV LOXU TwV SIKALOAOYNTIKWV.

N Eviaio Muotomointiko Awkaotikng Depeyyuotntag amno to apuodio Mpwtodikelo To omoio €xel
ek600el £w¢ tpeLg (3) uAveg mpLv armd tnv UTIOROAR TOu, aId TO OTOLo VA TIPOKUTITEL OTL OLKOVOLKOG
dopéag Sev TeEAEl UTTO TITWYEUGON, MTWYXEUTIKO cuUBLBacUO 1 UTTO avayKaoTikr Staxeiplon i otL dev
€xouv unaxBei oe Stadikacio eEuyilavong.

A) Miotomotntikd F’EMH to omoio €xel ekdoBel £wcg TpeLg (3) uRveg mpLv amnd tnv uTtoBOoAN Tou, Ao To
OTtol0 TIPOKUTITEL OTL TO VOULKO TIPOowWTo dev €xel AUBEel kal teBel umo ekkaBdplon e anddoon Twv
eTaipwv.

E) Ektunwon tng kaptélag «2tolxelo Mntpwou/EmXelprioelg» amod tnv NAEKTPoVIKH MAATHOpUA TNG
Avetaptntng Apxng Anpooiwv Ecodwy, omwe autd epdavilovral oto taxinet, anod To omoio mPoKUTTEL
N KN QVOOTOAN TNG ETIXELPNUATLKNAC SpaoTNPLOTNTAC TOUG, TO omolo £xel ekdoBel €wg TPELS (3) UAVEG
mipwv amnod tv umoPoAn tou. OL olkovopikol dopeic mou ouppetéxouv otnv mapoloa Sladikaoia,
amatteital va ackoUv euUmoplki 1 Blopnxavikn 1 Plotexvikn Spactnplotnta ouvadn HE TO
avTiKelpevo tnv ocbupaonc.

3T) Ma tnv anddelén g VOULUNG EKTIPOCWITNGCNG, OTLG TIEPLITTWOELG TIOU O OLKOVOULKOG dopEag eivat
VOULKO TIPOCWTIIO KAl EYYPADETAL UTIOXPEWTLKA I} TIPOALPETIKA KAl SNAWVEL TNV EKTIPOCWINCT) TOU OF
opuOSLa apXr, MTPOOKOUIIETOL OXETIKO TILOTOMOLNTLKO LoXUOUOAE EKTIPOCWTINCNG, TO OTOLO TIPETEL VAL
£xel ekb00Bel wce tpLavra (30) epyAoLUeg NUEPES TIPLV TNV UTIOBOAN TOU.

Z) Ma tnv andSeLén TnG VOULUNG 0UOTAONG KAL TWV METABOAWY TOU VOULKOU TIPOCWTTOU TIPOCKOMIETOL
Fevikd TLOTOTIONTIKO HetaBoAwv Tou TEMH, edpooov £xel ekdoBel £wg tpeig (3) uRveg mpLv amnod tnv
umofoAn tou.

H) Na katatebel YnevBuvn AnAwon tou mpoodEpovtog OTL i) eV GUVTPEXEL €1G BAPOUC TOU KATIOLOG
aro toug Adyoug amokAelopoU tou dpBpou 73 tou N.4412/2016 6mwce tpomomnoliOnke Kal LoxUEL, i)
otTL Sev €xel ekdoBel SkaoTikr 1 SLokNTIKA amodacn Ue TeAeoiOKN Kol SECUEVTIKA LOYXU yla Thv
00£TNON TWV UTIOXPEWOCEWV TOou¢ 6oov adopd otnv KatoPfoAr) ¢opwv 1 el0PopwV KOLWWVLKAG
aodaliong

©) i) O MNpounBeUTAC UE TRV CUUUETOXN TOU SNAWVEL OTL PEPEL €1¢ TO OAOKANPOV aAANAsyyUWG Kot
amneploplotwg TNV €UBUVN yLA TNV EMITEVEN TOU OKOTIOU LETA TWV TIAPETIOUEVWY QLUTOU UTIOXPEWTEWV.

Katd tov autd Tpomo eyyuatal TNV EKTEAECH TNG UTIO avaBeon TpounBelag Kat eTBapUVETAL E TIG



eVOEXOUEVEC KUPWOELG I EKTITWOELG OE TIEPLMTTWON KN Tlapddoong Twv VALKWV. ii) O MpopnBeutng e
TNV CUHHETOXN ToU SnAwvel OtL amodéxetal MANpwE Kot avermiduAdKTw¢ OAoug Toug OpouG TIoU

avadEpovtal e Ta omoia Kot oUPWVEL.

Emonuaivetal ot yivovtatl anodektég ol Pndlakd umoyeypoppéves unebBuveg dnAwoelg ebpocov
£€youv ouvtayBel peta tn dnuocisucn g MPOOKANONC. INUELWVETAL €MioNG OTL Sev amalteital

Bewpnon Tou yvnoiou tng unoypadrg Touc.

‘Evvoun npootaoia
(ApBpo 127 Evvoun mpootacia yio SnUooLeG cUMBATELS Twy apOpwv 118 kot 119)
MNna dnuooleg cuPBACELS PE ekTIMWHEVN afla Katwtepn f on Twv oplwv Tou dapBpou 118, mepi
aneuBeiag avaBeoncg, O6molog €xel Evwouo cupdEpov, UmMopel va INTACEL TNV aKUPWON TPAENG N
napalewpng tng avabétouvoag apxng, KABwe Kol TV avaoToAn EKTEAECNG, EVWTILOV TOU ALOLKNTIKOU
Edeteiou tng €6pag tng avabétouoag apxng, oupdwva pe oca opilovral ota apbpa 45 £wg 56 Tou
1.6. 18/1989 (A’ 8), To omoio anodaiveTal APUETAKANTWE XWPLG VO ETILTPETIETAL N TIPONYOUUEVN GoKNoN
AAANG €l81KAC 1 evdikodavoug SLOKNTIKAS poaduyng. To mapdBolo yla Tnv doknon tng aitnong
aKUPWONG Kal TNG aitnong avaoTtoAng opiletal (00 pe TO MEVTE TOLG €KATO (5%) ML TNG EKTLLWHEVNG

aélog tng oLUPaonc.

AMNOZ®PATIZH NPOZOOPQON
AOyw NG enelyovoag dpuong Tng mopouoag Stadlkaciog Kot TPOKELEVOU Vo eE0LKOVOELTAL XpOVOG
KoL va emitayuvovtal ot Stadikacieg, n anoodppaylon twv npoodopwv Ba mpaypatonotnbsi tnv idla
NUEPA KOL WPA TNG KATAANKTIKAG nUEPOUnViag UTIOBOANG Twv Tpoadopwy, UTO TNV alpeon OTL

Suvartal n appoddla emitpony) va cuvedplaoeL.

O Av. Npolotapevog AtevBuvong
ALoKNTIKAG — OLKOVORLKAG

Yninpeoiag

K. Toupetdkng

AKpIBEC Avtiypago

Kevipiko MpwtokoAro
Anuioupyog Akp. Avtiypagou
TZONAKIAOQOY I®ITENEIA
M.I".N. AAe&avdpoUmoAng
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