EAAHNIKH AHMOKPATIA
YNOYPTEIO YTEIAZ & KOINQNIKHZ AAAHAEITYHEZ - AIOIKHZH 1ng YMNE ATTIKHE

reniko NozokoMElo ATTIKHE ZIZMANOTAEIO - AMAAIA OAEMITK n.n.aa.

YMOAIEYOYNZH OIKONOMIKOY

TMHMA OIKONOMIKOY

rPADEIO MPOMHOEIQN AP. NPQT: 17020
MNAHP: OEOXAPOMNOYAQY AN. HMEPOM: 17-08-2017
THA: 2132058348

FAX: 2132058614

ANAKOINQZH AIENEPTEIAZ AEYTEPHZ AHMOZIAZ AIABOYAEYZHZ
TQN TEXNIKQN MPOAIATPADQN TOY AIATQNIZMOY
FA THN NPOMHOEIA «<ENAO®OAAMIQN OAKQN»

To «TENIKO NOZOKOMEIO ATTIKHZ ZIxMANOTAEIO- AMAAIA OAEMITK N.M.A.A.»

OE OUVEXELD NG U aplBu.65/17-7-2015/21-7-2015 (O@éua 1) Amodacng tng EMY, avakowwvel tnv Slevépyela
Seltepng Snuoolag StofolAsuong Twv TEXVIKWY Tpodlaypadwy tou Saywvicpol «ENAODOAAMIOQN PAKQN»
(CPV: 33731110-7)»

1. H 8tapkela tng devtepng SlaBolAeuong opiletal og 4 NUEPEG ATO TNV NUEPA TNG AVAPTNONG TOUG OTNV LOTOCEA IS
tou Noookopeiou (http://www.sismanoglio.gr/PROMITH-DIAV/diav.htm) rjtoL ané tnv NAPAZKEYH 18/08/2017 £wg
kot tnv TETAPTH 23/08/2017. e mepimtwon TPOMOMOINONG TWV TEXVIKWY Tpodlaypadwy, WG AmoTEAECUA TNG
SeUtepng SlaBolAsuong, Ba avaptnBolv ot TeAKEG mpodlaypadEg.

2. OL evbladepodpevol adol AaBouv yvwaon Twv TEXVIKWY mpodlaypadwv ol omoieg €xouv avaptnBel otnv LotooeAiba
tou Noookopeiou, pmopolv va amooTellouv eumpoBecpa TIC MOPOTNPHOEL, TOUC otnv nAektpoviky SlevBuvon
promithion@sismanoglio.gr

3. To Noookopeio 8ev SeopeleTal va ULOBDETNOEL TIG TPOTACELG Kol Ba amodacioEL yla TNV 0PLOTIKOTOLNCN Twv
Texvikwv Mpodlaypadwv Le AVTIKELUEVIKA KPLTAPLA WOTE Vo emteuXBel n Péylotn duvatr GUUUETOXN TipounBeuTwy,
e€aodalifovrog OUWE TAUTOXPOVA TNV TOLOTNTA TWV TTAPEXOUEVWY UTINPECLWV.

4. META TNV OPLOTIKOTOLNGN TOUG, oL TEAIKEG TeXVIKEC Tpodilaypadég Ba amootalolv ameubeiag yla €ykplon oto
AlolknTiko ZupBoulio tou Noookopeiou, pall pe OAa ta cuvnuuéva yypada.

O AIOIKHTHZ
TOY NOZOKOMEIOY

EM. KOYTAAAZ
Kowomnoinon:
lpadeio NpounBelwv
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EAAHNIKH AHMOKPATIA
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AIIO Hp/via:08-08-2017
EITITPOIIH XYNTAZEHX ITPOAIATPAOQOQN Ap19. [Ipwt.16588
TEXNIKQN ITPOAIATPADON

KOIN: Méin Emtponng

MMPOX: T'pageio [Tpounbermv

OEMA: Teyvikéc mpodiaypapés Yo KENAODOAMIOT ®AKOI».

H emtponn ouvtaéng texvikwv mpodlaypadwv ywo thv mpoundela evéodOaApwv
evbopaKwWV UEAETNOE TIC MAPATNPNOELG TWV ETAPELWV SlaBoUAeuong Texvikwy mpodlaypadwy
Baon tou um apBu. 15468/ 21-7-17 eyypadou tou Tunuatocg MNpounbewwv. AapBavovtag urogn
TIC TOPATNPNOELG TWV ETALPELWY ETILOUVATITOVTAL OL TIpoSiaypadEc Onwe Stapoppwdnkav:

ENAO®AKOI
Fevikd yopaxtnprotikd

O1 evdo@akoi Tov Bo TpocPepHoVV 6T0 Jay®VIGHO TPETEL VoL EX0VV TioTomoTiko mowdtntog ( CE
mark) 1 éykpion and 1o FDA, mpénet va ovagEépetal 1 xdpo. TPOEAEVOTG TOVE OTWE EMIGNG KO O
TPOTOC KATOGKELTNG KO PIVIPIGULATOG TOVG.

Eivat amapaitnto vo ava@EpeTal 1 amoppoenTiKOTNTO TOVG GTNV VIEPLDON OKTIVOPOALN Kot O
TPOTOC AMOGTEIPOONG TOVG.

O1 paxoi Tpémetl va TpocpepBodv oe 660 TO dJVVATOV HEYAAVTEPO EVPOS SIOTTPOV

Kol va vdpyovv o TANpn enapkela. H mapdadoong tovg va etvar apeon Kot va apopd OA0 To 0pog
TOV TPOSPEPOUEVOV amd TNV eToupeia dStomtpidv. Ot eToupeieg mpénet va avtikafiotohv dwpedv
TOVG EVOOPAKOVG TTOV YVOLV TNV OTOCTEIPMGT] TOLG Y10 OTOLOVONTOTE AOYO GTO XEPOVPYETD.
[Ipéner emiong va mapéyetor n SuvaTdOTNTA TPOUNDELNS VEDV LOVIEA®MY TMOV ETAPELDV GTN
oLUPaTIK TIun.

Ot Tpodiaypapég TV VOOQUKOV TPEMEL va. gival otnv EAANVIKY YAOGGA Kol VoL VTapyouV
BPAOYPOQUKES avapOopES KOl TOAVETNG EUTELPTA OITO TN YPT|OT| TOVG EK UEPOVS TV ETAUPELDV.
OAeg ol eTatpeieg mpémel va mpoodépouv  Swpedv evOetrpa N cartridge piag xprioswg yla €vBson
oo topn 2.2 XIALooTwV KaBwg Kat injectors MOAAQTTAWY XPrCEWV.

ENAO®DAKOI NPOzZOIOY OAAAMOY TYNOY Kelmann

- One piece amno vAiko PMMA

- OAwn duapetpog 12,50 kot 13xAlootd

- Awdpetpog ontikig Lwvng 5,50 | 6xALooTA
- Ermumedokuptog xwplig omég

el mfopsmanagioas ! ‘ ZiopavoyAeiou 1, 151.26 Mapouot, TA. 213-2058.001, fax: 213-2058.618
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XAPAKTHPIZTIKA
- H Somtpkn LoxUG Twv MPOTEWVOUEVWY TUTIWV evbodakwyv Ba mpémel va eival
pExpL 30D TouAdyLoTov.
- 'OhoLoLmpotewvopevol evbodakol Ba mpemel va €xouv motomnolntiko nowotntag (CE Mark)
n €ykplon amo to FDA

- Na neptéxouv dpidtpo anoppodnong tng uneplwdoug aktvoBoAiasg.
No urtdpxet SuvatotnTa ano tnv eTalpeia apeong napdadoong Kat avtaAlayr Twv evbodakwv
auBnuepov ed’ doov xpeLOOTEL.

ENAOGDAKOI ONizeloY GAANAMOY

1. AkpUuAwkog avadutiolpevog udpodopog evdodakog, evog Tepayiov, aohalplkog.

Me SLAUETPO OMTIKOU TUNHATOG 6 XIALOOTA KOl OALKI) SLApETpo 12.5 xAlooTa.
Me moocooto udpodihiac 4%. Me pia omn Xelplopol ot BAcn Twv ayKUAWV
yla BEATLOTN PETEYXELPNTLKN Tipocappoy. Me ywvia aykuAwv 0 poipeg kot
beiktn S1aBAaong 1.54. Me Slomtpiko eVpog amo 0 €wg 34 Slomtpleg.

2. Avoduthovpevog evog tepayiov, amidc, apeikvptog, U oo@oplkos, pe oeiktn o1dbiaong
péypt ko 1.55. Me @idtpo yro tv pmhe aktivoBolia, Atgpetpog ontikng (dvng 6 yiAlootd,
oMk dwapetpoc 13 yimootd. Na dlatifeton oe peydio vpog domtpidv >35 domtpiec. Me
tekunpiouévo  (peer-reviewed clinical studies) younid mocootd <10% Oepameiog pe
koyovrotoun (NA:YAG rates) ot 2 peteyyelpntikd €.

3. Avaduthovpevog evog tepayiov, ac@aipikos, Pe £yxpmuo eiltpo yio v umie axtivoPfoliia,
apeikvptog , pe ogiktn dabAaong péxpt kor 1.55 Awquetpog omtikng Lovng 6 yilootd,
oAk duqpetpog 13 yihootd. Na dwatiBetan oe peyddo evpog dontpidv omd +6 ewg +30
Muwprig topung < 2,4mm. Me tekunpiopévo (peer-reviewed clinical studies) younio
noc0otd <10% Bepameiag pe konpovrotoun (NA:YAG rates) oto 2 peteyyeipnrikd €.

4. Akpulikog 100% Y6podoPog avadumhoupevog evdodakog omioBiov BaAdpou, evog tepayiou,
OWTOXPWHLKOC N EYXPWHOG KATA TNG WMAe aktwvoBoAiog kol aodalplkn omicBla emidpdvela yia
KOAUTEPN TOLOTNTA OpACNG, Yot EvOECN amd WKPAOTEPN TOUN 2,2mm), TIEPLEKTIKOTNTA OE VEPO <1%,
Seiktn 61aBAaong: amd 1,53 kol Mavw, OAWKO MAKOG: 13mm, SLAPeTpog OmMTkNAG {wvng: 5.5 gwg
6mm, TUMOG omTikAG Lwvng: aodalplkr, omeg xelplopou: 0, ywvia haptics: 0°, Stomtpieg: 0 £éwg 30
(kat ta poa), modapakia (haptics): akpuAikd modified-L.

5. Ev6odakdg akpuALkog udpodIAOG, TPLWY TEPAXLWY, LE OTTIKN SLAUETPO amo 5,9mm - 6.0mm, oALkn
Stapetpo 12.5mm kat 13.0mm, aykUAeg blue PES 1} blue TEKLON 1 Pvdf blue, tumou C umo ywvia

:;;;;;;f‘;@";;r::ngg'fi;g'_f’ ZiopavoyAeiou 1, 151.26 Mapouot, TA. 213-2058.001, fax: 213-2058.618
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5°, 6eiktng dLtaBAaong 1.45 €wg 1,47, Biconvex, Square edge yla anoduyr 66Awong tou omnicBilou
neplpakiov , xwplig onég xelpopol evpog Stomtplwy amnod 0.0D €wg 35.0 D ava 0,5D.

KaBe evbodakdg cuvodevetal anod el6IKO cUOTNUA CUYKPATNONG Kat avadimlwaong tou ¢akou.
Avvatotnta neplotpodnc ayyuAwv katd 180° yUpw ard To OMTIKO CwHA yla TV anoduyn
QIoKOAANGNG TNG ayyUANC Kal yia e0KoAn SlteuBétnon tou evdodakou. Na mapexetal cartridge
plog xpnong yla topn 2,7 mm

6. EvoopBaiuiog pakdg akpuAkodg vopOPIAOC avadITAOVUEVOG EVOG TELLOYIOV

onTikn Otdpetpo 5.7 - 6 mm oand 10-30 domtpieg

ovvolikn ddpetpog 10.5 - 11 mm and 10-30 dromtpieg

AUEIKVPTOG ACPAPIKOG TNV oTticHia empaveln 4 ayKLAGV pe Yovioon 8 poipeg, 25%
TEPLEKTIKOTNTA € vEPD , évBeon amd Topr 1.8 mm

IMPOP®OPTQMENOI ENAO®AKOI ONizeI0Y OAAAMOY

7.

10.

AkpUALKOC avadumholpevog udpodopoc evbodakog, evog tepayiou,
aodpapkog,nuidladavig , mpodwptouévos. M € acdalela Suo otadiwv Me didtpo katad
™NC UmAe aktvoBoAlac. Me SLAUETPO OMTIKOU TUAUATOG 6 XIALOOTA Kal OALKA SLAUETPO
13.0 yt\tootd. FTwvia Baong kaBe aykuAng 90° Me ywvia aykuAwv 0 poipec kat Seiktn
S1aBAaong 1.52. Me Slomtpikod evpog amnod 11 £€wg 30 Stonmtpieg Kat pod amo 11 éwg 27
Slomtpiec. Mo €vBeon amo toun 2.2 XIALOoTWV

AvadmAoOEVOG eVOG TEUAYIOV, OCPAIPIKOG, LE EYXPMUO QIATPO Yoo TV UTAE aKTvoPoAia,
apeikvptog , pe dgiktn 01dOAaong 1,55. Adpetpoc omtikng {dvng 6 yAootd, oAk
dwapetpog 13 yilootd. Na dwatifetor og peydrlo €bpog dlomTpldv amd + 6 ewg +27 .Mikpig
toung < 2,4Amm.IIpogoptopévog pe axkpoLcolo gieyyopevov Bdbovc. Me tekunplopévo
(peer-reviewed clinical studies) younid mocootd <10% Ogpameiog pe Koyovilotoun
(Nd:YAG rates) oto 2 peteyyelpntikd €m

AxpoAikdg YOopopoPog avadimAodevog evoopakag, evog Teoyiov, ao@alpikog, ympig Kitpvo
QIATPO, TPOPOPTMUEVOC 08 cVOTNU £vOeoNG pe duvatdTTa ETAOYNGC dVO Asttovpyldv (Screw
Mode ka1 Push Mode). Atdpetpog ontikng (dvng 6 yihiootd, oAkn dauetpog 13 yilootd kot
yovia aykvidv 0°. Tepektikdmta oe vepd <0.5%, Agiktng Awdbroonc 1.5 , yopic eniotpwon
nrapivng. Na dwrifetar oe peydrho edpog domtpuwv omd 0.0D éwg 30.0D. Mikpng toung
2.2mm.

AkpUAKOC 100% Y6podoBog avadumhovpevog svdodakdg omiobiou Oaldpou, €vog
TEHOXiOU, PWTOXPWILKOG 1 EYXPWHOG KOTA TNG UMAE aktwvoBoAiag i xwpic ¢idtpo yia
UMA€ aktvoBoAia. Me ¢didtpo erkalupng UV. MNpodoptwuévog oe cuotnua €vBeong ya
toun 2,2-2,4mm. Aeiktng StdBAaong pkpotepo tou 1,50 oAkd pnkog 13mm  SLdpeTpog
omtikng wvng: 5.5 ewg 6mm, TOMog omtikng {wvng: aodalpikr, omeg xeplopou: 0. Na
Sla0¢teL gykomn otn Bdaon kABe aykUANG ylo KOAUTEPN KATAVOUN TNG Tieong Kol 8LkA
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katepyaoio sgare edge 360 haptics: 0 oxedlaopéva €10l WOTE va umdpxouv 3 onueia

otnpLENG oto odko tou Tepldakiov mpog anoduyr B6Awaong onobiou mepidpakiou.
Aomttpieg: 5.00D — 34.00D €wg 30 (pe Bpa 0.5 D). [Mocootd 0 Awong omichiov mepipaxiov <10%,
GT0 OV0 HETEYYXEPNTIKA £T1 BAcEL Onpociedcewy og £ykvupo opBaioroyikd d1efvi Teplodwd.

H EIIITPOIIH

Yo Zoeia AtevBovrpia OpBaiporoyiag wg I1pdedpog
Aovka Kailomm TE Noonievtikng mg Mélog

Toiykov Xpiotiva AE Atowntikov I'pappotéov wg Mélog ko I'pappatémv
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