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TO I'ENIKO NOXOKOMEIO HEIPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig datdéets, OnmS 1yvLOLV:
1.1. Tov N. 4412/2016 «Anuocieg Zoppdaoeig Epyov, [Ipoundeidv kot Ynpeciovy

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounbetec ®opéwv emomtevopevov and to Yrovpyeio Yyeiog kot
Kowaviking AAMANAeyydmg kon dAreg dotateg» (O.E.K. A" 134 / 18-6-2007).

1.3. Tov N. 2955/2001 «IIpounfeiec Nocokopeimv kot Aomadv povadmv vyeiog tov e X.Y.
Kot GAAeg dtataelgy (P.E.K. A" 256/ 2-11-2001), énwg Tpomomopuévos toyveL.

1.4. Tov N. 2362/1995 «IlIepi Anpociov Aoyiotikov, eAéyyov TV damavadv tov Kpdtovg kot
dAleg dwutdecy (O.E.K. A" 247 /27-11-1995), dnwg woyvet.

1.5. Tov N. 4152 /2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [opaypapog Z : TIpocappoyn g
EMnvikng NopobBeoiog oty odnyio 2011 / 7 g 16-2-2011 yio v katomoAéunon tov

KaBLGTEPNCEMV TANPOUDV GTIG EUTOPIKEG CUVOAALLYEC.

1.6. Tov N. 4605 /01-04-2019 apBpo 43, Iapdypapog 7 ay.



HPOXKAAEI

Kdabe evorapepduevo, va koatabéoel Tpospopd yio Tpoun el VAIK®OV [Ee KPUTplo
KATOKOP®ONG TN youniotepn Tipnq 1 omoio Oa givor ion 1M pikpotepn TOL
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumoptkn 1N Prounyoviky] 1 Proteyvikny  OpactnpdTTO. GLVUEPN UE TO
avtikeipevo g mpoundbewog: o) Ola o Quokd 1M VOoUkd TpOcOTO, MUESATd N
aAlhodand. B) Evooceic mpounbevtddv mov vmofdAiovv  kowvr TPoceopd. Y)

2VVETALPIGUOL.

[leprypagn tov Intoduevov Katnyoplidv €wWov yivetor oto mapdptnpe A g
nmapovoag kol 6to wapdptnue A ( Texvikéc Tpooraypapéc ).
Ot pocpopéc pumopovv vo katotifevior péxpt Kol TV nuepounvic Kot @po g

dadikaciog 670 mail ™mg Ynrnpeoiog mprom3@tzaneio.gov.gr

2e mepinTmon mov 0 OYKOS TV OIKOAI0L0YNTIK®Y Eval UEYHAOS , TOPOKALEIGTE
onws Katateovv oe @akxsio oto Ipapeio Ilpwtoxéiiov tov Noocokxouciov

(ue emonfuaven Tov aplOuov TPWTOKOIL0V THS AVAPTHOHG).


mailto:mprom3@tzaneio.gov.gr

Kotd to Aowrd, n dwdikacio Bo devepyndet ko 1 wpoundeta o vAomombetl cOpwva pe To
nopokdtw I[MAPAPTHMATA mov &mGUVATTOVIOL OV TOPOVGH  KOU  OITOTEAOVV

OVOTOOTAGTO LEPOS QTG

1. IEPI'PA®H ZHTOYMENQN KATHI'OPIQN MAPAPTHMA A’
EIAQN

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YHHOAEII'MA IIINAKA IHAPAPTHMA I
4. IPOAIATPA®EX ITAPAPTHMA A’

Ot evdlagpepopevol Ba €xovv duvatdmra erevbepng TPOGPOoNG 0TO TANPEG KEILEVO QVTNG
(ovumeptlopfavopévoy OA®V TOV TOPOPTNUAT®V TNG), O MAEKTPOVIKY HOPQY|, OTNV

1ot00elido Tov Nocokougiov 610 dtadiktvo (nAekTpovikn dievBuvon: Www.tzaneio.gr ) ot

ddpoun tpoundeteg- pikpompounHetec.


http://www.tzaneio.gr/

ITAPAPTHMA A’

AJE AAA EIAOZ TEMAXIA ZYNOAIKH TMHMA NAHPO®OPIEZ
AATMANH XQPIZ
ONA
YX003227-XYIKEYEXZ MAPOXETEYZHX 70 TEM 1.225.00 € YNEYOYNOZ
ONFT46906K OQPAKOZ -BILLAW AYO OGAANAMQN. B AIAXEIPIZH TMHMATOZX Kog
1457 OEO® _ Yro01037-BAMABAKO®OPOI STYAEOI ME YFEIONOMIKOY [IANAT OTIOYAOZ
/30-03-2023 YAIKO META®OPAS ,ANOXTEIPQMENOI 2.000 TEM 350,00 € YAIKOY TH/;‘S;'JE%?;’;"AZ
,MIAZ XPHEHZ.
YNEYOYNOZ
1385 YN115001-SYEKEYEZ OPOY AIAXEIPIZH TMHMATOZ Kog
128-03-2023 WEZI46906K-DA6 AMO:TEIPQMENEX ME ®IATPO 19.000 TEM 2.356,00 € YFEIONOMIKOY NANAIOMOYAOZ
“Uon ,AEPAIQro KAI MPOEKTAZH M/X. YAIKOY THA. ENMIKOINQNIAZ
210-45922587
YX001025-PINOIAZTPIKOX KAOETHPAX YNEYOYNH
1458 FEEDING TUBE 15FR AMO ZIAIKONH ME®- TMHMATOZ Ka
130-03-2023 65MN46906K-XI'0 | AKTINOZKIEPOX ME XYPMATINO OAHIO 40 TEM 240,00 € ANAMNEYETIKH BPETTOY
-Jo- KAI ZYNAEZMO FURNET. THA. ENMIKOINQNIAZ
MPOAIArPA®ES MAPAPTHMA A. 210-45922869
YNEYOYNH
1448 Y®00200105-MAXAIPIAIO PAKOOPYWIAZ TMHMATOZX Ka
/30-03.2023 PBA146906K-1T4 | (MICROTIP) KELMAN 300 KYPTATIATO 60 TEM 810,00 € XEIPOYPTEIO MAPIAPQNH

MHXANHMA INFINITI THZ ALCON.

THA. ENMIKOINQNIAZ
210-45922908




YZ018051-AYTOMATOZ ENANA®OPTIZOMENOZ
KYPTOZ KOMTOPANTHZ MAXEQN IZTQN (YWOZ
ANOIKTOY KAIM 4,7 mm-YWYOZ KAEIZTOY KAIMN
2mm) ME MHKOZ AIATOMHZ 40mm,MHKOZ
ZYPA®HZ 51mm,NO0Y E®APMOZEI ZE XQPO
NAATOYZ 30mm,ME ENZQMATQMENH AAMA

ITHN KAZETA TOY EPFAAEIOY KAI KAIM AMO YNEYOYNH
1444 POO446906K KPAMA TITANIOY (NA MEPIEXEI 2,5% BANAAIO- TMHMATOZ Ko
- 3% AAOYMINIO),ME AYO =EXQPIETEE
130.03.2023 AHO SKANAANES LIA YFKAISH KAI HYPOAGTHEH 5 TEM 2.250,00 € XEIPOYPTEIO MAPIAPQNH
ANTIZTOIXA KAl ME AYNATOTHTA ENAAAATHE THA. ENIKOINQNIAZ
KAZETQN TA AIAGOPETIKOYZ TYNOYZ IZTQN 210-45922908
£TO IAIO EPFAAEIO. ME MHXANIEMO
EMMAOKHE ZTO 1/3 THZ ZYKAIZHZ TQN
$IAFONQN ZE MEPINTQZEIZ MOY AEN EXEI
EIZAXOEI £QXTE H KAZETA H EINAI
MYPOAOTHMENH. NMPOAIATPADEX
NMAPAPTHM A.
YX003071-HAIAIKCEA?CZ)POZYAAEKTEZ (U- 2.000 TEM 104,00 €
YNEYOYNH
TMHMATOZ Ka
/30_]6?5;023 QNKEEGAQOGK_ YX002016-KOAAA A ZYTKAIZH TEMN NAIAQN EIPHNIAOY
AEPMATOZ 0,35gr AMOZTEIPQMENH AMO THA. ENIKOINQNIAX
MIFMA 90% BOYTYPO KAI 10% 210-45922792
OKTYAOKYANOAKPYAIKO EXTEPA ME 60 TEM 720,00 €

EIAIKA MTEPYTIATIA AZYTITH TEXNIKH
NA AIATHPEITAI ZE ©OEPMOKAZIA
NEPIBAAAONTOZ.




* OI IIPOX®OPEX AEN OA IIPEIIEI NA EEIIEPNOYN TA TEXXEPA AEKAAIKA YH®IA.



ITAPAPTHMA B’

(Amotedel avamOOTAGTO TUNHA TNG SLUKNPVENC)

OPOI EYMMETOXHZX
1. H mpoopopd Oa mpémel va £xEL T LOPON TOV THVOKO TOV EMGVVATTETAL GTO
[Mopdptnuo I
2. Ymoypewtikd va dnidvovtal kmotkog [apatnpnnpiov Tiuwv, GMDN kot
Kodkodg EOOD.
3. H owovopkn tpocpopd Ba katatifetor amoxieiotikd oe EURO.
4. Thoooa: EAinvikn

5. Ze mepimtoorn koTokOpwong : a) mn mapddoon Oa  yivetor evidog tpuov  (3)

~

gpyacipov  muepo®v amd T ANyYn g  mopoyyeAlag , €KTOg ov  opileTon
dwpopetikd Kat'eEaipeon, P) n moapddoon tov WGV OBa yivetor pe @povtioo
kot damdveg tov [IpounBevtn, otic Amobnkeg g Ymnpesiog pogc.

[MAnpoun: H miinpopn Ba yivetoan oe gupm, petd amd mponyoduevn Bemdpnon twv
YPNUATIKOV EVTOALATOV TANPOUNG.

Ot vroyMe1ot VITOBAAAOVY ETL TOLVY] ATOPPLIYTG TNV TPOGPOPE TOVS  NAEKTPOVIKE

Yg nepimton un vrofoic 1 un TPoeNKOVGOC VTOPOANC TOV AVUIOEPOUEVOV TLO

AV, 1] TPOGPOPU ATOPPITTETOL OC OTAPAOEKTY.
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ITPOAIATPA®EX
ENTOAH : 1458/30-03-2023

YX001025.

KAGETHPAX I'TA TAXTPIKH H'ENTEPIKH XITIZH AIIO IIOAYOOPO®ANH ME XYPMATINO OAHI'O. NA ®EPOYN AIABAOMIXEIX
MHKOYZX KAI AKTINOXKIEPEX T'PAMMEZX. NA AIATIOENTAI XE MEI'E®H 10,12,15 FR MHKOYZX 120 ek. NA ®EPOYN AKPO I10Y
EIIITPEITEI THN XYNAEXH TOYX ME XYXKEYEX XOPHI'HXHX ENTEPIKQN AIAAYMATQN.

ENTOAH: 1444/30-03-2023

TeXVIKEG
QUTALTI| OELG

1.Na katotebel yla 6Aa ta €6 mMPwTOTUTIo GUANASLO 08NYLWV TOU KATAOKEVOOTH Olkou ota EAANVLIKA.
2.Na katateBel kAwikn BLBAloypadia kot va meptAapBavovtal TOUAAXLOTOV U0 SNUOCLEUUEVEG
KALVLIKEG UEAETEG YLa TO KABE MPOoOoPePOLEVO 180G ] KALVIKEG LEAETEC LE TtpoidvTa ToU L&ilou
KOTAOKEUQOTLKOU OIKOU HE QVTLOTOLYO TEXVIKA XAPOKTNPLOTIKA cUdwva kot e MDR article 61 Clinical
Evaluation annex Ill, Clinical Evaluation and Post Market Clinical Follow up annex XIV kat ta

TIVEU LOTIKA SIKOLWULOTA TWV ouyypadEwv.

3.H Huepopnvia ANEewg Twv epyadelwv va €lval Avw TwWV 2 €TWV.

4.H emutpornn TeXVIKNG afloAdynong £xel dikaiwpa va {ntioet deiypata népav amnod ta {NToleva
™G Slaknpuéng av autd BewpnBel okompo. Adyog andppudng Ba anoteAel TO AMOTEAECUA LETA QIO
XPHon o€ Xepoupyeio o mpocopoiwaon

XElpoupyeiou.

5.0mou {nteitol epyaleio kal avtoANAKTIKEC KePaALg sival amapaitntn n mpoodopd o OAOUG

TOug auvgovteg mou
nepthappavovtal (epyadeiou Katl avtoAAaKTIKwY Kepalwv), eni mowvn andppudng.




6. H mpounBeltpla etalpeia, os nepimtwon mou eival SLadopeTiky amd TNV KATAOKEUAOTPLA, VO
kataB£oel umeBuvN dNAwon mou va avadEpel OtL eival e€ouclodoTnUEVN ATIO TOV KOTAOKEUAOTLKY
olkO yla TNV TEXVIKA UTOOTHPLEN Twv TPOoloVTWwV Kal tnv tApnon twv Swadlkaolwv oe mibavn
ovakAnon/amnécupon mpoiovTtod.

7.H kaBe mpoodépouoa stalpeia, o€ mepimtwon mou ival SladopeTikA Ao TNV KOTACKEUAOTPLA, VA
TipooKopioel SNAWON TNG KATAOKEUAOTPLAG £TALPElOg TIOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopo kat va SnAwvel OTL O TMepimMTwon Kotakupwong oupuBaocng otnv mpoodEépouoa

etalpeia, n kataokeuaotpla Ba SeopeuTel va TNV MpopnBevoeL Ue T
OUYKEKPLUEVN TTIOCOTNTA TWV KOTOKUPWOEVTWY 6wV TNG ouuBaonc.

8.H kaBe mpoodpouoa stalpeia, os mepimtwon mou ival SLadopeTIKn amd TNV KATACKEUAOTPLA, VO
Tipookouiosl SAAWON TNG KATOOKEUAOTPLOG ETOLPELNG TIOU va SnAwvel OTL N mpocdépouca Oa|
EVNUEPWVETAL YLa OAEC TIG TULBAVEC avaKANOELG/ATIOCUPOELG TTIPOTOVTWY, OXETLKEG e Ta (6N OV £XEl
TpoodEPEL 0TO SLAYWVIOUO.

9. H kaBe mpoodEpouoa etalpeia, vo SLOOETEL APTLO EKTTALSEUUEVO/TILOTOTIOLNEVO TIPOCWIILKO aTtd Thv
KOTOOKEUAOTPLA ETALPELO (TTLIoTOTOINGN £WCE 2 TIPONYOUHEVA £€TN) YL TNV TEXVLKN UTIOOTNPLEN OTO
Xelpoupyeio Kal e€ovaloSoTnUéEVO TUNUA service yla miBavo amapaitnto cuvodo €€OTALOUO yla
TNV Katnyopia H.

10.ANAWON TOU KATAOKEUOOTLKOU OLKOU OTL Ta TIPOLOVTO £lval YVAoLO KoL OLLETAXELPLOTAL.

11.Ma TNV TEXVLKA KOl EMOYYEALATLKA LKOWVOTNTA Ol OLKOVOLLKOL ¢popeig amatteital: a. va dnAwoouy
OTL OLOOETOUV HOVIUO OPYOVWHEVO TUAMO TEXVIKAG UTOOTAPLENG, KATAAANAQ EKTALSEUUEVOU-
e€elSIKEUPEVOU KOl va KOTOOE0OUV TILOTOTOLNTIKO ekmaideuong Kal e€ouclodotnon autol amd toy
KOTAOKEUAOTIKO oiko B. va katatebel katdAoyog Twv kKupldtepwyv mopaddoewv pe avadopd otny
afia Tng cupPaoNG, TWV MPOSHEPOUEVWV MIPOIOVIWV KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepopeva UALKA Ba pémel va elval kowvorolnpéva otov EOD kot va dtabEtouv tov
ovTioToLXo KWHOLKO.

13. EmtL mowvr) ¢ amokAeLlopoU Oa npémnel va katateBouv ylo kabe poodepopevo ei60¢ ta
miotonolnTkd: 1SO13485, AnAwon
Jupuopdwong, Miotormowntikd CE, Miotomotntikd Yxediaopov CE.




14. Mo kaBe £l60¢ Kal yLa OAEC TLG YEVIKEG KoL ELSIKEC TEXVLKEG TTpoSlaypadéc mou {ntouvtal Ba
TIPETEL VOL CUUTIANPWOEL avaAuTiko GUANO CUUUOPPWONG LE TIOPATIOUTTH) O KWwSLKO Kal o€ oeAiba
KataAdyou f/kat texvikwv GuAladiwv Tng

Kataokeuaotplag statpeiag. OAot ol kwdikol Kot oL TeXVIKEG mpodlaypadeg mou InTouvtal Ba mpémel
val EMionuaivovral

OTOUG OVTIOTOLX0UG KATaAOyoug /Kot Ta TeXVIKa ¢uAladia, mou Ba emouvantovtal. MpoodopEg mou
umoBalovtal xwpig

va tepAaBavovtal Ta o Tavw oTOoLElO val amoppimTovTal.

15. 3 k4B a/a oTov OTMoLo MPOTELVETAL AVAAWGCLUO Ttou XprleL e€omALoUS/yevvhTpLa YLIO VO
AELTOUPYNOEL, 0 HELOSOTNG 0deilel va Tapaxwpr oL Tov amapaitnto cuvodo EOMALOUO SwpPedv TPOG
xpnon ywa 6co diaotnua SlapkEcel n mpounOeta.




