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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 AAMNnAeyydng kot dAleg 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 «IIepi 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
EMmvikng 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 Tipfq 1 omoio Oa givor ion 1M pkpotepn TOL
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumoptkn N Prounyovikyy M Proteyvikn 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.

[Teprypagn tov {ntoduevov Katnyoplidv £Wov yivetor oto mwapdptnpe 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
(ovumeprrapfavoréveoy OA®V TOV TOPOPTNUATOV TNG), G MAEKIPOVIKY HOPON, 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 SYNOAIKH TMHMA MAHPO®OPIEZ
AAMANH XQPIE
®NA
YX00101615-
M022:40 YNEYOYNH
TEM,YX00101616-
] , YROU EKTAKTA TMHMATOZ Ko
200 sopag | GBYX46906K-163 | AGETHPEZDYFOVR SWAYAMO100% | Uo2kd) .| 1.02000€ EZQTEPIKA MNOAYMEPH
,YX00 IATPEIA THA. EMIKOINQNIAS
No20:20 210-45922213
TEM,YX00101613-
No18:20 TEM.
YA00105601-ENAOEKOMIKOE SAKOE
SYAAHWEQS MAPASKEYASZMATON AMO
NOAYOYPEOANH ,AIAMETPOY STYAEOY
15mm ME ENAEIZH KATEYOYNEHE
ANOIFMATOZ TOY SAKOY B0
961 WPEA46906K- | ENAOKOIAIAKA PAMMA NEPINAPEHE ME
/20-02-2023 Xyy AAKTYAIO-MHXANIEMO KOTHE STEM 600,00 € XEIPOYPTEIO H AMQ,'-),,F,Q;%:, AS
AYTOY,MAHPES NEPIMETPIKO METAAAIKO ST oman
EAAZMA ANOIFMATOS KAl
STAGEPOMOIHEHE XQPHTIKOTHTAS
1500cc.
MPOAIATPA®EX NAPAPTHMA A.
YMEYOYNH
085 YX00302300-MMAOYZES XEIPOYPFEIOY TMHMATOZ Ka
1olomaops | WMBNAGIOBK-9NO |  ENIZXYMENES ATIOSTEIPOMENEZ MIAT 2.000 TEM 1.800,00 € XEIPOYPTEIO MAPFAPQNH

XPHZHZ. MEFEOOYZ EXTRA LARGE.

THA. ENIKOINQNIAZ
210-4592908




YX003080-PYT'H ANAPPO®HZEQN MIAZ

YMNEYOYNH
TMHMATOZ Ka

989 9AAQ46906K-86M | XPHEHE AMOETEIPQMENA ATPAYMATIKA 3.000 TEM 1.500,00 € XEIPOYPTEIO MAPFAPQNH
/21-02-2023 XQPIE OMH EAETXOY. THA. ENIKOINONIAS
210-4592908
YX003009- YTEVOYNH
963 _ No019:35.000 TMHMATOZ Ka
6MAIN46906K-x=X BEAONEX ENEZEQN ANOZTEIPQMENEX 851,50 € XEIPOYPIEIO MAPIrAPQNH
/20-02-2023 TEM,YX003244- THA. ENIKOINQNIAZ
No025:30.000 TEM 210-4592908
YQ01001101-PINIKA TAMION 10cm 30 TEM 171,00 €
YNEYOYNH
1016 TMHMATOZ Ka
1o8.00.2023 | 963A46906K-QY5 aPA POy AGY
THA. ENIKOINQNIAZ
210-4592951
YQ01001100-PINIKA TAMIMON 8cm 20 TEM 82,00 €




* OI IPOX®OPEX AEN QOA IIPEIIEI NA ZEETIEPNOYN 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 dnAdvovtal kmdtkog [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.




INAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIOMOX
ENTOAHX

IHEPITPA®H
EIAOYX

TIMH
ITPOX®OPAX
ANA
TEMAXIO
XQPIX ®OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

KQA.E.O.® .




ITPOAIATPA®EX
ENTOAH : 961/20-02-2023
YA00105601-ENAOXKOIIIKOX XAKOX XYAAHYEQX ITAPAXKEYAXMATQN.

TeXVIKEG
QUTLOULTH OELG

1.Na katateBel yla 0Aa ta €ién mpwtotuno GuALGSLo 08NyLWV TOU KATAOKELAOTH olkou ota EAANVIKA.

2.Na katateBet kAwikn BLBALoypadia kot va epthapBavovial ToUAAXLOTOV SU0 SNUOGCLEUUEVEG KALVIKEG
UEAETEC yLa TO KAOEe poodepOLEVO (160G 1) KALVIKEG UENETEG LE TPOLOVTA TOU L8OV KATOOKEVAOTIKOU OlkOU HE
avtioTolya TEXVIKA XapaKTnpLloTikad cUpdwva kat pe MDR article 61 Clinical Evaluation annex 111, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLW AT TWV cuyypadEwy.
3.H Huepopnvia Anéewg twv epyaleiwv va gival Gvw twv 2 €TWV.

4.H emutpomnn TeXVIKNG agloAoynong €xeL dikalwpa va Introet delypata mépav and ta {NToUevVa TG
Staknpuénc av autd BewpnBei okomipo. Adyog anoppudng Ba amotelel to amotéAeopa LETA amnod xprion os
XELPOUPPYELO | 0 Mpocopoiwaon

XELPOUpPYELOU.

5.”0movu {nteital epyaleio kat avtaAlaktikég kedpalég eival amapaitntn n mpoodpopd o OAOUG TOUG
av&ovteg mou

nephapBavovrtal (epyadeiou kot avrtaAlaktikwy kedalwv), eni mown andppudng.

6. H mpounBeltpla stalpeia, o mepimtwon mou eival SLadopeTiky) and TNV KATAOKEUAOTPLA, VA KATABEoEl
uTteuBuvn dNAwon mou va avadépel OtL eival e€oucloSoTnNUEVN ATIO TOV KATAOKEUAOTLKO OLKO yla TNV TEXVLKH
uTtooTtAPLEN TWV TPOTOVTWY Kal TNV THpnon twv dtadikaclwv ot ribavr) avakAnon/amnécupon mpoiovtog.

7.H kaBe mpoodépouca etalpeia, oe meplmtwon mou eival SladopeTik aAnMd TNV KATAOKELAOTPLA, VvV
TIPOOKOWLoEL SAWON TNG KATOOKEUAOTPLAG ETALPELNG TTOU va avODEPETOL OTOV CUYKEKPLUEVO SLAYWVIOUO Kol
va SnAwvel OTL o€ eplmtwon Katakupwong cVUPaong otnv MPoodEpouca ETALPELA, N KATOOKEUAOTPLA Ba
Seopeutel va tnv mpopnBevoel pe TN

OUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cuUPBacnc.

8.H kabe mpoodépouca etalpeia, oe mepimtwon mou elval SladopeTiky amd TNV KATACKEUAOTPLA, VAl
TipooKopioel SAwWON TNG KOTAOKEUAOTPLAG €TaAlpeiag ou va SnAwveL OTL N poodEpouca Ba evnuepwveTal
vy 0Aeg tig mibavég avokAAOELS/AMOCUPOEL TIPOIOVTWY, OXETIKEC HE TO £(6n TOU €xeL MPoodEpel oTg
Slaywviouo.




9. H kdBe mpoodépouoa ctalpeia, va Slabétel Gptia eKMOLOEUUEVO/TOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TTLOTOTIOLNON £WG 2 TIPONYOUMEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELpOUpPYELD
KoL e€0UCLOSOTNEVO TURMA service yla Bavd anapaitnto cuvodo eSomALoud yla TNV Katnyopia H.

10.ARAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta tpoiovta eival yviola Kol apetaxeiplota.

11.Ma TNV TEXVLKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOVOUlKol ¢opeic amatteitat: a. va dnAwoouv Otl
SLaB£TOUV HOVIUA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ ekmalSeuEVOU-eEELSIKEUEVOU Kal VAl
Katabéoouv mioTOMOLNTIKG ekmaideuong kal £fouclodotnon autol amd TOV KATOOKEUAOTLKO oiko PB. v
kotatebel katdloyo¢ Twv KuplOTEpwV Tmapadocswv Ue avadopd otnv afla ¢ oclupBacng Twy
PO PEPOUEVWV TIPOLOVTWY KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepodueva UALKA Ba Tipémel va eivat kowvormotnuéva otov EOD kal va Stab£touv Tov avtiotol o
KWOLKO.

13. EmtL mowvA g amokAELopoU Ba Ttpérmel va katateboUv yla KAOe tpoodepOUEVO 160G TO TILOTOTOLNTLKA:
1SO13485, AnAwon
Jupuopodwong, Motonmowntikd CE, Motonowntikd Ixedlaouou CE.

14. MNa k& el60¢ KoL yLa OAEG TLG YEVIKEC KOl ELOLKEG TEXVLKEG TtpodLaypad£g mou {ntouvtal Oa mpémnel va
oUUTANPWOEL avaAuTikd GUANO CUUUOPPWONG LLE TIAPATIOUTTH) O KWOLKO Kal o€ oeAiba kataAdyou HA/Kkal
TeXVIKWV duAadiwv Tng

Katookeudotplag etatpeiog. ONot ot kwdikol kat oL Texvikég mpodlaypadéc mou {ntouvral Ba Tpémel va
€MLoNpalvovtal

OTOUG avTioToLXOUC KataAoyoug r/kat ta texvikd ¢uAdddia, ou Ba emiouvartovtal. NpoodopEg mou
umoBalovtal xwpig

va nepl\apfavovtal To o MAVW OTOLXELO va amoppimtovtal.

15. 3¢ kAOs a/a oTOV OTOi0 TIPOTEiVETAL AVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLO va AELTOUPYAOEL, O
MELOBOTNG odelhel va TapaywpnOeL ToV amapaitnto cuvodo e€omALoUO SwpPedv TPOG Xpron yla 6co Slaotnua
Slapkéoel n mpounBela.




