EAAHNIKH AHMOKPATIA App. Mpot :17015
YTEIONOMIKH NEPI®EPEIA

INEIPAIQY & AIT'AIOY Mewpmag: 25-11-2024

I'ENIKO NOXOKOMEIO IIEIPAIA «TZANEIO»

TMHMA ITPOMHGOEIQN

I'PA®EIO IPOMHOEIQN

HAHPO®OPIEX: ITAAAA EYAITEAIA

THA: 210 — 4592159

e-mail:mprom3@tzaneio.gov.gr

MMPOXOXH!!!! TO E-MAIL EXEI AAAAEEI

mprom3@tzaneio.gov.gr

EINAI:

Anpéoia avoikT] d1dIKaGia,
GLALOYNS TPOGPOPAYV VAIKOV
XEIPOYPI'EIO

ANTIKEIMENO TOY ATATQNIXMOY - XYNOIITIKA XTOIXEIA

EIAOX ATAAIKAZXZIAX AvolkTi

KPITHPIO KATAKYPQXHX H yopniotepn Typn

XPONOX AIENEPT'EIAX 28-11-2024

QPA: 12:00 p.p.,

HEPII'PA®H EIAQN Onog avarvtikd avagépetor oto Hoapaptipota A — A




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 AAMNAeyydng kot dAleg dotacegy (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 damavav tov Kpdrtovg 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 CUVOAAXLYEC.

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 T 1n omoio Oa givor ion 1M pikpotepn Tov
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumopikn 1 Prounyovik N PloteEyvikn SpoaoctnpldTTO. GLVOEY UE TO
avtikeipevo g mpoundbewog: o) Ola o Quokd 1 VOUkd TpOcOTO, MUEdATd M
aAlhodand. B) Evooceic mpounbevtddv mov vmofdAiovv  kowvr TPoceopd. Y)

2VVETALPIGUOL.

[leprypagn tov Intoduevov Katnyoplidv €wWov yivetor oto mapdptnpe A g
napovoag Kol 6to mapdptnua A ( Texvikéc mpooraypagés).
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 TPWTOKOILOV TS AVAPTHOHS).


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
(ovumeptlapfavoréveoy OA®V TOV TAPOPTNUATOV TNG), G MAEKTPOVIKY HOPQY|, OTNV

10t06€Aida Tov Nocokopeiov 6to dladiktvo (nhektpovikn dieHbvvon: www.tzaneio.gov.qgr )

o711 Oldpoun Tpoundetec- pkpompopunHetes.


http://www.tzaneio.gov.gr/

ITAPAPTHMA A’

ZYNOAIKH
AJE AAA EIAOZ TEMAXIA AATIANH XQPIZ TMHMA IHAHPO®OPIEX
OnNA
YNEY®YNH
2932 YX00302704(kw8.vocok)-AKIAES MAKPIEZ T1A TMHMATOZS Ka
128-08-2024 W3I1X46906K-20% MONOMOAIKH AIAGEPMIAZ 5E MOP®HS sMATOYAAS. 300 TEM 510,00 € XEIPOYPTEIO MAPIAPQNH
ANAPAITHTH H NPOZKOMIZH AEITMATOS. THA.EMIKOINQNIAZ
210-4592908
YNEYOYNH
2110 YYYWY46906K- YO®0101301(kw8.voook)-NQMA AYAOY MHPIAIOY TMHMATOZ Ka
100 TEM 1. XEIPOYPIEI MAPFAPQNH
/04-06-2024 EWN AMO NOAYAIOYAENIO 00 800,00 € 0 ° THA.EMIKOINQNIAZ
210-4592908
YNEY®YNH
2931 6X2M46906K YZO1401701(Kw6.v000K)-2YPPAI'ITKA AEPMATOZ ME TMHMATOZ Ka
i KANONIKO MEFE@OZ ATKTHPQN (ME 35 ATKTHPEZ). 500 TEM 1.475,00 € XEIPOYPTEIO MAPIAPQNH
/28-08-2024 M7A THA.EMIKOINQNIAZ
NMPOAIATPA®DEZ NAPAPTHMA A :
210-4592908
YNEY®YNH
TMHMATOZ Ka
3676/18-11- 6HBX46906K- Yro0104001(kw&.voook)-KPIKODOPOI STYAEOI
2024 BBP ANOETEIPOMENOI TAN 10mL. 50.000 TEM 1.000,00 € | MIKPOBIOAOIIKO POYZZAKH

THA.ENMIKOINQNIAZ
210-4592372




* OI IPOX®OPEX AEN OA ITPEIIEI NA ZEIIEPNOYN 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 kmotkog [apatnpnmpiov Tiuwv, GMDN ko
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)

~

epyacipov  muepmdv omd TN AqYn g  mopoyyeAlag , €Kktog ov  opileton
dwpopetikd Kat'eEaipeon, P) n moapddoon tov WGV OBa yivetor pe @povtioo
kot damdveg tov [IpounBevtn, otic Amobnkeg g Ymnpesiog pogc.

[Mimpoun: H minpopn Oa yivetoar ce gupd, petd amd mponyovuevn Bedpnon tov
YPNUATIKOV EVTOALATOV TANPOUNS.

Ot vroyMe1ot VITOBAAAOVY ETL TOLVY] ATOPPLIYTG TNV TPOGPOPE TOVS  NAEKTPOVIKE

Yg wepimton pn vrofoinc 1 un TpoeNKovGac VTofoiNc TOV AVUOEPOUEVOV TTLO

AV, 1] TPOGPOPU ATOPPITTETOL OC OTAPAOEKTY.

8.

«ZUPQwva Pe TV UTr apl1B. 52445 E= 2023/4.4.2023 KYA (B’ 2385) ol

OIKOVOUIKOI (OPEIC UTTOXPEOUVTOI VO ekOIOOUV NAEKTPOVIKA TIMOAOVIO VIO

Satmrdvec o€ ekTéAeon ouuBdoswyv (N.4412/2016)




INAPAPTHMAT ’
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ITPOAIATPA®EX
ENTOAH : 2931/28-08-2024

TEXVIKEQ

OLTTOLLITA GELG
T.No KaTaTeQel yio, OAQ T €10N MPWTOTUTTO PUAAADLO 0dONYLWV TOU KOTAOKEUAGTN
olkou ota EAAnvika.
2.No katateBel KAWVLIKL BLpAloypodLlor Kol va TiEpLAaLpavovTol TOUAOXLOTOV
OVO0 dNMOGLEVUUEVEG KALVLKEG LEAETEG yLa TO KAOE mpogdepOpEVO €1060C N
KALVLKEG LEAETEC LE TIPOLOVTA TOU LOLOU KATAOKEUAOTLKOU OLKOU LE avTioToL
TEXVLKOLI)fOtg(_IKII‘] Lotika gupdwva kat pe MDR article 61 Clinical Evaluation
annex IIl, Clinical Evaluation and Post Market Clinical Follow up annex XIV kot ta
TIVEU LOTLKOL SLKOLLWULOTAL TWV oUYYpadEwWV.
3.H Hugpopnvia AREEWG TV EPYAAEIWV VA EIVAL AVW TWV 2 ETWV.

4.H emutpornn texvikng afloAdoynong £xet Sikailwpa va Intriost delypata méEpav
aro ta {ntovpeva tTnG dtaknpuéng av auvtod BewpnBel okomipo. Adyog
anoppdng Oa amoteAel TO ATOTEAECHUO LETA ATIO XPr)ON OE XELPOUPYELO N OF
ipocopolwon

XElpoupyeiou.

5."0Omov (NTELTOL EPYOAELO KOL OVTOAAOQKTLKEG KEPOAEG ELVOL ATAPALTNTN N
npoodopa o€ OAOUG TOUG AUEOVTEG TIOU , , , ,
nepthapavovtal (epyaleiov Kat ovToOAAOKTIKWY KEPOAwV), €M mowvn anoppudnc.

6. H mpounBeltpla etalpeia, o mepimtwon mou eival StadopeTiky amod TNV
KATOLOKELAOTPLA, va KataBéoel umevBuvn SNAwon Tou va avadEpeL OTL ival
e€ouoloboTnNUEVN ATIO TOV KOTOOKEUOOTLKO OLKO YL TNV TEXVIKA UTTOOTAPLEN
TwWV Tpolovtwy Kol v  TApnon twv Swadkkaowyv o mbavi
avakAnon/amnocupon mpoilovroc.

7.H kaBe mpoodépovoa stalpeia, oe mepimtwon mou eival dtagpopetiky amnod
TNV KOTOOKEVAOTPLA, VO TIPOOKOULoEL SAAWON TNG KATAOKEVAOTPLAG ETALPELAG




TIOU va avadEPETAL OTOV CUYKEKPLUEVO Slaywviopd kal va dnAwvel OTL o€
MepmTtwon  Kataklpwong oupPfaong otnv Tnpoodépouca  €Talpeia, N

Kataokevaotpla Ba SeopeuTel va TNV MpounOsVosL U TN
OUYKEKPLUEVN TIOCOTNTA TWV KATAKUPWOEVTIWY €WV The ouufaonc.

8.H kabe nmpoodépouca stalpeia, oe mepimtwon mou eivat dtadpopetiki and
TNV KOTOOKEUAOTPLA, VO TIPOOKOMIoEL SAHAWGCN TNG KOTAOKEUAOTPLAG ETALPELOG
mou va. dnAwvel OtL N mpoodEpovoa Ba eVvNUEPWVETAL yla OAEC TIC TILOOVEQ
OVAKANOELG/AmOCUPOELG TIPOIOVIWY, OXETIKEG LE TA £L6N TIOU £XEL TIPOODEPEL
oTo SLAYWVLOUO.

9. H KaOe npoodépouvoa eTalpela, va SlaBétel aptia
EKTIOLOEUPEVO/TILOTOTIOLNUEVO TIPOCWTTILKO QO TNV KOTOOKEUAOTPLO ETOLPEia
(miotomoinon €wg 2 mponyoupeva €Tn) yla TNV TEXVIK UTTOOTAPLEN OTO
Xelpoupyeio kal eéovolodotnuévo TUAMA service yla TBavo amapaitnto
ouvod0 g€omALlopod yla TNV Katnyopia H.

T0.ARAWON TOU KOTOOKEUOOTIKOU OLKOU OTL Ta IIPOLOVTA ELVAL YVAOLO KOl
QUETAXELPLOTAL.

11.Na TNV TEXVIKA KOL ETOYYEAMATIKA LKOVOTNTA OL OLKOVOMLKOlL ¢opelq
artatteitat: o. va SnAwoouv OTL SLABETOUV HOVLILA OPYOVWHEVO TUAUO TEXVIKAG
umooTtnPLENG, KATAANAQ EKTTALOEUPEVOU-EEELOLKEUMEVOU KOl VO KOTABEGOUV
TILOTOTIOLNTLKO eKkTaidevong kat e€ouolodOTNonN AUTOU ATd TOV KOTOOKEUQOTLKO
oiko B. va katateBel KatAAoyog Twv KUpLOTEPWV mapadocewv e avadopd

otnv aéla tng cuuBaong, Twv MPOCPEPOUEVWYV TTPOTOVTIWYV KoL TOUG XPOVOUG
napadoonc.

12. Tantpoopepopeva UALKA Ba TIPETEL val ElvValL Kowvortotnpeva otov EOQ Kat
val SLABETOUV TOV AVTLOTOLXO KWOLKO.

15. ETL molvn G armoKAELOLOU Ba TIPETIEL VAL KATATEDOUV yLOL KADE MPOCPEPOUEVO
eidoc ta motonowntikad: 1S013485, AnAwon




2UHHOPpPWONG, TTIOTOMOINTIKO CE, TTIOTOTIOLNTIKO 2XEDLOCHOU CE.

14. Mo KABe (606 KAl yLa OAEG TLG YEVIKEC KAl ELOLKEC TEXVIKEC TtpodLlaypadEg
mtou {ntouvtal Ba mpémnetl va CUUMANPWOEL avaAuTiko pUAAO CUUUOPPWONG UE

MAPATIOUTHH O€ KWEIKO Kot o€ oeAiba kataAdyou A/ kat Texvikwy duAadiwy tng
KATaoKeELOOTPLaG eTalpeiag. OAoL ot KwdLKOL KaL oL TEXVIKEG TtpodLaypadEG oy
{ntouvtal Ba MPEMEL va EMLoNMAivOvVTOL ) )

0Toug qvtiotol oug KataAdyouq n/kat ta Texvikd uliddia, mou Ba
ermouvartovtal. Mpoodopeg mou umofallovial xwpig

va eEPAaBOVOVTAL TO TILO TTAVW OTOLYELO VoL artOPPUTTOVTOL.

15. Je kaBe a/a oTOV OMolo MpoTEiVETAL AVOAWGCLUO TTIoU XprleL
€EOTALOUO/YEVVTPLA VLA VO AELTOUPYNOEL, O LELOSOTNG odelleL va
TIapAXWPNOEL Tov amapaitnto cuvodo e€omAlopnd dwpedv mpog xprnon yla 600
Stdotnua SlapkeoeL n mpounBeLa.




