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ApOp. Npwrt. 17374
YFEIONOMIKH NEPIDEPEIA

NEIPAIQZ & AITAIOY Newpandg: 27 —-10 - 26
FENIKO NOZOKOMEIO NEIPAIA «TZANEIO»

TMHMA NMPOMHOEIQN

FPADEIO MPOMHOEIQN

NAHPO®OPIEZ: NANAAONOYAOZ NIKOAAOZ

THA: 210 - 4592157

Email: mprom2@tzaneio.gov.gr

[pooxkinon —Exdnimon evora@Epovtog cvALOYIG TPOCPOPDV
e TPOXHAATO MONITOP ZQTIKQN TAPAMETPQN ME KAIINOI'PA®IA

ANTIKEIMENO TOY AIATQNIXMOY - XYNOIITIKA XTOIXEIA

EIAOXZ ATAAIKAZXIAX Avorkt

KPITHPIO KATAKYPQXHX H yopnrotepn Ty

XPONOX AIENEPT'EIAX 04-11-26 TETAPTH

QPA: 12:00 p.p.

IEPIT'PA®H EIAQN Onog avarvtika avagépetor oto. [lapaptipota A —A

TO I'ENIKO NOXOKOMEIO ITEIPAIA «TZANEIO»

"Eyxovtag voyn:

1. Tig datdéets, Onmg wyvovv:
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1.1. Tov N. 4412/2016 « Anpooieg Xoppaceic Epyov, Ilpoundeidv ko Ynpeoiov »
( ®EK 147/ 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeiec @opéwv emomtevdpeveov and 10 Ymovpyeio
Yyelag kar Kowvovikig AAANAeyydng kou dAleg dwataéeigy (@.EK. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeiec Nocokopeimv kot Aom®V Hovad®mv VYElNg TV
[Te.2.Y. ko dAleg dwtaegy (P.E.K. A" 256 / 2-11-2001), 6mwg TpomOmOmpUéVOS

oyvEL.

1.4. Tov N. 2362/1995 «llepi Anpociov AoyioTiKoV, EAEYXOV T®V SOTAVAOV TOL
Kpdrovg kot dAreg dataéeigy (O.E.K. A" 247 /27-11-1995), 6mwg 1oy0eL.

1.5. Tov N. 4152 /2013 ( ®.E.K. 107 A’/ 9-5-2013 ), Iapaypaeoc Z : IIpocappoyn
m¢ EAMnvikng NopobBeoiog oty oomyia 2011 / 7 g 16-2-2011 ywo Vv

KOTATOAEUNON TOV KABVGTEPGE®MV TANPOUDV CTIG EUTOPIKES GUVAALAYES.

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

IIPOXKAAEI

1. Kd&be evolapepduevo, vo kotabécel mpoopopd yioo Tpoundeln vVAMKOV Ue
KpLTNplo KOTOKOPMONG TN YOUNAOTEPN Twun 1) omoia Oa civon ion 1
RIKPOTEPT] TOV TEAELTAIOV TAPATNPNTNPIOV TIHOV, OTOG AVTO OVOPTATL

otV wotocerida ¢ Emtpomnng [lpoundeidv Yyeioc.

2. Awoiopo ZoppeToyne oTn Jdkoacion £ouv ol ovaEEPOUEVOL KOTOTEP®,
€QOGOV 00KOVV EUTOPIKN 1 Propmyovikn 1 Ploteyvikn 0pactnpldTnTo GLVIEY|
ue to avtikeipevo g mpounbetog: o) Oha o UOIKA M VOUIKA TPOCHOTOL,
nuedand M oaArodoand. B) Evooeig mpopnbevtdv mov vrofdriovv Ko

TPOGPOPA. Y) LVUVETALPIGHOL.

3. Teprypoen T@v {NTOOUEVOV KATNYOPLOV EWOOV YIVETAL GTO TOPAPTNHE A NG

napovoos kot 6to wapdptnpa A ( Teyvikég mpodraypapic ).
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4. Ot Tpocpopég Umopovy va Koatatifevior péypt Kot Ty nuepounvio Kot dpao.
m¢g owdikaciag oto mail tg Ymmpeoiog mprom2@tzaneio.gov.gr Xe
TEPIMTOGY TOV 0 OYKOG TOV OIKALOLOYNTIKAV EIVOL UEYALOS , TOPOKALEIOTE
onwg katatedovy oe pakxeio oto Ipagsio Ilpwtoxoiiov tov Nocokouegiov

(ue emonuaven Tov aplOuov TPWTOKOILOV THS AVAPTHOHS).

Kotd to Aowwd, n dadikacio Ba dievepyndel ko n wpoundeia 0o viomombel cOpP®va
pe to mapokatw IMAPAPTHMATA mov emouvdmtoviol oIy mopovco Kot

AOTELOVV OVATOCTOGTO PEPOG OLTNG.

MPOIZT. O AIOIKHTHZ
NMPOMHGOEIQN TOY I.N.M. TZANEIO

B. KOZKINA ANAZTAZIOZ MYTOTAOY




AAAM: 26PROC020076347

1. HNEPITPA®H ZHTOYMENQN KATHI'OPIQN IHAPAPTHMA A’
EIAQN

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

Ot evduapepopevor Ba Exovv dvvatdtnTa ehevBepng mpdoPaonc oto TANpeg Kelpevo
avTg (cvumepAapPavoéveoy AWMV TOV TOPOPTNUATOV TNG), GE NAEKTPOVIKT LOPON,
otV 1otocerida tov Nocokopeiov ot1o dwdiktvo (NAekTpoviky] devBvvon:
WWW.tzaneio.gov.gr
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ITAPAPTHMA A
ABA EIAOZ
E.A MNpoinoAoyLlopndg NAHPO®OPIEZ
2567/16-10-2026 5.000€ TPOXHAATO MONITOP ZQTIKQN BIOIATPIKH YMHPEZIA

91rn46906K-00I

MNAPAMETPQN ME KAMNOTPADIA

NIKH®OPOZ rEQPr10X 210-4592476

XTO ITAPAPTHMA A" ANAAYTIKH IIEPIT'PA®H EIAQN KAI IIPOAIAT'PA®EX

MPOIZT.
NMPOMHOEIQN

O AIOIKHTHZ

TOY I.N.M. TZANEIO

B. KOZKINA

ANAZTAZIO0Z MYTOTAQOY
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MMAPAPTHMA B’
(Amotelel avamdomACTO TUNLLA TG SLOKNPLENC)
OPOI ZYMMETOXHZX

1. H mpoceopd Ba mpémet va £xelL T LOPPT] TOV TIVOKE TOV EMGVVATTETAL GTO
[Hapéptnpa I

2. Ymevbovn dAwon tov a. 8 tov N. 1599/1986 411 «dev vapyel APETAKANTY KOTASIKAGTIKY ATOPacT €15 fAPOS TOV OIKOVOULKOV
@opéa (amd TO VOLEO EKTPOGMOTO TOV POPEN) 1] KO TOV PUGIKOD TPOSMITOL (TO 0TO10 €ival LEAOG TOV O1OIKNTIKOV, O1EVOLVTIKOV 1|
EMOTTIKOD TOV 0PYAVOL 1 £YEL EE0VGIN EKTPOCHTNGONG, ANYNG ATOPAGEMV 1 EAEYYOVL G aVTO) Yo Evay amd TOVG KATOL Adyovg:

® GCULUUETOYN O€ EYKANOTIKNY 0pydvmon:

e dmpodokia

e qmatn

®  TPONOKPUTIKG EYKAMRATO 1] EYKANOTO GOVOEOUEVA PNE TPONROKPUTIKES OPUOTNPLOTNTES

®  VOULNOTIOIN G E600MV 0O TAPAVOUES OPACTPLOTNTES 1] YPNNOTOOOTI|ON TNGS TPOUOKPOTIOG

o  TOOIKN gpyacio Ko GAheg popég epmopiog avlpOTOV.
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o Eivar goporoykd evijpnepog

o 'Eyxel katopfdrier TIC E16QOPES KOIVOVIKNG 0OPAAIONG ‘

Ynoypemtikd vo dndovovtar kwdwkog [apatnpnnpiov Tuwdv, GMDN kot kodikog EKATITY
H owovopkn tpocpopd Ba katatiBeton amokieictikd o EURO.

Ov vrofairopeveg TPOGPOPES LOYVOVY KOL OEGUEVOVY TOVS OLKOVOUIKOUS POPEiS Yo drdotnpa gvevijvta (90) nuepdv and
™V  endpevn TG KOTUANKTIKNG nuepounviog vrofoins. Ilpocpopa n omoia opiler ypovo 1600 WIKPOTEPO GO TOV
avOTEP® TPOPLETMONEVO ATOPPITTETOL OG U1] KAVOVIKN.
IMNdooa: EAAvikn
3. g mepimtwon KoatakOpwong: o) M mwopdooon Oa yiveror evtog tpdv (3) epyaciov MUEPOV amd TN ANYN TNG TOPAYYEALNS ,
extdc av opiletanr Sagpopetikd kat’egaipeon, P) N mapddoorn Tov eWoV Bo yivetor pe @poviido Kot damdveg TOL

[IpounBevtn, otig Amodnkeg g Yrmnpeoiag pog.

4. IDpoun: H minpoun Ba yivetor ce gvpd, PETE amd mponyoduevn Bedpnon TovV YPNUATIKOV EVIOAUATOV TANPOUNG 0nd TOV

apurooo Eritpomo tov EAeyktikov Zvvedpiov.

9. «ZUpowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£KOIDOUV NAEKTPOVIKA TIHOAOYIO VIO SaTTdvec o€ ekTéEAeon ouuBdoswyv (N.4412/2016)
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1E TEPIMTOGN U VTofoANE 1] U TPOGNKOVGUS VTOPLOANE TOV OVUQEPOUEVAOV TLO TTAV®, 1] TPOGPOPJ UTOPPITTETUL OC

OTOPAOEKTI).
IHAPAPTHMAT ’
YIIOAEII'MA ITIINAKA
APIOMOYX | MNEPII'PA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHX EIAOYX MMPOX®OPAY | IAPATHPHTHPIOY | IIAPATHPHTHPIOY | EMIIOPIOY
ANA
TEMAXIO
XQPIX ®IIA
NPOIZT. O AIOIKHTHZ
NPOMHOEIQN TOY I.N.M. TZANEIO

B. KOZKINA

ANAZTAZIO0Z MYTOTAQOY
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NMAPAPTHMA A

TEXNIKEX MPOAIATPA®EX
TpoxAAaro monitor wriKwv TTapApPETPWY e Katvoypago

1. To Tpoo@epdpevo pnxavnua va eivar TARPES, Kavoupylo, KATAAMNAO yia VOOOKOUEIOKR XPAON, OMETAXEIPIOTO, GUYXPOVNG OTTWODATIOTE
Texvohoyiag kai va TrepIAauBavovTal 6Aa Ta EEAPTAUATA TTOU ATraITouvTal yia Tn dlevépyela TTARPOUS TTPAENG.

2. Na diobétel evowpatwpévn 086vn agr¢ (touch screen) , uwnAic avaluong, Eyxpwin, Tutou TFT LCD, diaotdocwv TouAdyioTov 12" IvTowv.

3. Na eygavidel atnv 08ovn pe v Xprion 5 ToAikoU KaAwdiou aoBevoug PEXP! Kal ETTITA (7) KUPATOUOPPEG KAPdIoypaprPaTog, e TTIAOYH UWoug
emapuarTog kal TaxuTnTa.

4. Na di06étel mpooTacia amd diabeppia kal amividwaon. Na diabétel ypriyopn avaktnon Tou Kapdioypa@riuatog Kal Tou KapdiakoUu pubuou peTa
amd amvidwaon.

5. Na eivar eukoho otnv xpAon pe avadimAwuevo Pevou kal KUAvOpIk TrovTiki, va S1aBETel TTANKTPOAGYIo adiappoxng pepppavng agrg (membrane
keypad) yia mAfpn TpooTagia amd okdveg, uypacia kal vepd. 10 TANKTPOAGyIo va utrdpxouv TARKTpA dueong eméupaong Omwe Avolyua
OUOKEUNAG, aiyaan alapy, évapn karaypagrg, uevou, Aiota miéaewy, évapén mieong K.T.A.

6. Na Aeiroupyei pe 1aon Tpogodoaiag 220 Volt, 50-60 Hz, péow peUUATOAATITN GOUKO A0QAAWG YEIWPEVOU, XWPIG ECWTEPIKO PETAOXNUATIOTH KOl PE
emmavaQopTICoueve pmrarapiec uwnAng evépyeiag dIAPKEIAS TOUAAXIOTOV ETTITA (7) wpwv. ZE TIEPITITWAOTN aPAipeang 1 TITWAONG TNG XweNTIKATNTAS
TWV UTTATOPIWY , TO HOVITOP VO AEITOUPYET KOVOVIKG Xwpi¢ TTPORBAAUATA, TPOQOdOTOUUEVO PdVO pE TAON DIKTUOU.
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7. Na mapakoAouBei T1¢ £¢AG TTAPAPETPOUG :

HAektpokapdioypagnua ECG 12 amaywywv, e pérpnon avarmvons RESP e puBuilduevo auvayepud amvolag.
Avaipaktn yérpnon g aptpiakig tieang NIBP.

Otupetpia SPO2.

Oepuokpaaia 2 XTEMP

Aiparnpn trieon 2 x IBP + PPV.

Kamvoypagia ETCO2 pe tnv péBodo side stream.

Kapdiakn mapoyr CO.

8. Na éxel v duvardtnta va petpd 1o kapdioypdenua pe TNV xpron 3 moAikou, 5 ToAikou Kai 10 ToAIkoU KaAwdiou aoBevolg, To KaAwd10 aoBevoug
va gival avBekTIKG otV Xpron, ol amoAceic va dlaBétouv €101KO KOUUTIWPO ac@aAeiag atnv alvOean e TO NAEKTPAdIO yia TV OTTOPUYA
TTOPATITWV.

9. Na diaBétel ypriyopn kai akpifh pérpnon ¢ avaiyaktng tieang (NIBP) pe v pébodo Oscillometric, mioTtomoinuévn katd ISO 81060-2:2009
uYnARg Tro16TNTAS LETPNONG.

10. Na d1a6étel Asitoupyia autOUaTNG Kal XEIpokivnTng pétpnong TG trieong. Na Petpd : GUCTOAIKN, pEON, DIAOTOAIKA TTiEon. Z& auTéuaTn AsIToupyId
va PeTpd ag kKukAoug Twv : .1, 2, 3, 5, 10, 15, 20, 30, 45, 60, 90 Aetrtwv kai 2, 4, 8, 12, 16, 20, 24 wpwv.

11. Na d1aBétel ponyuévn wn@iakn Texvoloyia, akpifig pérpnang g ofupetpiag (SPO2) o¢ kardoTtaon xaunAig aiudrwaong texvoAoyiag Masimo
Rainbow Set. Na éxel v duvarotnta va perpd péow g ofupetpiag mapapérpoug SpOC, SpCO, SpMet, SpHb, PVI.

12. H ofupetpia va diabétel Tpia (3) emrimeda euaiobnaiag Acitoupyidc pubui{oueva avaoya Je T KaTaoTaan Toug aoBevoug.

13. Na diaBétel pérpnan tou deiktn diaxuong (Pl) péow NG ogupeTpiag.
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14. Na d1a8¢tel pétpnan avamvong, HEow S1abwpakikig avtioTaong ue aAapy Gmvolag.

15. Na diaBétel mapakohouBnan Bepuokpaaiag, pe duo aiobnTipes Bepuokpaaiag kar autouaTn didlyvwaon Tou PEaou 6pou BEPUOKPATiag.
16. Na d106¢tel uTToAOYIOUO PAPUAKOU Kal AIToupyia Buatodor.

17. Na diaBétel oehida ameikdviong yia xelpoupyeio avoixtig kapdiag (Pump page).

18. Na diaBétel uvAun amobrjkeuang 10TopikoU (trend) TouAdyioTov 96 wpeg, TouldyioTov 500 peTPrOEIC avaipaktng Trieang Kabwg va diabéTel
Tapadupo epeaviang yia TouhdyiaTov 200 sec Tou kapdioypagruarog oe Full disclosure popr.

19. Na ival Kar@AAnAo yia evAAIKES ,TTaIdId Kai veoyva .

20. Na diabérel omrrikoakouoTikr didraln ouvayepuol (ALARM), dvw kail kaTw opiwy, yia 6Aa Ta @aivopeva Kai Tig Tapapérpous. O1 guvayepuoi va
€xouv duvardtnTa KAIHdkwaong Tne Karnyopiag Tou alarm kaBopiOuevn armo Tov XpARoTn, emmiong va d1aBETel Auxvia aAapy O€ EUQAVES ONUEI0 WOTE
va yiverar avriAnTrTé amd peydAn amoaTaon.

21. Na €xel Tnv duvatotnTa gUVOEDNS KE KEVTPIKO oUOTNHA TTapakoAoudnang pe duvarotnta dIKTUWGONG.

22. Na d1aBétel avahoyikr £€000 yia o0vdEON OTTOOKPUOPEVNG 0BAVNG.

23. Na epoavicel apiBuoug PVC (rpowpng KOIAIAKAS GUGTOAAG).

24. Na 6i06étel avahuon Ttou ST diaotiuarog, emmiong va d1aBEtel avaiuon kal amoBrikeuon w¢ kupatopop@ry Touhdyiotov 150 emeicodiwv
apPUBUIWY PE duVATOTNTA KATAYPAPAS KABWG Kal duvardtnTa autduaTng Kataypagnig TV wpa TTou GUURAIVEL.
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25. Na di08étel moTotmoinon IPX1, TpooTacia amd Karakdpuen TTwan uypwv.
26. Na dia6étel poxAatn faon otAPIENG e KaAdB! Tou 18iou 0iKOU KOTOOKEUAG.
27. Kd&Be pdvitop va ouvodeuetal amo:

STOAIKO kKaAwdI0 HKT, TTOAATTAWY XproEwV.

AioBnTpa TTaApIKAG ogupeTpiag dakTUAou, TTOMATTAWY XPACEWV.

KaAwdio poékTaan ofuueTpiag.

Mepixelpida evnAikwy, TTOMATTAWY XPAROEWV.

KaAwdio avaipaktng mieong.

AioBntipa Beppokpaaiag opBou/oico@dyou, TTOAATTAWY XPHOEWV.

KaAwdio TTpoéKTaan aiparnpig mieang.

Transducer aiparnpAg Tieong Wiag xpRong .

KuBéta kamvoypagiag side stream pe 6Aa Ta TapeAkopeva yia TARpn Acitoupyia.
KaAwdio Tpogodoaiag.

Emavagopti{éuevn Mmarapia.

TpoxnAarn Baan atpieng pe KaAGBI Tou 10iou 0iKou KATAOKEUNG.

Eyxeipidio xpriong otnv EMnvikh & AyyAikA yAwoaoa.

Texviké eyxelpidio atnv EMnvikr & AyyAikA yAwooa.

Oa mepihapBaveral omoiodATroTe AGAO €§apTNUa aTTaiTeiTe yia T dlevEpyeia TTAPOUS TTPAENG.

VVVVVVYVYVVVYYVYVYY

28. Na €xel Tnv duvardtnTa PéTpnang yia PeANoVTIKA avaBabuion :

e Multi-gas, CO2,02, N20, HAL, ISO, ENF, SEV, DES avaAuan TTnTIKWV agpiwv.
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e Algampwv méoewy 4 IBP
e BFA pérpnon BaBoug avaioBnaiag.

29. Na d1aB€tel eyyunan kaAic Acitoupyiag 2 eTwv eTAPKEID eGapTNUATWY, AVTAAAAKTIKWY Kal avaAwaiywy yia TouhdyiaTov déka (10) xpovia, pe
BeBaiwan amo Tov KataokeuaaTiko oiko (Me Toiviy ammokAeIouoU).

30. O mpounBeutr¢ avahaupavel Tnv ekTaideuon TPOoOWTIKOU NG YTnpeoiag diaBétoviag TPoowtTikG (KaBw¢ kal Tuxdv avaAwaiuo UAIKG
QTTapPaiTATO YIO TNV EKTTAIOEUTN), XWPIG KAWia OIKOVOUIKI £TTIBAPUVOT.

31. Na karareBouv e Troivi) amokAeiopgou miaTomoinTikd EN 1SO 14001:2015 yia 1o mepiBaAAov & Befaiwon Zuppetoxnc o€ Eykekpiuévo Z0oTnUa
EvaMakTikig Alayeipiong AHHE (oupewva pe 1o N. 2939/2001 kai to M.A 117/2004 kai 15/2006).

32. Na utapyel mioTotoInuévo service amd Tnv TTPounBelTpIa eTalpeia, kaBw¢ kal va KarateBolv pe TOIVA aTTOKAEIOUOU «TTIOTOTIOINTIKO
EKTTAIOEUONG» ATTO TOV KATOOKEUATTIKO 0iKO Y10 T TIPOTPEPOUEVA UnXavApaTa.

33. Me v kat@beon TG TPoa@opds va KarateBouv ommwaodATIOTE TO ETTIONWUO €yXeIPidIo XpARong (user manual) atnv EAAnvIKA kai AyyAiki y\wooa
KQI TO TEXVIKO YXEIPidI0 (Service manual) otnv AyyAikr yAwooa.

34. Na karareBoUv pe Toiviy amokAeiopoU maTomoinTikd EN 1ISO 9001:2015, EN ISO 13485:2016, EN 1SO 37001:2016, Tou Trpoun6euth kaBw¢ Kal
EN ISO 13485:2016 Tou kataokeuaoTikoU oikou & AY8d/1348 tou mpopunBeutdy pe Tedio maTomoinONG TNV dIaKivNan 10TPOTEXVOAOYIKWY
TTPOIOVTWV.

35. Na karateBoUv pe moivi) amokAeiooU TTARPN Tekunpiwpéva ToTotonTIKa ofjpavong CE, woTe va IKAVOTToIoUVTal Of QVTIOTOIKES OTTAITAOEIG TWV
oXeTIKwv 0dnyiwv TG E.E (0dnyia 93/42/EOK, dtwg 10xUel GUEPQ) Yia TRV UTTO TTPOABEIa 1aTPOTEXVOAOYIKO £COTTAIGHO.
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36. Amapaitntn mpouTobeon yia va afiohoynBolv o1 TTPoo@OpES, €ival n UTapén @UAoU ouppbépewong, oTo omoio Ba amavtaral ue KAade
AeTrTOPEPEIQ, (OX1 MOVOAEKTIKA), KaI e TNV O€Ipd TTOU ava@épovTal OAa Ta QUITAUOTA TwV TEXVIKWY Wag Trpodiaypagwy. Otou {nreital / Kpivetal
arrapaitTn n avadpopri o€ &voyhAwaoa QUAAGDIO TOU KATOOKEUAOTIKOU oikou TTpog amddelén {nroupévv aToixeiwy, auth Ba yivetal Y oagn

avagopd atnv aehida Kal TTapaypa@o Tou QUAAAdIou, OTTOU EUTTEPIEXOVTAI TA OTOIXEIO AUTA.

MPOIZT. O AIOIKHTHE
NMPOMHOEIQN TOY I.N.M. TZANEIO
B. KOZKINA ANAZTAZIOZ MYTOIAOY




