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TO I'ENIKO NOXOKOMEIO IEIPAIA «TZANEIO»

"Eyovtag vwoyn:

1. T dataéelg, OTmS 1oyvovVv:

1.1. Tov N. 4412/2016 « Anuodoiec Xvupaceic Epymv, ITpounbeidv kot Yanpeoidv »

( ®EK 147/ 08-08-2016)

1.2. Tov N. 3580/2007 «IIpoundeieg @opéwv emomtevdpevov and 1o Yrovpyeio Yyeiog kot
Kowmvikig AAAnAeyyomc kot ddleg dwata&eoy (O.E.K. A" 134 / 18-6-2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopegiov kot Aoty povadwv vysiog tov e X.Y. kot

dAAeg datdEegy (O.E.K. A" 256 /2-11-2001), 0nwg Tpomomompuévog 1GYVEL.

1.4. Tov N. 2362/1995 «Ilepi Annociov Aoyiotikon, eA&yyov TV damavav tov Kpdtovg kot

e duwutdecy (O.E.K. A 247 /27-11-1995), 6nwg 1oyvet.

1.5. Tov N. 4152 /2013 ( ®.EK. 107 A’/ 9-5-2013 ), [oapdypapog Z : Tlpocapuoynq g

EMnvicng NopoBeoiag oty odonyia 2011 / 7 g 16-2-2011 yio v kotomoAéunon twv

KaBVOTEPNOEDV TANPOUDY OTIG EUTOPIKES GUVOAAAYES.

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

INPOXKAAEI

1. KdéBe evduopepopevo, vo KatabEcsel Tpoopopd yio Tpounbeiol VAIK®V pe KpIrplo

KOTOKOP®ONG TN YounAOTEPN TIUI] 1) omoia Oa gival ion 1 LIKPOTEPT TOV TELEVTAIOV

TOPATNPNTNPIOL TIRAV, OTOS AVTO VUPTATUL GTNV 16TocEAdN TG Emtpomnrg

[IpounBeidv Yyelag.

2. Awoiopo Zoppetoyns ot ddKosio EYouV ol avapePOLEVOL KATOTEP®, EPOGOV OTKOVV

eUTOPIKT M Propunyavikn 1 PloteViKy dPAGTNPLOTNTO GUVAPT] LE TO AVTIKEILEVO TNG

npounfetag: o) Oha ta PLGKA 1| vopukd Tpdsmma, nuedond 1| aArodond. B) Evooceig

TPOUNOEVLTAOV TOL VTTOPAAAOVY KOV TPOGPOPAL. Y) ZVUVETAPIGLOL.

3. Tleprypoon tov {NTovUEVOV KATNYOPIDV E0MV YIVETOL GTO TEPAPTNNG A TNG TOPOVGOS

kot 610 wapaptTnpa A ( Teyvikéc mpodraypa@ic ).
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4. Ot mposPopEg UTOPOLV Vo KOTATIOEVTOL LEYPTL KO TNV UEPOUNVIO KoL DPOL TNG

dwdkaciog eto mail Tng Yanpeoiag i.mosxopoulou@tzaneio.gov.qr .

2& TEPIMTOGY TOV 0 OYKOS TOV JIKALOLOYNTIKAY EIVAL UEYALOS , TOPOKALEIGTE OIS

katate@ovy oe pakxeio oto I papeio Ilpwtoxéiiov Tov Nocokoueciov

(ue emouaven tov aplOuov TPWTOKOILOV TS AVAPTHOHS).

Koatd ta Aowd, n dwdwosio Bo dievepynOel kot n mpoundea Bo vAomomBel cvpewva pe Ta

napokdto ITAPAPTHMATA mov €mcuvAantoviol 6Ty mopovco Kot AroTeA0VV avondcmocTo

HUEPOG QTNG,.
1. NEPITPA®H ZHTOYMENQN KATHI'OPIQN IMAPAPTHMA A’
EIAQN
2. OPOI ZYMMETOXHZX IMMAPAPTHMA B’
3. YIOAEIT'MA ITINAKA IMMAPAPTHMA T’
4. MIPOAIATPA®EX MMAPAPTHMA A’

Or evdpepopevol Bo €yovv dvvatdtnto erevbepng mpocPaocng oTo TANPEC KEIUEVO OVTNG

(cvumeplopuPavopéveoy OAMV TOV TOPAPTNUATOV TNG), € NAEKTPOVIKT LOPPN, OTNV 1GTOGEAON

10V Nocokopgiov 610 dtadiktvo (MAekTpovikn dievbvvon: www.tzaneio.gov.qr ).
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ITAPAPTHMA A’

( Amotelrel avamdomacTo TUNNE TGS OLOKNPVENG )

TMHMA [IOY
EIAOX MIPOOPIZETAI
A.E.*AAA Mpobroroyiopds TEMAXIA TO EIAOX MMAHPO®OPIEX
11101989 AIS@HTHPAX
1107/24-1- ANAIMAKTOY ITPOZAIOPIEMOY Ka ANEWIOY
2025*WXE346906K-B5A 7840,00€ AIMOX®AIPINHE 8.000 AIMOAOZXIA THA 2104592751

ZHMEIQZH : Tleprypagi Teyvikav [Ipodiaypapav 0nmg avarvtikd avagépovror oto Hapaptnpo A”

EIZHI'HTHX

[MPOIZTAMENH ITPOMH®EIQN

AIOIKHTHX I'ENIKOY NOXOKOMEIOY IIEIPAIA-
TZANEIO




ITAPAPTHMA B’

(Amotelel avamOoTacTO TUNHA TNG 10K PLENC)

OPOI XYMMETOXHX

1. H mpocpopd Ba mpémel va £xel T LOPET| TOV THVAKO TOV EMGVVATTETOL GTO
[Mapdptnuo I

2. YmebOvvn dniwon tov a. 8 tov N. 1599/1986 611 «dev vdpyel apeTdrAnt
KOTOOIKOOTIKY| amd@ao €1g fapog Tov otkovopikov @opéa (0md 10 VOULLLO
EKTPOGMOTO TOV POPEN) 1] KO TOV PVGIKOV TPOS®TOVL (10 0omoio ivar LEAOG TOL
dtotknTikov, d1evBuvtikol 1 ETOTTIKOD TOV OPYAVOL 1 £XEL E£0VGIN EKTPOCOTNONG,
MYNG amo@dcemy 1 EAEYYOV o€ aVTO) Yo Evav and Tovg KATwOl Adyovg:

® CULUUETOYY| OE EYKANNOTIKI opydvmon:
e Jdmpodokia
e oamatm

®  TPOUOKPUTIKG EYKANROATO 1] EYKANOTO CUVOEOUEVO NE TPOUOKPOTIKES
OpaoTNPLOTNTES

®  VOMLHOTOiN G| €600V U0 TAPAVOUES OPUCTNPLOTNTES 1| YPNUATOOOTN O TS
TpopoKpatiog

*  TOOIKI] gpyacio Kol GAAES popPég epmopiog avlpOTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katopailel TIC E16QOPES KOVOVIKNG AGPAAIGNG

3. Ymoypewtwkd va dnidvovtor Koowkos [Tapatnpnmpiov Tindv, GMDN kot kwdukdg
EOO® .

4. H owovouikn tpocpopd Oa kotatiBeton amokieiotikd o EURO.

5. TNooca: EAAnvikn

6. X mepintoon kataxOpwong: o) M mopadoon Oa yiveton evidc tprdv (3)
ePYacit@V NUEPOV omd T ANyM TS mopayyedMoas, ektog av opileton
dwpopetikd kat’egaipeon , ) N mapddoon tov eWwmdv Ba yivetar pe epoviida

kot damdveg tov IIpounBevtn, otic Amobnkeg g Ymmpeoiog Hoc.
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7. II\npopn: H minpopn Ba yivetal oe upd, petd and mponyoduevn Bedpnon tov
YPNUOTIKOV EVIOAPATOV TANPOUNG oo Tov aprddio Enitporo tov EAeyktikod

Xvveodpiov.

Orvmoynerot vroaArovy emi TOWN ATOPPIYNG TNV TPOSPOPE TOLG NAEKTPOVIKG
g mepinToon un veofoinc 11 un TPocNKovVGac VIOBoOANS TOV AVAPEPOUEVMOV TTLO
TAV®, 1) TPOGPOPJ ATOPPILTTETOL OC OTAPAOEKTY.
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IHAPAPTHMAT ’
YIIOAEII'MA ITIINAKA

APIGMOX IIEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHX EIAOYX MNPOX®OPAY | HIAPATHPHTHPIOY | TAPATHPHTHPIOY | EMIIOPIOY
ANA
TEMAXIO
XQPIX ®ITA
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ITAPAPTHMA A’
ITPOAIATPA®EX

ENTOAH: 1107/24-1-2025

AIZOHTHPAZ ANAIMAKTHZ MEGOAOQY MPOZAIOPIZMOY AIMOZ®AIPINHZ

o

10.

11.

12.

13.

14.

Na PeTpd TNV AIJOC@AIPiVN TOU AiaTog XWPIG TPUTINHUA TOU SAKTUAOU TTPOKEINEVOU
va PNV uttdpxel kaBohou TTévog, va egaleipetal TTAApWS o Kivouvog poAuvong,
KaBwg kai n diacTropd PIOAOYIKOU UAIKOU.

Na diaBétel pnxavioud TTPocapuoyrg Tou OAKTUAOU, TTPOKEINEVOU VO €QAPPOLEI
dpioTa o€ KABe €idoug dBAKTUAO aveEdpTnTa atmd TO TTAXOG auToU.

H pétpnon tng aigoo@aipivng va TTPAYUATOTIOIEITAl OTRV TEAEUTAIO QAAayya Tou
OaKTUAOU (TTpOG¢ TNV TTaAdun), dedopévou n aigdrwon eivar peyaAlTepn Kai n
METPNON eTITEAETAI E UWPNAGTEPN aKpiBeia.

Na pnv uTTapyouv TIEPIOPIOUOI OTNV AEIToupyia Kal TNV agloToTia Tou, TToU Vo
a@opouv TO MWAKOG TOou vuyliou, av eival Baupéva f Oxi, v Aimmapdtnta Tng
ETTIPAVEIAG Kal TNG uypaaiag Tou dakTUAoU.

To eUpog PETpNong TNG algooaipivng va givai 6-18g/dl pe amékAion +/- g/dl

H pétpnon va emTuyXaveTal ue aiobntripa pong aiyaTtog, o€ PUAKN KUPATog
600-940mm ka1 va Bacifetal otnv uéBodo occlusion spectroscopy

Na divel afiomoTeg YeTpriocig Bepuokpaaiag 0-40° C éwg +70° C kai uypaciag 5-95%
O avaAutig va diaBéTel pvAun Twy 300 TeAeuTaiwy ATTOTEAEOUATWV.

To ouoTnua va pnv £xel BioAoyikd amoBAnTa.

Na unv eivar avaykaia yia Tnv Aemoupyia Tou n xpAon METPNONG ava@opdg
(calibration).

Na ouvepydletal dApioTa  Pe  avoAuTh  avaigoktng uebBoédou TTpoadiopicuoU
alJoc@aIpivng, O OTI0I0G EKTOC ATTO TNV AINOC@AIPIVN AiNATOG VA PETPA KAl TOUG
KapdIakoUg TTaApoUg Tou aipodoTn (ZYNOAOZ EZOlNAIZMOZ)

To ouoTnua va atmeuBuveTal O€ OPYAVWHEVA TUAKATA AINOBOGIOG VOOOKOUEIWY Kal
OxI yia OIKIakr xprion (non home use) atmdé aobeveic.

Na diabétel moTotroinon IEC/EN 6061-1-2, Class B kai gival CUMHOP@OUNEVOG HE TIG
odnyieg CSA601.1, UL2601-1, IEC/EN 60601-4, MDD 93/42/EEC ka1 2007/47/EC

H aglomoTia ToU ammodeikvUueTal pe PEAETEG o€ EAANVIKG TpnApata, aAAd Kal Tou
eEwrepikoU.
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