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OEMA: «IMapoxn BI1EUKPIVACEWYV TOU aVOIKTOU Siaywviopuou yia To £pyo

«Wnolakég Yrnpeoieg AikTuou Koivwvikig Ppovridag kai Mpdévoiag Afuou MuloTrotTduou»

€ amavinon Tou he apiBud mpwt. 12725/11-7-2013 eyypdpou 0ag , OAG EVNHEPWVOUE HE
Ta TTAPOKATW :

A. OAKEAOZ TEXNIKHZ NPOZ®OPAZ

1. 2T ypouun 3 Tou mivaka cuppopdwong C3,15, avadépetal n akoAoudn amaitnon via to AoyLouLko
TNAEUATLKAG.

«Auvatotnta eAEyyou Twv gateways twv KEvtpwv MpoAnmtikng latpLkics.

Me 8edopévo To OtTL To OTL Sev avadEpovTal 0To OVTLKELPEVO Tou £€pyou Kévtpa MpoAnTTikAG IaTPLKAC, EKTLUAUE
OTL N ev AOyw armaitnon Ba mpémnel va tpomnornoln el wg akoAolBwC:

«Auvatotnta eEAEyyou Twv gateways twv Ztaduwv Qpovtidacy.
MapakaAoUpe OMwe emBeBalwoETs;.

> H artaitnon tponomnoleitatl o€ "Auvatotnta EAEyyou twv Gateways twv Staduwv Ppovridac”



2. 2N ypapun 7 tou mivaka cuppopdwaong C3.18, avadépetal n akoAoudn anaitnon ya thv Edbapuoyn
TNAEUATIKAG lOTPIKWVY JUCKEUWV:

«SuuBatn ue ¢ latpikec Suokeveég MEtpnang Asbouévwy Yyeiac twv Staduwv MpoAnntiknc latptkngy.

Me 5£60pévo TO OTL TO OTL Sev avaPEPOVTAL OTO AVTLKEIEVO Tou £pyou Kévtpa MPoAnNTTIKAG laTPLKNG, EKTIUAE
OTL N ev AOyw amaitnon Ba npémel va tpornonolnBsi wg akoAoubwg:

«ZuuBartn ue tic latpikéc Suokevég Metpnong Acdoucvwy Yyeiac twv Staduwv Qpovtidacy.

NapakaloUpe ONMwe eNBEPBALWOETE,

> H anaitnon tponornoieitol o "ZuuBartn pe tic latpikég Suokevég Métpnong Asdouévwy Yyeiog twv
Staduwv Qpovridag"
3. Ztnv evotnta A3.12 tou Mépoug A' Tng poknpuéng, oto TURpa ou adopd tn ddon B tou épyou,

avadeépetal Ot

«0 Avaboyog ota mAaiota ¢ napovoag @aong, da npoBei otn mpounJela kot EYKATAOTAON TOU aIapAiTNTOU
e€omALouoU katL AOyLOULKOU TTIOU QVOPEPETAL TTUPUKATW, ...

Gateways cuAdoyric bebouévwy, nevrvta nevte (55) teudyia»

Ouwg otov mivaka cuppopdwong €3.2 nteital n mpounBeta 20 cuckeuwv cuAAoyr ¢/ amootolrig Sedopuévwy
vyelag (gateways).

MapakahoUpe Sleukplviote pag noca Gateways ouAAoyr ¢ SeSopévwy amaltoUvTaL amo To £pyo
> Ta anautovusva Gateways eivat 55

4 3tnv evotnta A3.12 tou Mépoug A' TnG mPokApuEng, oto TUa ou adopd tn ddon B tou £pyou, avadépetal
otL:

«0 Avabdoyog ota mAaiota tn¢ napovoag Daong, Bo npoBei otn mpoun et KoL yKATAOTHON TOU AmopaiTnTOU

e€omALouoU katl AoyLOULKOU TTOU QVOQEPETAL TTAPAKATW, ...

Y Téooepic (4) EEunvec ouokevéc uétpnong niieon tou aiparoc, 1-lead ECG. AptOud opuyuwyV, KaAVoviKOTnTo
kapdiakou puduou (reqularity), kopeouo oéuyovou (Sp02), avanveuotiko puduod (respiratory rate), kadwg kat
Uepuokpaoio owuatog. (Avo (2) yia toug Ztaduous @povtidag Yyeiag kat U0 (2) yia Ti¢ KLvntég Lovadeg Ttou
Bondewa oto Zrmiti)»

Opwg otov mivaka cuppopdwong C3.3 Inteital n mpoundeta HOVo Twv 2 €EUTIVWV CUCKEUWV HETPNONG
Sebopévwy LyELOC yLa TLG KIVNTEG LOVASEC

MapakaAoUpe SLleuKPLVIOTE pag TIOOEC EEUTIVEC CUOKEUEG JLE TOL TEXVLIKA XOPAKTNPLOTIKA Tou Ttivaka C3.3
{nToUVTOL CUVOALKQ YLOL TO £pPYO.

OL anoutouueves EEUNVEG CUOKEVES TOU Ttivaka C3.3 gival 4 (téooepig)



4, JUudwva pe ta avaypadopeva otnv evotnta A3.3.9 tou Mépoug A' Tng mpokRpuéng, kat 6oov adopd
TN Asttoupytkn povada «Ymoouaotnua Xtabuwv Opovtidag Yyeioag», avadEpetal OTL KABe oTaBuog poPAEmeTAL
va ggomAlotel, petafl alwv Kal pe éva gateway. Emeldr) dpwg otov mivaka cuppdpdpwong C3.2, AapBavovrtag
uToYin Kall ta 6oa oag avadpEPOUE OTO epwTNUa 3 mapandavw, Sev ivat TeAlka Eekabapo av Inteital and to
£pyo n npounBela gateway yla kaBe Itabuo Opovtidag Yyeiog, Oa OEAAUE va LOC ATTOVTAOETE AV UITOPEL val
yivel amodektn n mpooBnkn hardware (m.x kapta | npocappoyEa Bluetooth) otn Stadpactikr 08ovn Twv
otaBuwv dpovtidag vyeiag n onola Kat Ba Toug emLTpEPEL va AetToupyrioouy Kal wG Gateways ouAAoyrn¢
debousvwv.

> H npoodnkn otn dtadpaotiky odovn hardware eivat anobdextn
6. Ztnv evotnta A4.1 tou Mépoucg A' Tng mpoknpuéng, Ynnpeoieg Eknaideuong, avadepetal OtL:

«0 edayLotoc xpovoc eknaidevonc mou mpenel va mpoopepei eivat 15 wpec yia toug Stayelplotég kat 30 wWPeg
YLO TOUC aTTAOUG XPHOTEG KAL 5 WPEG YLO TOUC CUUUETEXOVTEC ANUUOTECY.

Opwg otov Nivaka Zuppopdwong C3.24 (Eknaideuon), oL WPeC EKMALSEUONG YLA TOUG SLOXELPLOTEG QTALTELTAL
va eival >= 10 wpeg (Ypappn 3: «Qpeg KATAPTLONC avd OUASA YL TOV EKTILOEUTIKO KUKAO - ekmaiidevon¢ otic
TEYVOAOYIKEG UTTOSOUEC KalL SLayelplon CUOTNUATWVY») KAl yLoL arAoUg xproteg >=40 wpeg (ypaupn 5: «Qpec
KOTAPTLONG avd oudda yLa tov ekmaldeUTIKO KUKAO ekmaiibevong otn xprion Twv epapuoywv mou Sa
avarntuydouvs).

Zag mapakaAoU e OMwC Hag SLEUKPLVIOETE TL LoYXVEL.
> loyvouv ta avaypa@ousva orov mivaka cupuopewons €3.24

7. ZtnVv apyn g evotntag A3.12 tng mpoknpuéng oxeTika pe tTnv Guon I (ekmaibevon) avadEpetal ATl auth
elval «Stapketag evog (1) unva.

Mo katw otnv idla evoTNTO OTOV TivaKa e Ta AVAAUTIKA otolxeia tng paong I avadépetal wg a Mnrvac
Evapénc 100¢ kot Mrvac Anénc 11°%-», (Autd dviwe onpaivel 6Tt n StdpkeLa ekmaideuong eivat 2 uAvec).

2TNV CUVEYELA OTO XPovoSLAypapa TTOU TapoudLldleTal oto TéAog TnG evotntag A3,12, n @aon I tng
eknaildevong dalvetal €xel Stapkela 1 pAva.

TéNog, otnv evotnta A3.14 tn¢ MPoKNpuENC oTa opoonUa £pyou, N ekmaideuon Mpoowrikou £xel Mnva
Emiteuénc tov 110 prva (mou onuaivel kat maAL SLdpkela ekmaideuong 2 UAVEG).

MapakaAoUpe OTwE pag SLeukpLvioete T {NTOUEVN artod To £pY0 XPOVLKI SLAPKELD YLOL TNV TIAPOXH UTINPECLWV
ekmaldevong, kabBwg Kal to NToVEVO puAva evapéng kot AnEng tne dpaong I tou €pyou. Av auth dnAadn
omalteital vo StapkEoel évav 1 U0 UAVEC Kal av eLTPENEeTaL f aAAnAoemikdAudn tng ddaong I pe t dpdon A
TOU £pyou.

> H éwapkeia tng @aong I eivan évag (1) privac kat dev aAAnAokaAumntetal anod tnv @aon A 1y B.



B. ®AKEAOZ «AIKAIOAOTHTIKA YMMETOXHZ»

1. 3tnv Evotnta B2.3 AlkaloAoynTikd JUMHUETOXNG, 0To onueio 2.A.7 avadépetal otnv Meplypadn
Awkatodoyntikol Ot

«H wc¢ avw YrieuGuvn AnAwon tng mepintwong 7 QEPEL NUEPOUNVIA EVTOC TWV TEAEUTAIWV TPLAVTA
NUEPOAOYLAKWY NUEPWYV TTPO TNC KATAANKTLKNC NUEPAC UTTOBOANC TwV mpoopopwyV kat dev anatteitot BeBaiwon
yvnoiou tng unmoypapnc amo apuodia Stotkntikn apxn n to KEM »

Ouwg otnv Evotnta B2.5 Aouég Yroxpewoelg/ALEUKPLVAOELS, 0TO onpeio 2 avadépetal OtL:

<Ot YneuSuvec AnAwaoeig mou avagépovtal otnv napovoa, Ja npookouilovral Ue vouLuo BewpnuUEVo To yvioLo
TG UTTOYPOLprC.

2o mapakaAoU e OMwG pag SLeUKPLVIoETE TL amod ta dUo LoXUEL.

> MNa 6Aeg ti¢c YneuBuves AnAwoeLs LoYUEL ) anaitnon yLa yVHoLo TNG UTTOYPAPHE CUUPWVA UE THV
evotnta B2.5. E§aupeite puovo n nepintwon 7 tng evotntag B2.3 yia tnv onoia toyvel 6ti: «H w¢ dvw Yrievduvn
AnAwon t¢ nepintwong 7 PEPEL NUEPOUNVID EVTOG TWV TEAEUTAIWV TPLAVTA NUEPOAOYLAKWVY NUEPWV TTPO THE
KataAnKTikng nuépacg untoBoArn ¢ twv npocpopwv kot dev anattsitat BeBaiwaon yvnaoiou tng unoypapng amno
apuodbia dtowkntikn apxn n ta KEM »

2. 3tnv Evotnta 82.S EAdxLoteg MpolmoB£oelg SUPUETOXNG, OTNV evoTNTa L) Texvikn Ko
ETIOYYEALATLKA LKOVOTNTO OTO onpelo 2.3 avadépetal OtL:

«O vnoneloc Avadoxoc CUUNMANPWUATIKA UE TOV QVWTEPW Ttivaka, Ja mpémnel va katadeoel SnAwaoeL
ouvepyaoiac twv eEWTEPLKWY OUVEPYATWY UTO TN Uop@n YreuBuvng AAwong umoyeypauUEVNG Kal
JewpnuUEVNC yLa TO YV OLO TNG UTTOYPAPIG, TNV NUEPX KATATEONG TNG TTPOOPOPAC KAL OXL AImapaiTnTa, TNV
KOTaANKTLKA nUEPOUnVia UTTOBOANC TWV IPOCPOPWV. »

Me tov TPOTMo aUTO, T TNC ouciag OMOKAELOVTAL CUVEPYAOLESG e UTIEPYOAAPOUC TTou £xouv SladopeTikn £6pa
(moAn) amno autr tou untoPrdlou Avadoyou.

Y0¢ apaKAAOUE OTIWE TPOTIOTOLEL N eV AOYW amaitnon wote va eival epLkti n unoypadn Twv unteLBUVWV
SnAwoswv amo Toug YriepyoAdBoug KATTOLEG NUEPES TIPLV TNV UTIOBOAN TG poodopdg, kabwg oL YriepyoAdBot
6e ouval\dooovtal Apeoa pe Tnv Avabetouoa Apxn.

> H ouykekpiuévn anaitnon dev aopa YriepyoAdBoug aAAd E§wtepikoU Suvepyareg mou da
neptAauBavovrat otnv Ouada Epyou. H anaitnon mopauevel we EXeL.

Mapapévoupe otnv S1aBeon oag yla omoladnmote Sleukpivnon



