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eason:

GOVernance focauun: Athens
'N HMAOIAZ - MONAAA BEPOIAZ 13/09/2024

A.T.: 13101
EAAHNIKH AHMOKPATIA ANAPTHTEA £TO AIAAIKTYO
3" YTEIONOMIKH NEPIDEPEIA Ap. NMpdokAnong: 433/13-09-2024

(MAKEAONIAS)
FENIKO NOXOKOMEIO HMAGIAS
YTEION. MONAAA BEPOIAZ

AIEYOYNZH : 0606¢ Bépolac-Acwuatwy
(meploxn Namayou) nrPos
T.K. : 59100
TMHMA : OLKOVOLLKO
FPADEIO - NpopnBeLov KAGE ENAIAOEPOMENO
ANAHPO®OPIEZ : ABavoaocia Kpaviwtn
THAEDQNO :23313-51313, 51357
e-mail : prom2@verhospi.gr

NPOZKAHZIH EKAHAQIHZ ENAIADEPONTOZ

OEMA: «MPOZKAHZH YMNOBOAHZ NPOZI®OPAZ TIA THN [MMPOMHGOGEIA
ANTIAPAZTHPIQN, lNA TIZ ANATKEZ TOY TENIKOY NO2ZOKOMEIOY HMAOGIAZ
— YTEIONOMIKH MONAAA BEPOIAZ »

2XET :

- o N. 4412/2016 (®EK 147/t.A’/8-8-2016) mepi Anuoécwv ZupPBdoswv Epywv,
MpounBewwv Kat Yrinpeowwv — Mpoocapuoyn otig odnyieg 2014/24/EE kat 2014/25/EE,
OTWG LoXVEL oUepa Kal oL Aowmég Slatadelg tng kelpevng vopobeaiag,

- n ue ap. mpwrt. 2501/3-8-2022 (618A46MWID-TO0) EykUkAlog tng E.K.A.M.Y. TOU
Yroupyeiou Yyeiag pe Bépa «Evapuovion twv dpopéwv vyeiag pe tov Kavoviopd (EE)
2017/745 OXETIKA LE TO LOTPOTEXVOAOYLKA TIPOIOVTO»

- To pe ap. attnuotog 162/03-09-2024 tng Amobnkng Yyelovopikol YAkoU, tng Yy.
Movadag Bépotag tou l'evikol Noookopeiov Huabiag,

- H pe oap. mpwt 12974/11-09-2024/2142" Antddaon Aoknt tou Mevikol Nocokopeiou
Huabilogc-Y.M Bépolag, mepl €yKpLoONG OKOTILUOTNTAG TIPOMNBELOC UAKWY KOl TIOPOXNG
Yrinpeowwv

Jopdwva HE T AVWTEPW OXETIKA KOL TIPOKELWWEVOU N Yyelovoulky Movada Bépoiag va
TipopnBeuTtel to €ld0g Mou avadépetal oTov Tivaka ou akoAouBei, mpoPaivel otn Sladkaoia
¢ aneuBelog avabeong, He KPLTAPLO KOTAKUPWONG TNV TAE0oV CUUdEPOUCA A0 OLKOVOWLKH
amon npoodopd, amokAELOTIKA BAoel TG TWUNC. To avadepouevo €idog amotelel anapaitnto
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UALKO yla Tn Asttoupyia tou I. Noookopeiou HuaBiog — Yy. Mov. Bépolag kal mapakaAeiobe yia

TNV UtOBOAN TWV OLKOVOULKWVY TIPOCPOopwY Cag.

ENA/KH TIMH
ENAEIKTIKH MONAAA
A/A EIAOZ (0147 MONAAAZ
MNOZOTHTA METPHZHZ PO OMA
1 TAINIEZ (STRIPS) METPHZHZ XAKXAPOY 40.000 Test strip 0,0344€
33696500-0
2 ZYNOAOZ EZONAIZMOZ (2YZKEYH NPOZAIOPIZMOY AKXAPOY) 100 Tep. AQPEAN

TEXNIKEZ MPOAIATPADE:
1.Towvieg (Strips) HETPNONG yLOL TOV TTOGOTIKO IPOOSLOPLOUO (in vitro SLayvwoTikr) Xprion) Tou cakXdpou oto aipa pe Anyn
MUIKpoU Gykou Seiypatog £wg 0,6 pl
2.H péBodog pétpnong va eivar GDH-FAD yia va pnv ennpealetal ano oucieg pn yAukolng
3.0 LETPNTHG VAL EVEPYOTOLELTOU GLECH HE TNV E{0080 TNG TOaViaG, va Badpovopeiton autdpata Kot va pnv XpeLtaletot etoaywyn
KWS8LKOU yLa TNV avayvwpLon thg Towviog
4.To svpog pétpnong va ivat artd 20-600mg/dl (1,1-33,3 mmol/L)
5.Na pnv ennpeAeTal TO AMOTEAECHA TNG LETPNONG OE EUPOG TLUWV atpatokpitn 20-60%
6.AkpiBeLa peBOSoU +/- 15mg/dL yra TiéG cakydpou <100mg/dL kat +/- 15% yia TiuéG ookxdpou >100mg/dL
7.2uppopdwon oto npotuno ISO 15197:2015
8.H pvhpn va givat apketr) yio TouAdxLotov 450 LETPROELG UE NILEPOUNVIEG KOl WPEG.
9.Na SLaB£TEL AUTOMATO PNXOVLIOHO amoppudng TnG Tawviag.
10.0 xpovog epdaviong anoteAEcHATOG va gival evtdg Ssec.
11.Na divetan n Suvatdtnta petadopdg dedopévwy pécw eldtkol kKaAwdiou.
12.01 pnatapieg va xouv Stdpketa {whg yia touAdytotov 1000 HeTpHOELS

MeydAo HEPOC TNE MOCOTNTOC TWV TOVLWV UETPNONE oakXdpou Ba cuvodelstan e dula barcodes.

H peoddtpla staupeia Seopevetal va Stabéast otnv Y.M. Béporag tou I.N. Huabiag Toug anapaitntoug HETPNTEC cakXdpou edanal n
otadiakd kab’oAn tnv LWoxL Thg Tpocodopdc Xwpic TV UtoXpéwaon enLotpodrg Toug Kot odeilel va avtikadLlotd TuXOV XOAQGUEVOUG
ETPNTEC.

e OL npoodopég MapakaAoUUE va amootadolv £wg Kot tnv Méumtn 19-09-2024, os popodn
PDF, otnv nAektpovikn 6levBuvaon protokollo@verhospi.gr.

e H Tt mpoodopag va sivatl cupdwvn 1 Kal xaunAotepn pe/and to Napatnpntripo TIHWV
(N.T.) NpounBewwv Yyeiag tng ENY kot umtoxpewtikd va ovaypdadetal o A/A Tou mivaka Kat o
A/A tou MN.T. yia to KaBe €ibog, KABWC KaL n TLur] Tou.

e Av 1o £ibog 6ev umdpxel oto Mapatnentiplo TIHWV v SNAWVETOL UTIOXPEWTIKA OTNV
npoodopa.

e Na avaypadetal o apltOpdg KoL N NUEPOUNVia MPOOKANGNG, vo avadEPETAL TO TTOCOOTO
®NA (%) tou kabBe idoug kat o xpovog mapadoor|g Tou.

¢ MapakaAoUpe va avadEpetal AV To £i60¢ elval eTolponapasdoto.

e O Avadoxog umoxpeoUTal va TopadwoeL To UTO MPounBsila €80 TOo apyotePOo Héoa OE
névie (5) nuépeg anod t Sapifaocn tng avriotoiyng mapayyeAiog tng Avabétovoag Apxng
TPOC aUTOV. H mapddoon twv 6wV Ba yivetal cUpdpwva e TIC avAykee Tng Avabétouoog
Apxng. Ta €idn Ba mpenel va eivat anmoAUTw KATAAANAa yLa T Xprion mou npoopilovtal, Ba
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yivetal otig amoBnkeg tng Avabétouocag Apxng n oto TUAHA KoL OTO Xwpo Tou Ba
uToSeLkVUETAL amo tnv Avabétouoa Apxr, He £€oba kat euBuvn Tou Avadoyou.

O Avadoyog umoxpeoUTal va amooteilel Pe tnv pocdopd YmevOuvn ARAwon LE thv
omoia va SnAWveTaL :

a) (otnv mepintwon latpotexvoloykwy Mpoidvtwy) n EMXELPNUATIKN Hovada otnv omola
Ba KATOOKEUAOTEL TO TPOIOV ToU TPOoodEPETAL KABWC KAl O TOTOC EYKATAOTAONG TNG.
Mpoodopd otnv omoia Sev Ba umadpxel n avwtépw OSnAwon, Ba amoppimretal wg
amnapAddektn. TNV MEPUTTWON Tou 6ev €lval O (8LOC O CUUUETEXWV O KATAOKEUAOTHG,
UTIOXPEOUTOL ETIUTPOCHETWG VO ETILOUVANTEL TIPOC TNV avabétouca apxn PBeBaiwon tou
VOULHOU EKMPOCWIIOU TOU KATAOKEUAOTH OTL udlotatal emionun ocuvepyooia He Tov
glooywyea / dtavopéa, (i avtiypado tng cupdwviag Toug Kal EVTOAAC POG ToV EloaywyEéal)
Kol Tnv g€ouclodotnon Kal ekmaibeuon amd TOV KATAOKEUOOTLKO OLKO ylo TNV TEXVIKN
umooTtnpLEN Kal opbn xpHon Twv Mpoiloviwy,

B) otL anodexetal GAOUC TOUG OPOUG TN TPOCKANCNG,

y) OtL n mpoodopd Tou MANPol MANPWC TIG ATALTOUUEVEG TEXVIKEG TpodlaypadE g
npookAnong,

8) 6tL 0 mpoodpépwy Slabétel KATAAANAN Kal emapk utodoun (EEELOIKEUEVO TIPOCWTILKO
KOLL TEXVLIKA HEDA, KTA.) yLa TNV eKTEAECN TNG oUMPBAONC,

€) OTL n mpoodopd Tou LOXVEL ywa Saotnpa £§L (6) wnvwv amd TNV €MOPEVN TNG
KOTOANKTIKNAG NUEPOUNVIAC UTIOBOANG TWV TPOGPOPwWV Kall

oT) TO XpOVO APAS00NG TOU UTIO PO BeLa UALKOU.

OL Avadoxot/NpopunBeuTEC LATPOTEXVOAOYLIKWY TIPOIOVTWY, ELSIKA QUTWY TIOU ELCEPXOVTOL
glte povipa eite mpoowpvad oto avBpwmivo cwpa, Ba TmPEMeL yla t SlachAALon HEYLOTNG
aodalelag, va UMOSEIKVUOUV HEow eVIOARG, €fouotodotnong | GAAOU VOMLUOU
Befawwtikol gyypadou, otL £xel cuvadBei cupdwvia kal cuvepyalovrtal enionua PE TOV
ek@otote Katookeuaotnp Kal OTL UTAPXEL TEXVIK UTOOTNPLEN, KATAAANAn ekmaideuon,
Sladikaoieg yvnhaolpotntag, andoupong, avakAnong mpoloviwy Kal pOBAeYn OXETIKA UE
katayyeAieg kal avadopég mou umtoBAAAOUV EMOYYEAUATIEG TOU TOUEQ TNG UYELOG, aoBeveig
KOl XPHOTEG, OXETIKA LE UTIOTITA TIEPLOTOTIKA TIOU alpopoUV TeEXVOAOYLKO TTPOLOV yla To omoio
€XeL oploTel e€ouaL0S0TNUEVOC AVTUTPOCWIIOC,.

Znteltal va SnAwvetatl unelBuva OTL Ta €16 cuvodslovTal oMo MLOTOMOLNTIKA GAKLOVONG
CE kot mwg n etalpeia diakivnong edappolel motomoinpévo cuotnpa Slaxeipiong
TOLOTNTOG KOL CUMUOPDWVETAL HE TIC AMALTACELS TwV AleBvwy Kot Eupwraikwy Npotunwv
KOlL 0 OLKOVOULKOG PopENG TNPEL TG UTTOXPEWOCELG TOU TIOU ATTOPPEOUV ATIO TIG SLATAEELS TNG
TEPLBAANOVTLKAC, KOWVWVIKOAOHAALOTIKAG KOL EPYATIKAG VOUoBeaiag.

Jtnv mpoodopd va oavaypdadetal n mARpng meplypadrn tou mpoodepopevou eidouc, n
TOoOTNTO VA cuoKeuacia Kal n TR ava tepdayo. Na avaypddetal o KwSLKOC epmopiou
Kol 0 KwoLkog EKANTY tou eidoug edv udiotatadl.

To Noookopeio Siwatnpel to Swkaiwpa va INTACEL TPOOKOWULON TILOTOMOLNTIKWY TOU
OULLUETEXOVTO KOL TWV TIPOOPEPOUEVWYV ELEWV KABWE Kol SEYUATWYV QUTWV.

O AIOIKHTHZ TOY FENIKOY
NOZOKOMEIOY HMAOGIAZ

HAIAZ . MAIOTKAZ
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