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[ENIKO NOZOKOMEIO KABAAAS
N. YOHPEZIA AIMOAOZIAL

ETOZ 2025

TEXNIKEZ NPOAIATPADEX

« AZKQN IYAAOTHZ AIMATOZ KAl ANAAQZIMA YAIKA AIMOAOZIAZ»

CPV:33141613-0

CPV: 33194200-8

TEXNIKEZ MPOAIATPADEZ AIKON IYAAOTHI AIMATOS

o/a KQAIKOZ

TYNOL

NOIOTHTA

34395

AINACI AZKOI AIMATOZ CPDA 'H CPDA-1, 450ML MA
EPYOPA 35 HMEPQN KAl ME EiAIKO AOPY®OPIKO
AZKO TOYAAXIZTON 300ML A AIMOMNETAAIA

i (NAAZMA NACYZIO ZE AIMONETAAIA) 5 HMEPON

60

34396

! TPINACH AZKOI AIMATOZ CPD'H CP2D, 450ML KAl

| &YO AOPYQOPIKOYZ AZKOYZ TOYAAXIZTON 300ML
EKAZTOI ME NPOZOETIKO LYNTHPHTIKO AIAAYMA
100ML NA EPYOPA TOYAAXIZTON 42 HMEPQON,
NAAZMA KAI AIMONETAAIA 5 HMEPQN

5000

43536

| ZYITHMA TETPANAQN AZKQN IYAAOTHE KAI
ENEZEPTAZIAZ 1 (MIAZ) MONAAAS OAIKOY
AIMATOZ A THN NAPAZKEYH 1 (MIAZ) MONAAAS
AEYKADAIPEMENQN ZYMMNYKNQMENQN
EPYOPOKYTTAPQON ZE OPEMNTIKO AIAAYMA ME

| NPOZOETEZ OYZIEX KAl 1 (MIAZ) MONAAAS

' AEYKAQAIPEMENOY NAAIMATOX

1600

43535

ZYITHMA TETPANAQN AZKON IYAAOTHE KAl
ERNEZEPTAZIAZ 1 (MIAZ) MONAAAZ OAIKOY
AIMATOZ NA THN NAPAZKEYH 1 {MIAZ) MONAAAZ
AEYKAQAIPEMENQN IYMIMYKNQMENQN
EPYOPOKYTTAPQN ZE OPENTIKO AIAAYMA ME
NPOZOETEZ OYZIEZ, 1 (MIAZ) MONAAAZ
AEYKAQAIPEMENQN ANAKTHOENTQN
AIMONETAAION KAI 1 (MIAZ) MONAAAZ

70




FENIKEZ NPOAIATPADES TON AZKQN IYAAOTHE OAIKOY AIMATOZ KAI TON EMNIMEPOYX AZIKQN META
THN EMEZEPTAZIA ZYAAOIHS ZYMNOYKNOMENQN EPYOPQON, NAAIMATOZ

NOIOTHTA - ZXEAIATH

1. To mAaotiké twv aakdv va eival aplotng nowdtnrac kai LPnAng Slanepatétnrac, andiuta Slauyég kau
axpwpo. Aev B RPEneL va elvar XPWHOTIGUEVO OE TéT0l0 Babud mou va ENnpealeTal Suopevie n
XPWHOTLK

e€étaon Tou aiparog kot twy napaywywv tou (1S03826-1 Q2003 nap.6.2.4.)».

2. To UAWKG Twv MAQCTIKWY QoKWY, Ba NpEneL va eivat supBatd und KaTGAANAEG cuvBrkec anoBrkeuonc,
UE

T0 avaAoyo napdywyo aiparog nou Ba ouvtnpnBei wote va eaodahileral n aviaAdayr) agpiwv kal n
dlatripnon otabepou pH.

3. OAa ta duothpata aokwv, va elval QooTEpWHEVE kol eAelBepa TUPETOYOVWVY OUGLLV KAl un
eUBpauoty

UG KQVOVIKEC ouvBrikeg anoBikeuanc (1IS03826-1 §5.4.2.1)

4. Oha to guothpara Twy aockwv, Ba npénel va MAnpodv éAeg TiC PuoIkEg, xnuikég Kkay BloAoykécg
npolnoBecei nou npoBAénovrar gro IS03826-1 nap. 6.2,6.3,6.4.

5. O oxedlaopdq Tou aokol, Ba sival TOAD NPOGEKTIKAC, WIOTE VA TANpoi OAEC TIC QONTICELG XPrioNG Wiag
ouyxpovne Tpdmelac Aluarog (Ba npénel vo, efaodarifouvy tnv agpaAr kat avetn curhoyn, anoBrkeuon,
eneéepyaocia, petadopd, Slaxwploud kat Xopiynon oAikol aipatoc kal Twv napaywywv autol), iSO
3826-1

nap. 5.1.

6. O aokdg Ba Pépet apioteg kat aodaheic TEPWETPLKEG GUYKOAANCELC, Xwplg meptrTéc anoAngeic
mAQaTiKoU MEPLE AUTWY, POC anoduyn cuykévipwong HikpoBiwv (ISO 3826 § 4.1).

7. Eowteptkd o aokde, va KNV Ttapoucalel avwpaAiec Tou MAaoTkoU A Twv cuykoAAfoEwy. Na eival
Tavtou

koAog, xwplg ywviec, Y TV aplotn ouvtipnon kai ANPOCKONTN peragopd Tou alparog kal twv
napaywywy

Tou, kabuwg kat v anoduyn HikpoBpopuPBuwv.

8. O npwrtelov aockéc, va $Epet evowpaTwpévn OUOKEUr atpoAniag and mhaotikd gwAnva dplotng
nowtntag pikous 2800 mm kat’ gAdx1oTo kot 1200 mm REPINOU, ECWTEPIKAG Sdwapétpou = 2,7mm kal
ndayo¢ toywuatoc = 0,5 mm, cUpdwva e 1o ISO 3826-1.



9. O owArvac va KaTOAryeL o€ Beddvn PALBac 16G, avaypadSuevo oty ETKETa Tou aokol), H BeAdvn va
dEpEL MOAU Aentd Towuata, va ivar glkovapiopévn, QROCTEpWUEVN KaL aTpay HATLKA.

11. «Na mﬁptﬁn Twv owARvWY, TouldyioTov o KUPLOG QoKdC KGOe guothAuatog i o TeEAKOG aoKdC
anoBnkeuanc gpuBpoxuttdpwy, va $épet onwabrnote and §Jo (2) avBektikg avoiypora oe KdBe katd
HNKoG TAEUPG ToU. »

12. O swAivag Tou aokoy ¢UuAQénC Twy epuBpokuttdpwy, va avaypadet avefitnia kal ELQVAYVWOTA TOV
QVayvwpLaTké Tou aptBud avd Saotripata.

13. Eni ékaotou aokoy TOU ouotipatog Ba undpyel eTkéta TOU pe Tunwpéva dAa ta anapaitnta
otoeia. Ou

etikéte Ba dpépouy EUKPWV ko avaAholwtn exTONWON. Oa sivayl avBektikéq kal dplotnc MOLOTNTAC, WOTE
va unv aAhouwwvovrad f kataotpepovral (ot (Sieg i n extunwon touc), ge Stadopouc XEPLoPOUS A atnv

poén /

anoyuén. Na kataotpedovrar kar dxL va anokoAAouvtal og npoonddeia anoxkoAAnong (1SO 3826 § 5.2.9
Kol

7.4).
14. Eni tng eTikétac kG Oe ackou, Ba avaypdadovrar UTTOXPEWTLKA:

Nepypadn nepiexopsvuwy, eldog ouotApatoc aokv (6utAdg, TpuTAGC, TETPAMAGG, KA.} kat
MOOTEWOUEVN Xpron SnAadn,

a. Nepiektkdtnra, oGvBeon, £ibog, okeVaopa xau oyxo i péla Tou QVTUTNKTKOU Kat / 1} Tou cuvtnpnTikod
Stakbparog kat k&Be Aoy Aoy TOU €L0GYETAL, ONWE EMioNC kol Tov dyko 1 Tn péda tou alpaTog Kol
TWV napaywywyv npog culhoyd.

b. ZApavon nou ve npocdiopilel anooteipwon kat K nupeToydva.

€. Znuaven nou va npoodilopilet otnv un XPron tou nAactikol OUMEXT (aokoU), edv UnApxeL epdavic
evbeln ¢pBopac.

d. ZApaven nou va npoablopileL v anayopeuan g EL0QYWYNS aépa.

€. Inpavon nou va Tpoacblopilet 6t o aokdc eival pa xprion povo.

f. ZAnaveon yua tig 0dnyieg xpriong Tou aokoy.

g. To ovopa kain StevBuvon tou KQTAOKEUQOTA ) TO dvopa Kai n b1euBuvon tou npounBeutr.
h. Tov kaBopioud e naptidac.

I. EQv kpivetat avaykalo, n etikéta Hropel va nepléxel otoysia mou adopouv TNy nuepopnvia népa and
v onoia Sev npénel va xpnowonownBei o aoKOG yia T cuAhoyr QUUATOC KaL TOV KWEKO npoidvToC Tou
KQTAOKEUAOTH).

15. AauBavopévne ur’ oyin g 08nyiag tou 1SO 3826 § 3.1 oL ETIKETEG KOL TO ECWTEPLKD TWV QOKGV givat
anapaitnto va £xouv TIC K&Twbi dlaotdoelc:



IONOMAITIKH ESQTEPIKO EIQTEPIKO MEFEQOI ETIKETAS (1-5 MM) }
XOPHTIKOTHTA  [NAATOE (MM) MHKOJ (MM}

£ NAATOS YWOs

(ML)

r S S = |
300 120 145 100 90

350 120 160 100 100

400 120 170 105 105

450 120 170 105 105

500 - hao 185 105 105

16. OuouvBiasig Twy QVTUTNKTIKWY KL TPOCBETIKWY SlrAupdtwy, va gival oUMPWVES pE TG 08nyiec ™mg
Evpwnaixig ®apuaxenetiag (Eur. Ph) kol va avaypadovTal avauTIKG e TwY ETIKETHY TwY QVTIOTOLYWY
~aokwv (SO 3826 § 7.1.b).

17. O\ npodiaypadéc twv aokwv oe avtoxn Kotd tn duyokévipnon, va cupdwvolv ME TO ISO 3826 §
6.2.7,

{5000G x 10 Aerntd OToUG 4 kat 370 C).

18. O npodiaypadés avroxric tou mhagtikod ge Siadopes Bepuokpaaiec, va ouudwvouv e To ISO 3826
§6.2.5 (anoBrikevon og -800 C yia 24 wpEg).

19. Ta otopa e€66ou (outlet ports) GAwv Twv QoKWY Twv napaywywv, Ba sivai KQTOOKeUaoHEVa
oUpdwva pe Ty napaypagdo 4.8.1 tou 15O 3826 (oL MAACTIKOL GéKoL TWV NMPOG LETAYYLON Napaywywy Ba
SwatiBevran pe éva MEPLOGOTEPA TToUIA ££680U Yt N XOPAYNON QUUATOC A Napayhywy aipatog. Ta
oo e§68ou Ba anodpdccovral oteyavd and o cUoTnua Sianépacne, BA. ISO 3826, §4.8.1).

20. K&Be otéulo 660U Ba dépel dva EPUNTIKG odpaylopévo KAeloyo acpadeiac, evkoha anoonwpevo
Kl pn enavatonoBetoUpevo, Tou onoiov kaBe napafiaon va pnopel va sival odBaipodavic, oltwe
WOoTE va

dratnpeital anootepwpévn N ECWTEPLKN emipdveia. BA. ISO 3826, § 4.8.2.

ZYZKEYAZIA

1. Ta duadopa ouotripara ackwy, Ba eivat TONOBETNUEVE OE QTOMLKT) OUOKEUQGIQ EVIOC TTAQGTIKOU
bladavolq i and aloupivio ldikoy aodarolq kal avBextikol dakéou, QMOCTELPWHUEVOL KAL EPUNTLKE
obpayiGpuévoL.

2. H oUCKELAGIA TWV AGKWY KoL TWY owAfvwv Toug evrég Tou dakéhou, Ba elvar dvetn Xwplic va eivan
duthwpévol A va dépouv toakiopata oe duagopa onuela touc.

3. Itnv enkéta ouokeuaoiag Tou dakéAou Ba avaypadovral ot e€ric mAnpodopiec:

* Nepypadd neplexopévwy Kat MPOTELVOUEVN Xprion.



*MNeptekukdtnta, odvBeon, okedaoua Kat dyko i pala tou avtmnkukol kai / f TOU GUVTNPNTIKOY
dahupatog kal kdBe dAhou UALKOU mou ELOAYETAL, OTWE EMIGNC KAl TOV OYKo f tn pala tou aipatoc katl
TWV TAPaywywy npog curioyn.

* Ovopa kau StevBuvon KQTAoKEVQOTH Katl/n mpounBeutr,
* Nepypadn nepieyopdvwy,
* Huepounvia Afgne,

* Obnyia mou va avadépet petd and NOCES népeg Sev mpénel va XpnouonotnBei 0 MAAOTIKOG aoKkEC HeTd
TNV aMORAEKPUVOH ToU and TN GUCKELAGLa KatL

* Npocbopopd maptidag. Edv xpnowwonoleltal Swadavic ouokeuasia,. GAec ot ninpodopieg Twv
napaypaduwv 8.2 & 8.3 (1SO 3826-1), Ba NPEMEL VA APOUCLA{OVTaL OTNY ETIKETA TOU TIAQOTIKOU aoKoU».

4. Ou dakerot Twv ackwv 9a elvai TOMOBETNUEVOL PE GVESN KaL MPOGEKTIKG, EVTOG avBekTikoU Ko
KAEwGTOU KIBwTlou pikpoy Bapoug kat eGkoAng Hetadopdc.

5. H guxéta tou kiPwriou netadopdg, n onola npénel va eival EUKPWWG EMIKOANKEVN, Mpénel va
MEPLEXEL TIC TAPAKATW minpodopieg (anapaitnta otoyeia):

* To dvopa xat n SLetBuvon tou KQTQoKEVaaTh A to Gvoua kat n SlevBuvon tou npounBeuth A tou
EPY0OTaciov napaywync,

* Neplypadn neplexopévivy, i60¢ ouUTTARATOC OoKMY (8UMAGG, TPUTAGG, TETPAmASS KTA) Kal TLPOTEWVAREVD
xeron,

* MNeplektkotnTa, obvleon, eibog, okevaoua kat dyko fi pata Tou avrnkrikoy Kat / f tou ouvtneNtKoy
dlahipartog kal kdBe GAAOU LAKOU Ttou EL0QVETAL ONWG eMtiong kaL Tov Oyko f TN pala tou alpatoc kot
TwV Napaywywy npog curioyi.

* ZuvBrkeg anoBrikeuong (Beppokpaoia anobrkeuonc).

* Tov kaBopiopo tng naptidac,

* Hpepounvia Aréng,

* Eunepiexopévn evrdg Tou kiBwtiou mocdtnTa cuCTARETWY AGKOV.

*Av 10 Kipwtio petadopag Aetoupyel cav atoukr cuckevasia, va unapyeL obnyia nou va  avadépel
METG amd NOoeq Hépeg Sev Mpémnel va xpnowonownBel o mMAaoTikég aokdg HETG TNV AMOudKpUVGH TOU and
Tr OUOKEVQGTLA.

6. Evtog kaBe kiBwriouv petadopds, Ba undpxouv unoxpewTKd avahUTIKEG 0BNYLES XPMONE TWV AGKWV
otV

eAAnvikn yAwaoa.

7. H Suapkera {wnig Twv ackwv (shelf-life), Ba eival TouAdylotov U0 (2) xpévia amd TNV nuepounvia
anogtelpwang Toug, cUpdwvea pe To 1SO 3826 § 6.2.



BAZIKEZ YNOXPEQIEIZ

1. H 6An dwadwkaocia NApaywyns Twyv aokwv, Ba eival oludwvn pe to G.M.P. (Good Manufacturing
Practice). H mpwtn UAn Ba eivar Medical Grade. Ou TtnpolUvrat dAec oL aQVWTEPW INTOUMEVEC
npodaypadég tou 1SO 3826-1:2003. Ta csuotApata Ba dépouv dha NV évBel&n CE Mark kat eni ™mge
ETIKETAG EKACTOU QOKOU Kal €Tl Tou XaptokiBwriou petadopdc touc. YnoxpeoUvrat 6e o puetéyovtee, va
KataBéoouv To oxeTIkG notonownTikd CE Mark,

2. Na NPooKouLeBoUV emionue perétee kat TUOTOMONTIKG MEP( TwWV TPOsGEPOEVWY QVTUTNKTLKWY KO
NPooBeTIKWY StoAupdtwy, émou Ba empeBaidvetal n cuvtipnon twy €puBpwv 35 ) 42 touhdyioTov
NUEPES avtioToya.

3. OL ETIKETEG GAWVY TWV AOKWV KaL TWY KiPwtiwv petadopdc, Svvaral va sival otnv eAAnvik yAwooa

KaGqu kaL ot obnyieg xpriong, dnwe autd woxVer and 12/7/1998 oe gbapuoyr g un' aplBp. 83/42
odnyiag tng E.E. A alpdwva kat M€ To 1SO 3826-1. Eival Suvarh n XPAoN GUUBOAWY OTIG ETIKETES TwV
ACKWVY, PE TNV npoUnofecn va nephapBavovral odnyieq xpriong otnv eAAnvikh yAwooa, evtée tou
kiBwriou.

4. Ze evav (1) ek Twv 50pudopLKiY oKWY K&BE CUCTANATOG, XwWPNTKATNTAC TouAdxiotov 300 mi twy

ackwv Swatipnong Ttwv awonetadiwy, Ba avaypdderal oty etkéta Tou EUKPWVWG N évbelln
«apomeTdAla mévie (5) nuepdvr. Ol MAQOTIKOL agkol MpEnel va eival oupBortol yia To avaAoyo
noapdywyo aipatoc nou Ha ouvinpnBet.

5. Na katateBolv Toukdyiotov Tpia (3} 6elypata aokwv aipatoc and ke npoodepOUEVO TUMO.
6. Emméov, Bewpeltal autovonto we oL npoadepSuevoL aokoi, Ba sival o Béon va egeTaoBolv -edv

kp18el anapaitnto- cOpdwva Me Ta €181k Chemical kaw Physical tests twv Annex A’ kat B tou 1SO 3826.

NPOAIATPADEZ TON ENIOMATOMENQN DIATPON TQN KQAIKON 43536 & 43535

1L.ZIVITHMA TETPANAQN AIKON IYAAOTHE KAl ENEZEPFAZIAE 1 (MIAZ) MONAAAZ OAIKOY AIMATOS
A THN NAPAZKEYH 1 (MIAZ) MONAAAS AEYKADAIPEMENQN ZYMNYKNOMENGN EPYOPOKYTTAPQON
if OPENTIKO AIAAYMA ME NPOIGETEX OYIIEX KAl 1 (MIAZ} MONAAAX AEYKAQAIPEMENOY
NAAZMATOS

KQAIKOZ: 43536

Nepypadn tou cuotiparoc:

To cUotnua npénet va eivat katdMnio vl ouMoyr kai Aeukadaipeon pag povadac ohikol alpatoc.
To cuotnpa npénet va nephapBavet:

1) Tov apxikd aokd culhoyic aipatoc XWPNTKOTNTAG TouAdxiatov 450m! pe 63ml avtinktkod CPD
Ko
gvowpatwpevo GiAtpo uhnAric Asukadaipeanc.

2) Acko yux petadopd Aeukadalpepévou 3.E.



3} ‘Evav ackd pe 100mi npooBetikd dLoAupa yia oUVTNPNGON Twv epUBpHV yla 42 nuépec.

4) Evav aokd XwpnuikdTnTOg HeyaAUTepne twv 300ml yia m Swtipnon ko v katauén tou
Asukadaipepévou MAGGUOToC.

5) I?Joz nepAapuBavet cbotnua npoctaciog dAefokévtnanc kat ovotnua AfPewc Seiypatog uno kevd,
KaBwe kal Selypatohnmriko aoko {pouch).

Texvika Xapaktnpioté rou abopoiv 1o evowpatwuévo diAtpo

1) To efwrepkd ka@Aupua (housing) tou didtpou, Ba npénel va sival ané BiooupBatd uAké kal va
e§aodalilel tnv npootasia ™G nepPpavne and $Bopég (ny, Simwpa, TOAKIOUa) oV Eival Suvatdy va
npokAnBolv and TUECELS TIOU QOKOUVIQN OE auth katd tnv anoBrikeuon kau xprion xat unopel va
EMNPEACOLVY TNV UNAA anodoon tou diktpou kat NV aoPaAELa TwY napaywywv.

.2} O UroAetdpevoc aplBuoC Twy AgUKOKUTTAPWY avd Hovédda va sival kdtw amnd 2 x 10°, xat va

3} No arodpetyetar xdBe npoowén Twv dAwy KUTIGpWY Tou aipatoc pe ta gpuBpokiTtapa,
avefapTnta and tov tpono enegepyaciac tou aiparoc.

4) Znteltain AVAKTNGN Twv £puBpLIV va gival HEYQAUTEPN TOU 90%.

5) H avdktnon tou rAdouarog Sa npénel va §enepvd ta 240ml kol o UNOAemSuevoc aplBuoc
AguxokuTIApWY avd uovada mAdouatoc va elvar kétw and 1 x 10° kau QOUEKPUVON aiuoTETaA WY
MEYOAUTEEN TOU 98%.

8} Havdktnon tou napayovia oxtw (Factor Vill} va Eenepvder to 70%.

7} Ta diktpa va pewvouy ta enineda twy avapurarofiviiv kal va efaodaiiletal n arnoduyn
METadoonc tou kuttapopeyahoiol (CMV) péow ™G METdyylong (k4T yia to omoio Sev npoPAéneral
EPYQOTNPLOKOG EAEYYOC poutivac).

8) To cUotnua Ba npénel va napéxel tayeia Kau npaktir Aeukadaipeon oe xpovo Alyotepo Twv 30
Aemtwv, pe g RdN UNAPXOUGEC bladwaaiec eneepyaciac Tou aipatog oe k&Be Ynnpeoia Awpodoaiag
Xwpl TV avdykn xprAong eldikod HNxaviuaroc.

9) Auvardtnra Aeukadaipeons akdua kan QUEOWE 1| HEPIKEC Wpec (2-6 WPES) UETA TV awpoAnPia
xat o€ Beppokpasia Swyatiou HE TNV (Sl unAdrarn otaBepr anoteAeouatkéTnra.

'10) Aplotn Aettoupyia tou CUCTHHATOC XwplG Kapia avaykaia npolUno6beon i npoetolpacia yio v
KATAOTAGT TOU OALKOY aiparoc.

11) Eukohia otn Xprion kau onuavtiky e§oikovopnon xpdvou.

12) Nanapéxouv TULOTOMOLNTLKG MOLOTATAC KOTQOKEUNS Onwg ISO, GMP.

13) H pepBpdvn tou dlhtpou kot 1o efwtepkd ToOU kGAvupa va eivat andlutg BrooupBard
oLUPWVE pE TO ISO 10993-4.

14) Na éxouv éykpion KukAodoplag twv appdsuwy XWPWv Tng EE (CE Mark).

15) Na npookopiaBei Kavog  aplOuds  avefdptntwy HEAETWY Snuocieupévwy  of 61edvn
ETUOTNUOVIKE. TEPOSIKG Tou  va TEKUNPLWVOUV TIG EMSOCELC TwV didtpwyv kot Suaitepa ™y
ENAVOANYLROTNT oTNY QMOTEAECUATIKATATA TOUC,

16) No 500¢i KatGAoyog meEAQTUwV ToU OUOTAUATOG GE YIinpeoieg Awodooiag tng EAAGSac.

2. IYITHMA TETPANMAQN AIKQN IYAAOTHE KAl ENEZEPFAZIAZ 1 (MIAZ) MONAAAE OAIKOY AIMATOZ
A THN NAPAZIKEYH 1 (MIAZ) MONAAAZ AEYKADAIPEMENQN IYMNYKNOQOMENQN EPYOPOKYTTAPQN
IE OPENTIKO AIAAYMA ME NPOIOETEZ OVYIIEZ, 1 (MIAY) MONAAAS AEYKADAIPEMENQON
ANAKTHOENTON AIMONETAAIGN KAI 1 (MIAZ) MONAAAZ AEYKADAIPEMENOY NAAZMATOZ

KQAIKOZ: 43535

Nepiypadn tou cuatiparoc:

To avotnua npénel va elval KQTAAANAO Yo UAAOYH Ka Aeukadaipean plag povadac Aeu kadotpepévioy
1.E., pag povadag Asukadarpeuévuwy avaktnOéviwy awonetaAiwy Kat pag novadag Asukagalpepévou
RAQopArToC,.



To oUotnug NPEREL vy nepAauBave,:

3) Eva diAtpo Aeuxaqbaipeonq n}\doparoq KAt auuonetoiwy.

6) Fva ditpo UnArc Aeuxaqbaipeoqz; EPUBpWV,

7} Na nepAauBdve; ouoTnua npootaciac cb)\eBoxs’vrr]onq kat guotnug Aigewc ésivuaroc und
KEVO, KatBwe kat GELyuaroMnnxé aokod (pouch).

8) Ohot o QoKOl kat Tg diAtpa va ey, ouvlepnévy HETAEU Toug Koy vg QnoteAolyv évg KAeiord
glatna.

5} Na eéachparileral 1o uinAdrepo NooooTH avaxtnonc Qponetadiwy nouy g $ravel oe 6x10°

6) H avaktnon toy nAdouaroq Ba npénel vg EEMepvd T 240m! kay o unoi\eméuevoq apBude
Asuxoxurrc'cpwv ava povada MAGoparoc v elvae kétw ang 1 x 10%koy N anoudkpuvon QuonETaA iwy

ano 2 x 10°,

9 Ta didtpa vg HEWvVoUY 1o enineda tyy avaduratobivipy kai va efacdahilerar N anoduyn
uetaSoonc oy KUTTapoueyaoioy (CMV) péow ™S Uetdyyonc (kg Yl o onoio §ey npofréneray
EPYaoTNpLakde EAeyxoc poutivac).

10) To cUOTNUa B npéne. v TapéxeL tayeia kay NpaKTkn Asuxadaaipacn Og Xpdvo Awdtepo twy 30
AentTayy, HE T én unapyouceg éta&xacteq eneepyaoiac roy aipatoq oe kGBe Ynnpeoia Alpobooiac
XWpIg Tnv avdykn XPRong eéikod Hnxaviuaroc,

11) Auvvatdtnrg Aeumcbaipsor]q aKoua kar augowe N HeEpuEC wpeC (2-6 WPEC) petd NV awoAnia

16} Naéxouvévkpton KukAodop '
17) Na TIPOOKOWLOBE] LKQVOC apBuac QVEEGPTNTWY pehetdyy ONUOsLELEVLY ce  Sebvn
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1. QIATPO AEYKAMAIPEIHS ZYMNYKNOMENOQN EPYOPON MA XPHIH NAPA THN KAINH (BED-SIDE)
YWHAHZ KATAKPATHSHZ AEYKQN

KQAIKOZ: 43622

Nepwpadn cuoTruaroc

TEXVIKG Xapaxtnplotcd

1) O apBusg twy UMOAEMOUEVWY AEUKGIV va Elval HLKkPOTEPOS amd 1x10°.

2) Havaknen twv €puBpokuTTdpwy va eival HeyaAUTepn Tou 90%.

3) H Katakpdtnon Twy ouponetaiiwy va eival >98%.

4') Na eivay QIOCTEPWHEVA UE  amobekTr EMOTAHOVIKA  péBoSo and tnv Evpwraiky Evwaon,
anaAiaypéva nupetoyévwy Kat £Towua yua xprion.

5) O BaBuéc Aevkagdaipeong va pnv efaptdral and ouvlrkec Bepporpaciag (4° C f 28° C ) 1) ané v
nepiodo anobrikeuonc Tou MAPAYWYOU Kl va napauéver atafepog o uPnAd enineba.

6) To nepiBAnua tou diAtpou va anotereital and BlooupuBato LAKS, va Unv eival tofika. '

7) Na SaBétel phyyoc yla tn dLatpnon tou ackoy aipatog, wote va Siatpeital and QTMOCTEPWHEVE KoL
HOVO UALKA. '

8) O xpdvoc $o6pTIoNg Tou didtpou va eivar HKPOG kail va un xpetdetal @oknaon nieonc.



1)

9) Na elvar elxpnoto, va sival OUGKEUQGHEVO GE GUGKeUQGia HOVO TOu To KaBéva pe Oheg TiC
anapaittes eykpioelc kukhodopiac kat evbeifeic kat va avaypadeTal 10 voUNEPO TrC naptidac oto
gwpa Tou pidtpou.

10) Na dépet QEPAYWYOUS EVOWHATWUEVOUC GTO $Atpo yia va nepvdve ta gpubpokiTtapa kai to
$iktpo va abeldlel téhelq, onou Ba ggagdoliletal and ™ pia TAEUPA N OTEWPOTNTA TOU OUCTRAUATOC,
aMAG Tautdypova va Swachariletal kai n HIKPOTEPN BUVOTH anwAELL £puBpoKuTTGpWY.

11) Na e§aodpahiletai n KaTaKpatnon tou CMV kawn anoduyn PETdd0o01§ Tou péow NG LETAYYLONC,.

12) Na pnv araiteital ékmAucn | evepyonoinon twv diAtpwy pe puciohoyké opé.

13) Ta ¢iitpa napd kAivn va éxouv tn buvatétnta pog éwe kaw 60ml/min yla xprion oe xelpoupyeio,
MEQ kat éktakta neptotatikd.

14) Na erubéxovral xprion pressure cuff €wg 300mmHg.

15) O apBpog twv UTIOAELMG UEVWY AEUKWY va Elval kéTw Tou 1x10°.

16) Na siaBéteL obnyiec ota EAAnviké.

17) Na £youv ¢ykpion RUKACPOplag twy apuddiwv Xwpwv tng EE (CE Mark) kau n ETAPEIN KATACKEUNAG
Kal SuaBeong va Siabétel TUOTOTIOWNTIKG TowdTrTag ISO 9001:2000 kat EN 1SO 13485:2003.

18) H npoodopd va cuvoseletal anapaitnta and enapkh aplBusd Sewyudrwy (touddxiotov 3 Seiyuata)
TPOKEUEVOU va UTtoBANBoUVY ae Mootk éAeyxo and tnv Alnosoaia.

19) H napddoon va sivay Gueon and v napayyelia (evtog eBdopadac).

20) No doBel KATAAOYOG TUNLATWY-XPNOTLY amnd Nogokopeia tng EAAGSac.

2. QIATPO AEYKAQAIPEZHE AIMOMETAAION YWHAHE KATAKPATHEMZ AEYKQN TNAPA THN KAINH
(BED SIDE)

KQAIKOZ: 46646

l'lapu}pad:ﬁ GUGTHUATOC

Ta cuotriuata va eival katdMnAa yla Aeukadaipeon aonetariwy yia uia ewg 4L (1-6) povadec
atponetadiwy noMarwv Sotwv napd NV KAtvn.

TEXVIKA XOPAKTNPLOTIKG

Na neplauBavouv Swxtpnuikd poyxoc oUVSEDNG UE TOV QOKd Twv QLUOTETAAIWY, OTUYOVOUETPIKS
8aAapo, npodirtpo KATAKPATNGNG LIKPORAYHATWY, Kat diktpo ugnAA¢ anddoong, ya tn Asukadaipeon
auponetaAiwy ané pia ewg £€L (1-6) HOVaSEeG (ZUpdwva pe Tic kateuBuvtripies obnyieg tou TupBouhiou
™m¢ Ebpdmr]q 16n €xboan 2010).

2) Na efaadarifouv tn péyotn duvath amopdKpuVon TwV UROAEOUEVWY AeukokuTtdpwy otabepa
k&Tw ono 5x10° avd povada {obudwva pe g obnyleg E.E.93/96 tou ZupBouliou tng Eupwnng), ue
Tautdxpovn Suvatdtnra anoduyrg kdBe MPoopiéewe Toug pe Ta epuBpokUTTapa, aveldptnta and tov
Tpéno enefepyasiag tou aipatoc.

3) Na elval oe atoukr) Guokeuaoia kal va avaypadetar 1o eidog tou ditpou kat n nuepopnvia Aiénc.
4) Naefaodariletal n péyiotn Suvary aVAaKTNon aoneTaAlwy.

3) Na efacdarileral n anoduyn HETAB00NG Tou KUTTapOopEYaroiol (CMV) ME TN HETAyyon.

6) Na mapéxel ypriyopn SiéAeuon twv awponetahiwv pe otafepri poRl oe OAn n Sidpkela THC
HETAYYIONC.

7) Na gival eUkoAo KoL TPAKTIKO oTN Xprion kat va ouvobeletal pe o8nyleg xpnonc.

8) H npoodopd va ouvodedetal anapaitnta and enapkr aptOud detypdtwy {touhdyiotov 3 Seiypata)
MPOKEPEVOU va unoBAnBolv o MoloTIKG EAeyxo and tnv Awpodooia. o

9) : H.ueuppavn tou dpidtpou kal to eSWTEPLKG TOU KGAUMpA v elval amdiuta BloouufBatd oludwva pe
SO 10993-4,

10) Na €xouv éykpion kukhodopiag and Tig apuodies apyég tg E.E. (CE Mark).

H) H napdadoon va sivaw Gpeon and tnv napayyeiia (evtog eBSopadac).

12) Na mapéxouv matononTikd noLdtntac KaTtagkeung onwe 1SO 9000, GMP

13) Na ¢epouv BeBaiwon tng xpriong Touc and tov oiko KOTOOKEUNC.

14) Na katateBel neAatohdyio and Nocokopeia tne EAadag.



3. HMIANOIXTA IYITHMATA ME DINTPO YWHAHE ANOAOIHI MA NAYIH MIAZ MONAAAZ
LYMNYKNQMENQN EPYOPQN ITO EPTAITHPIO

KQAIKOZ: 43525

n;:ptypac.br'] cvotiporog

Puyxog olvéeonc avod HAKOUG YL TOV AoKd Tou aiparog, plyyoc oUvEeang yia Tov 0pd, npodidtpo
KQTAKPATNONG  MKPORNYUATWY gexwplotd andé to kuplwg oiktpo, éva idtpo S1iBnanc vPnAnc
anodoone, Svo EVOWUATWHEVOUS aokoUC 600ml-gvay yLot cuMoyn Twy Aeukadapepévwy epuBpwv Kkal
évav yla ta andpinta.

Texvia Xapaxtnpiotikég

1) O apBudc twv UNOAEMOMEVWY AEUKGIV v Efval MIKPOTEPOC amd 1x10° .

2) Havaxtnon twv gpubpokuttdpwy va eival HeyaAltepn tou 90%.

3) Hkatakpdtnon twv alponetaiiwy va eival >98%.

4) Na eival QMOCTEPWUEVD. NE  amoSekTh ErmoTnuovikad  péBodo amd Ty Eupwnaiky Evwon,
anaARaypéva mUPETOYdVWY Kal £TOWa yia Xprion.

5) O BaBusc Aeukadaipeonc va pnv efaprdtal ané ouvBrikeg Beppokpaaiag (4° C A 28° C ) A and tnv
nepiobo anobrikeuonc tou TAPAYWYOU Kai va napauével otaBepog oe LPNAG enineda.

8) To nepifAnua tou diAtpou va anotereitar and BrooupBatd uAks, va pnv eival T0ELKO.

7) G xpdvog dbpTionc tou $iAtpou v eivar pikpoc kal va KN xpeLdleTal doknon nisonc.

8) Xpovog npoetowaciac kat Aeukadaipeong kdtw twy 15 Aerthv HE TIG UNAPXOUTEC CUVBNKES TNC
awpodoaiac.

9} Na eival ebypnoto, va sival CUCKEUQOUEVO OE CuoKeuaadla pdvo Tou to kabéva pe Gheg Tig
anapaitnteg eykpioelc KukAodopiag kai evbeifeic kal va avaypadetal 10 volpepo g naptibag oto
owpa tou dpidtpou.

10) Na dépeL agpaywyolc EVOWHATWHEVOUG oTo didtpo yia va Mepvave Ta epuBpokUTIapa Kal To
$iAtpo va adeldlel téhewa, drou Ba efaodahiletal and tn pia TAEUPA 1) CTEWPOSTNTA TOU OUOTHUATOC,
aAAd tautéxpova va dragdahifetal ka n HIKPOTEPN Suvath anwAsla £puBpoKUTTdpLV.

11) Na unv anaiteitat ékmAuon r evepyonoinen Twy didtpwv pe ducioroykd opd.

12) Na &aBéte obnyiec ota EAANVIKG.

13) Na €xouv éykpion kukAodopiag Twy appddlwy ywpv NG EE (CE Mark) kai n etapeia KOTAOKEVAC
kot StdBeonc va Slabétel TUoTonomTika rowdtntag ISO 9001:2000 kol EN 1SO 13485:2003 yw Ta diktpa
KO YLt TOUS aokoUC 1SO 3862,

14} Na efaodahiletain katakpdnon tou CMV kal n aroguyr LETAEOCHS ToU PEGW TRC HETayywong.

15) H npoodopd va cuvedsietal anapaitnTa ano éva Seiyua.

16) H napédoon va eival dpeon and v napayyelia (eviog eBSopddac).

17) Na 608¢ei katdAoyoc THIRATWY-XpNoTwY and Nogokopeia e EARAdac.



TENIKA [1A OAA TA QIATPA KAI AZKOYS

BAZIKEZ YNOXPEQZEIZ

1. Na éyouv Eykpion kukAodopiag Twv apudsiwv APXWY TWV XWPWY Tne Eupwnaikig Evwonc (CE

marking) rj/kat ané to FDA.
“2:-Na;i'tapéxouv TUOTOTION Tk OLGTATAC KATAGKEUNC, Orwg ISO, GMP.

3. OUETIKETEG OAWV TV QoKLY Kat TwV KBwriwv petadopdc kaBug kal oL o8nylec xpriong va eival otnv

E:\:‘\ﬁa}m’] YAwooa, onwg woyvel and 12/7/1998 ge gapuoyn ™ ur’ apiBuol 93/42 odnyiag tng E.E.

4. Znteltaw yia kdBe Tono ackuv kal dAtpwy nouv Ba npoodepOei va karateBoiv ansd 3 {tpia} Seiypara,

OUUPWVA PE TIC npodiaypadéc tou E.KE.A.

5. Na SuwaBétouv BBAoypadikn TeKunpiwon ywx v QOTEAECUATIKGTNTE TOUC, yio OAEC TIC

npodiaypadéc.
6. Zta dpiAtpa va avaypadeTal o aptBuég tne noptiéag touc.
7.Na katateBel neAatoldylo ano ta Kpatikd Noookopeia nou xpnowonolovrad.

Hgruponn texvikav npoSiaypadpwv

1. TaBpinAidou Fogia<
2. Xoar{nkapdpn Mapia A

3. Apaunrarl Osavw %

KaBdhAa, 21/07/2025



