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‘Epeuva ayopdg mrou agopd

Mpokeipévou va KaAupBoUy TpéXouoes avaykeg, To FNO Ayiog MalAog TTpokeiral va
TIpoPei TNV TTPOMNABEId TwV £13WV TTOU QvagEPOVTal OTOV TTIVOKA TTOU GKOAOUBE!, HE Tn
diadikaoia g dnuooicuong oTo S1adikTuo Kal TN CUAAOYH TIPOCQOPWY UE KPITAPIO TN
XaunAdTepn miun , n omoia dev utropei va utrepBaivel 1o 1péxov MNapameninpio Tiwwv g
E.N.Y N.3846/2010 &pbpo 24.

Ta mpooeepdueva €idn TPETTEL VA CUNHOP@UWVOVTAIL JE TIC aTTAITATEIC Twy SieBviy &
Eupmrdikwy 1rpotiTiwy Kol va @épouv TV TTpofAstousvn orpavon CE. ZTi¢ Tpoo@opég
Ba TpéTTel va avagépovral amapaitnta o aptBpoi Mnrpwou Tou Maparnpntpiou ye Toug
otroioug avTioTolxiCovian Ta crToUpeva UAIK@. Ot TrpopunBeutéc Ba mpETel va avagépouy
etmiong Tov kKwdikd GMDN kai Tov Kwdikd EKATMTY Twy Tpoceepouévwy 18wy ,0AAG Kol
TOV XPOVC TTapadoong Toug.

O mpoogopég Ba yivovian O8ekTég oTo ypageio Aiax/ong YAkod uéow, e-mail n
TAXUdPOUIKWG. H nuepopnvia kar wpa TTapadoong Ba TTpoKUTITouUV amd TNV nuepounvia
e-mail Kol yia TTPooQopEg TTou KaTiBevTan pECw TUXUdPOMEioU, ammd TNV nuepounvia Kal
wpa KAtaBeong NG TTPooPopds TTou 8a avagéper To aTrodeIKTIKS emmidoong Tou @akéiou. Ol
TTPooPoPEG TTou Ba Trpookopifovral 10toxXeipws Ba KaTATIBEVTAl TTPONYOUHEVWS OTNV
utinpeoia TpwtokéAAou Tou Noookopgiou. O1 Trpoo@opéc Tou Ba KaToTifevTal oTnv
uTInpesia TEPA NG KATOANKTIKAG  AMEPOMNVIaS ko wpag, Ba  amoppirrrovial  w¢
EKTTPOBETUEG. ZE TIERITITWOT Trou {n1nBei delypa, KpiveTar atTapaitnTn N TTROGKAMICT] TOU.

KaraAnkTiki nuepopnvia 29-08-2024
KaraAnkrikin wea : 15.00

O1 rrpoo@opéc Trapakalovus va £xouv 10U £wg 6 piveg



Nepiypaen

TPINAO!I AZKOI AIMATOZ CPDA 1 CPDA-1 450 ml EPYOPA 35 HM.
(210462388020006)

Tpimhoi Aokoi Aiparog pe avritrnkriké CPDA rj CPDA-1, 450 ml yia ouAAoyn aipatog, 35
nuepwv. Me d0o €18ikolg Sopugopikolg aokols TouAdyxioTov 300 mi £KAOTOG, Yid
SlaXwpioud aINOTTETAAIWY 5 NUEPWV Kal TTAGOHATOC,

TENIKEZ TEXNIKEZ NPOAIATPADEZ AZKON - ZYSTHMATQN SYAAOTHS AIMATOS

TTOIOTHTA — ZXEAIAZH

1. To mhaotikd twv aokwy va etval aplotng moldtnrog kaw unAig Stamepardnrag, anéAuta Slawyéc
KoL Gxpwio. Aev Ba PETIEL vat Elvai XoWHXTLoUEVo o TETolo Babpé mov va ennpedletatl Suopevwg n
Xpwpatki e8€tacn Tou alparog kot Twv tapaydywy Tou (1IS03826-1 02003 nop.6.2.4.)».

2. To ulik6 Twv TAACTIKGWY aokwy, Ba mpémel va elvor oupBoatd umd KatdAAnAeg ouvBikeg
anoBrikeuong, we to avéhoyo mapdywyo alpatog mou Ba cuvinpndel wote va etaodoriletal n
avtaAiayr aepiwy kol n Statdenon ctaBspod pH.

3. Ohat T oUCTAMATA QOKWY, Vo elval amooTelpwpéva Kal EAeUBEpa MUPETOYOVWY DUGLLY Kat un
ebBpavota uné kavovikég cuvBrike aroBikeuong (ISO3826-1 § 5.4.2.1)

4. OAa ta ouoTAMATA TwY aokwy, Ba PENeL Ve TANPOUV GAEC TLC PUOIKES, XNUKES Kol BLOAOYIKES
npoiinoBécels nou npofAénovral ote 1503826-1 nap. 6.2,6.3,6.4.

5. O oxediaopog tou ackov, Ba elval HoAL ripogektikds, wote va Anpol GAeg TIC ortauthoeLS xpnong
Hiag cOyxpovng Tpdmelag Alparog (Ba npénet va efacdarilovv Ty aodord Kat dvetn ouloyr,
omoBrikeuon, enefepyooia, petadopd, Staxwplopd kar xophynon ohwol alporog kot Twv
nopaywywy autol), IS0 3826-1 rap. 5.1.

6. O aokdg Ba depet dpioteg Kar aodaleic NMEPLUETPIKES OUYKOAAACEL, Ywple MepLTTéc aroANEELC
TAQOTLKOU TIEPLE AUTWV, TIPOS amodUYH SUYKEVTPWANG UkpoBiwy {ISO 3826 § 4.1),

7. ECWTEPLKA O AOKOG, VO NV Mapouotdlel avwpoAisg Tou TAAoTIKOD f Twy ouykoAAjoewy. Na elvol
navtol kothog, xwpls ywvieg, yia v dplotn ouvtripnon kat QIIPOCKONTN eTadopd TOU alpaTod Kat
TWY TIOPAYWYWY Tou, KABWE KoL Ty anoduyr tikpoBpduBuwy.

8. O npwreliov aokdg, va GpEpet evowpaTwévn cUoKeun aipoAnpiac and mAacTikd SWARVQ ApLoThg
noLOTNTAG WitKoug 2800 mm kat’ eAdyioto xat 1200 mm nepinou, sowteptkhc Slapérpou 2 2,7mm
Kat éxog Toywparos 2 0,5 mm, ctipdwva pe To 1SO 3826-1.

9. O owAivag va kotakiyel os Behdvn GAERag 16G, avaypadOuevo oTnv £TKETa TOU aokold, H
Behovn va dépel mMoAY Aemtd TOWMata, Vo elval OMKOVOPIOHEV, OMOCTELPWUEVN KoL
ATPOUPATLKI.

10. Zopduwva kat pe Tig obnyles tng napaypédou 4.7 tou ISO 3626, n Behovn anpoAnlag Ba elvat
EVOWHATWHEVN KA QVartdonaotn and to cwAAVA GUANOYAC Kot Bo KaAGRTETAL Ao NPOGTUTEVTIKO
npa. To npooTatevtiks nwpa Ba eprodiler T Swappory aviunkTikoy, Sa Siatnpel anooteipwuévo
Tov QUAS, oTEYVH amd avrimnkTikd T BeAdvn kat Ba adoupeitor evkoa. To TIPOOTATEUTIKO T 8¢
Ba propet va eravaypnotpononBel f rapamownBel, xwplc autd va kabiotarat npodniwe sudavéc.

11. «Tia ™ otApign Twv cwAivwy, TOUAEXLOTOV 0 KUPLOC AoKAC KABE GUOTHNOTOS 1} O TEALKAG oKAC

anobrikevong epuBpokuttdpwy, va dépet onwobiinots and 500 (2) avBektikd avolypora og xdBe
Kotd koG mAeupd Tou.»




12. O owAfvag Tou ackod UAatng Twv epuBpokuttdpwy, va avaypddet avefitnAa kat evavayvwota
TOV QVOYVWPLOTIKG TOU aptBuo ava Slaotripata.

13. Eni £Kk0OTOU 0OKOU TOU GUOTAUNTOC B UNMAPXEL ETIKETA TOU e TuRwMéva A ta arapaitnta
otoeia. Ot eTikétee Ba PpEpouv eukpiv Kal avodholwtn extinwan. Oa eival avBeKTIKES Kal APLoTNG
TIOLOTNTOG, WOTE Va pnv aAhotwvovtal iy Kataotpédovrot (ot iBLeg i} n eKTUNWON Toug), o€ dddopoug
XElpLouoUg 1 otnv Yugn / andduln. Na kotaotpédoviar kat Oyt var arntoxkoAovvtal o€ mpooTdBeia
artokoAAnong (1SO 3826 § 5.2.9 kal 7.4).

14. Evti tng eTKkETOS KEBE dokoy, Ba avaypadovial UTIOXPEWTIKA:

Mepypadn nepiexopévay, £l8o¢ ocuotiuatog aokwv {SUTAGG, TPUTAOG, TETPANMAGG KTA) Kat
ripotewduevn xpron SnA.

a. NeplektikdTnTa, olvBeon, eidog, okeVoope kat Oyko i uwélo Tou avtuinkrwkod kKot / f Tou
ouvinpnTikol StaAluarog Kol kd8e GAAou UAKOU TtoU EL0AYETAL, OTwG EMICNG KAl Tov Oyko 1 T
MAZa Tou alOTOC KAL TWY UPyWywy Ipog GUAoYN.

b. ZAuavon rou va npeodtopilet amocTEipwon Kol Un UPETOYOVaL.

c. Zhpavon mou va Tpoodiopilet otnv N XpRoN Tou RAACTIKOU CUAAEXTH (aokol), edv umdpyet
eudavng evBen dBopag. -

d. Zrjpavon 1ou va tpoeSilopilel TNV anayopeLan g EL0aywyng aépa.

e. ZAuaveon ou va ripoodiopilel 01t 0 aokdE gival i Xprion Hovo.

f. Trinoveon yia tg odnyieg xpAong Tou ackou.

g. To dvopa Kat n StevBuvon Tou KoTaoKeUaoTr 1 To ovopa Kal i StebBuvon tou npopnbeut)

h. Tov kaBopiouod Tn¢ naptidac.

i. EGv kpivetal avaykaio, n etkéta punopel va nepléyel otolyeia mou adopoly tny nuepounvia
reépa antd tnv onola Sev nipéret va xprcurontoinBel 0 aokag yua tnv culhoyr alpatog Kat Tov kKwdikd
TpoiOVTOC TOU KATAOKEUACTH,.

15. AapBovopévng it odn Tng odnyiog Tou 1SO 3826 § 3.1 ot £TIKETEG KOL TO ECWTEPIKO TWV AOKWY
slvat anmapaitnto va £5ouv TIg KETWwOL SlaoTdos:

ONOMAZTIKH EZQTEPIKO EZQTEPIKO METE@OZ ETIKETAZ (1-5 MM)
XQPHTIKOTHTA | NAATOZ (MM) | MHKOZ {MM) [AATOS YUOz

(ML)

300 120 145 100 20

350 120 160 100 100

400 120 170 105 105

450 120 170 105 105

500 120 185 105 105

16. O1 suvBéoetic Twv avTunKTikwy Kat npocBetikwy Stahupdrwy, va elval oOudwves pe T odnyleg
NG Eupwnaikng Qappakomnollag (Eur. Ph) kat va avaypddovial avoluTKE i TWV ETKETWV TWV
avtioTowywy ackwv (IS0 3826 § 7.1.b).

17. Ot npobraypadEc Twv aokwy G avtoxn Katd tn Guyoxévepnon, va cupdwvoly pe to 15O 3826 §
6.2.7, { 5000G x 10 Aenté otouc 4 kat 370 C).

18. Ou npoSiaypadég avioxng tou mMhaotikol os Stddopeg Beppokpaoies, v oupdwvoulv ye to 150
3826 § 6.2.5 {atoBrikeuon og -800 C yia 24 (pec).

19. Ta oropa €§68ov {outlet ports) OAWV Twv QoKWY Twy Fapaywywy, Ba elval Kataskevaopéva
oUudwva pe v mapdypado 4.8.1 tou ISO 3826 (ot mAdotikol OAKOL TWV TPOC pETAyYLon
napaywywyv Ba SwriBevtar pe éva i mepioodtepa oo €680y yia T opdynon aluatog f
ropaywywy aipatod. Ta otopla e£68ou Ba arodpdooovial ateyavd and to clotnua Stanépaonc,
BA. 1SO 3826, § 4.8.1).




20. KdBe otépio €§660u B dépel éva epunTikG odpaylopévo khelowo aobadeiag, elkora
QIOCTUMMEVO Kat N emavoronoBetoduevo, Tou onolou KOs nopapiaon va pnopsl v slvan
odpBaipodavris, oltwe wote va Starnpeltat artootelpwuévn N EoWTEPLKH eniddvela. BA. 1SO 3826, §
48.2.

21, Ta cUOTUOTA TWY aoKWY, va dépouv e18ikd clotnpa AMpewe Serypdtwy alpaTos eV KeVw o8
KAELOTO KUKAWUY, TO omolo va efaodailer andAuty otelpdtnta oto AapBavépevo afpa, vy thy
anodpuyn erpcAivogwy otov neptBaAlova xwpo.

22. No GpEpOUV EVOWHATWIEVO CUCTNHA TPOCTACIOG TOU QLMOARITH, yia mv aroduyh rubBaviv
TpURNUATWY Ao T Behdvn, katd ) Swabikaota andppudic e pe Gpeoo kivBuvo tn uodAvvor Tou.

23. To obotua Ssiypatonpiag va elvar dppnkta cuvBeSepévo ev celpd Tdvw oTo aoKibLo Tpo
ouAAoy g aiparog, n xwpntikdTiTa Tou St ver givat touhdyLotov 30 mi,

ZYZKEYAZIA

1. Ta Suapopa cuotipata ackwy, Ba elvar TomoBeTuéva os atopiky cuokevacia £VTOG NMAACTIKOU
Sladavois i and aloupivio eldikol acdarols kat avBektikol dakéou, QNOCTEPWMEVOL KoL
EPUNTIKY odpayiouévor.

2. H ouoKeUQOLa TWV oKWY KAl Twy CwARVWY Toug evidg Tou dakéhou, Ba elva Aavetn xwpls va
elvau Sumhwpévor 1y var pEpouv Toakiopata oe Siddopa onpeia TOUg.
3. Zmv eTETa ouokevaoiag Tou pakéhov Ba avaypddovrat ot e€AC nAnpodoplisc:

¢ [epypodr nepexopévmv KaL RPOTEWVOpEVN XPHON.

. ¢ Tepektikémta, olvBeon, okevaopa xat dyko 1y pdla Tou QVIMNKTKeD Kol / i Tou
ouvinpntikoy Sahbparog Kat kéBe dAlou LAKOU Tou stodyeta, émwg eniong kot tov dyko i T
HAZa TOU alpHaTOS KoL TWV APAYWYWY TIpoC cuAhoyn.

*  Ovopa kal StebBuvon kataokeudotA kal/n npopnBeuty,
*  [epypadn nepteyopévay,
*  Huepopnvia Migng,

¢  Obnyla mou va avadépet petd and néoeg uépec Sev npénet va xpnotonownBet o mMiaotikdg
QOKOG HETE TRV QIIOUAKPUVOT TOU améd Th ouokevacia Kal

*  Tpoodiopwopsd naptidag. Eqv ypnowonoweital Siadavig ouokeuaoia, dAeg oL minpodoptec
Twv Tapaypadwy 8.2 & 8.3 (ISO 3826-1), Ba mpénet v RAPOUCIAIOVTOL OTAV ETIKETA TOU
TIAQLOTIKOU 0.aKO(»,

4. Ov péreAot Twv aokwy Ou elvar TornoBetnuévol pe Gvean Kal POTEKTIKY, EVIOS QVBEKTIKOU KL
KAeLoToU kifwtiou pikpod Bapoug Kat EGKOANG HETADGOPUC.

5. H guketa tou kiBwriou uetadopde, n onola npéret va slvat EUKPWVWG ETUKOANNLLEVR, PETEL VA
TEPLEXEL TIG RapaxdTw TAnpodopies (anapattnta otoiyela):
*  To ovopa kaw n SLEUBUVON TOU KOTAGKEUQQTH 1} TO GVoua Kat n 8tebBuvon tou mpounBeuth 4
TOU EpYOOTaCioU MApOyWYNC,
¢ Nepypadr nepleyopévwy, eldog ouotApatog ackwy {Sude, TPUTAOG, TETPAnAdG KIA) KoL
TPOTEWOHEVN XPrion SnA.

- DNepektikdtnra, obvBeon, elog, okevaopa kat 6yKo 1 pdla Tou avannktkoy Kat / 1) tou
ouVINENTKOU Slahbpatos kat KiBe dAou LAWY Tou elodyetat omwg entong kat Tov Gyko K T
HAT0 TOU QHOTOG KL TWY APAYWYWV Tpog GUAAOYH.
¢ Zuvbrkeg amoBrikeuong (Bepuokpacic anobrxeuonc).
¢ Tov xaBopiopd tng naptidog,

*  Huepopnvia Adéng,
*  Epreptexopevn eviog Tou KiBwtlou mogdtnTa auoTnudtwy aoKmy.




*  Av 1o xiponio petadopds Asitoupyel oav atopikr} cuokevaoia, va undpyet odnyia mou va
avadéper petd and ndoeg HEPES Sev TPENMEL va XPNOoLUoTonBel 0 MAQOTIKOG QOKOG META TNV
QITORAKPUVOT) TOU atd TN CUCKEVQOLd.

6. Evtog xdBe xiwriou petadopdc, Ba UMAPXOUV UNOXPEWTIKE OvaAUTIKES odnyieg Xpriong Twv
QOKWV GTNV EAANVIKT YAWOOO. .

7. H 81dpxela Lwng Twv ackwy (shelf-life), 8o slvatl Touddyiotov o (2} ypdvia ard tTnv niepopnvia
arooTeipwong Toug, cUpdwva e To 1SO 3826 § 6.2.

BAZIKEZ YITOXPEQZEIX

1. H 0An Swdkaoia rnapaywyhg twv aokwy, a sivan oOudwvn e to G.M.P. {Good Manufacturing
Practice}. H mpwtn UAn Ba eivar Medical Grade. Oa xtnpolvratr 6Aeg ol avwTépw (NTOUMEVEC
nipodiaypades Tou 1SO 3826-1:2003. Ta cvotriuara Ba dépouv Gha thv Evéeln CE Mark xal end g
ETIKETOC EKAOTOU QOKOU Kol eNi ToU XapToKLBWwTiou HETAPOPAEC TOUC. YIOXpeoUvTaL §€ Ot LETEXOVIES,
va kataBéoouy To oxeTtké otonowtiko CE Mark.

2. Na mpookopioBoUv ERIOTUES MEAETEC KOL TUOTOTIOWTIKA TPl TWV TPCOdEPOUEVIV QVILTTNKTIKWY
KOl TpooBeTikwv Stohupdtwy, omou Ba smisfawwvetal n ouvinpnon Twv egpubpwv 35 i 42
TOUAQYLOTOV NUEPES avTioToya.

3. Ot eTIKETEG OAWVY TWV ATKWV KaL Twv Kiwtiwy petadopac, Svvatar va ival oTnv eAAnvikn yAwooa
KoBwg kaL ol odnyieg xprong, drwg autd wyvet and 12/7/1998 ot edappoyr thg um aptBu. 83/42
odnyliag g E.E. 1 obudwva kar pe 1o 1SO 3826-1. Eival Suvatr i xprion cuuBoAwY OTIC ETIKETES TWV
QOKWY, KE v TpolndBeon va nepapBdvovrar odnyieg xpAong otnv eMnvr] yAwooa, svtdg tou
kiBwriou.

4. Ze évov (1) ex twv SopudopikiV AoKWY KABE CUCTAIATOS, XWPNTIKOTNTAS TOUAd)LoTov 300 mi twv
aokwv Swathpnong twv aworetaiiwy, Bo avaypldetar oty ETKETR TOU EUKPWVWG 1 évleién
«onpometaiia évte (S) nuepwvr. Ot mMAaotikol aokol npénet va elvar oupBatol yia to aviioyo
napdywyo alparog rov Ba guvenpnBel.

5. Na katateBotv toukdyiotov tpia (3) Selypara aokwy aiparog and xdfe npoodepdpevo tono. Av
xpeLafovrtat Selypa va eival £va TeEHa)Lo

6. EnutAgov, Bzwpeltal autovonto Nwe oL tpoodepduevol ackol, 8a elvar o Bon va efetacBoly -
cdv kpBel anapaitnto- odudbwva pe ta eidikd Chemical xal Physical tests twv Annex A’ xat B' tou
ISO 3826.

EIAIKEZ TEXNIKEZ NMPOAIATPAQEZ

Tputdoi Aokoi Aiuarog pe avannkuko CPDA 1 CPDA-1, 450 mi yue ouAdoyr aiparog, 35 nuepov.
Me 800 £16koUg Sopuopikols aokous tovAdytaotov 300mi Ekaotog yia Staxwpeloud cuporstalivwy
5 nuepwv kot tAdouotog.

To oloTnUa TPAWY QoKWY aAknAocuvbeduevwv petafld toug, va elvan xatdAAnAo yia Tt Addn
alpatog, napaywyn kot ouvtipnon oiponetadlwy 5 nuepuiv (va avaypddetat el e guxérac),
Topoywyr MAAOUATog KAl ouvTipnon CURmukvVwévey epuBpwv ayptoodaiplwyv o tedelne KAewotd
KUKAWwM.

To ctotnua v artoteheiton and:

* Evav mpwTebovta aokd awpoAndiag twv 450 ml and PVC, te 63 ml avrinnkukd Sidhupoe CPDA-1,
HE evowpoTwpévn ouokeul] awpoAnbiag, n omola va amoljvel of bkl amooctelpwpévn,
QATPAUHATIKA alproAnmks BeAdvn 16 G. O aokdg va £xet sidikr Bpavdpevn aodahotikr Swhelda,
wote va gival Suvat] n kara BovAnon petadopd tou MAGOUATOC, TAOUCLO OF QUUOTIETAALR OTOV
TPiTO QOKO HETA TNV MPWTH GUYOKEVTPNOT. ITOV KUPLWE aokéd va SLatnpoiviar Ta CUMRUKVWHEVY
epuBpd apoodaipla HeTd T HeTadOPE TOU MAAOKATOG TACUSLO 08 QUUOTIETAALN, TOUAGXLOTOV yia
35 nuépec.




* Evav 8eUTepo kevd aoks Twv 450 ml, yia T petadopd, ouvtipnon kot katdugn Tou TAGOHATOC
$rwyou ot cuponetdAia and Tov Tpito aokd, uetd ) Seltepn duyokévrpnan.

* Evav Tpito kevd aokd twv 450 mi, KOTAOKEVAOHEVO M6 El8IKO TAQOTIKG, YLd Topaywyrh Kat
ouvtipnon aonetaiiwy end mévte nuépeq (va avaypddetat ent tng eTikérac).

O mpwtevov aokdg, va ouvléerar pe Toug 800 ouvoSolg ookolg ue cwAnvicko, wote va
arnokonTetal, eviv ot SUo cuvodol aokol v ouvBEovtal petafl Toug e Stakhadwthpa, dote va elvat
duvar n uetadopd rou nAdoparog and tov Tpito otov Seltepo okd.

To olotnua va SatiBetat pe ewikd ovotpo AfPewg Setypdtwy alldatoc ev Kevd, ot KAELOTO
kOxhwpa. O tpdénog Sewyparonlag, va unv mpokahel kawds popdric apdiuon ota And8évra
Selypara. Eniong, va dépet kGAuppQ.

Na depet evowpatwuévo obotnua npootaciag and nbavd tpuriuata e BeAdvne kal and ribavéd
kivbuvo pdAuvong yLa To voorAsuTikS Tpoowmiks. To oUeTUA va TOpEXeL AN PN aoddAsla Kot va
HNv aodaiilet mow and v alpcAnia kat pe kavévay Xeiptopd. Metd Ty dopdiion e BeAdvng,
T0 CUGTNA VA NV ETUTPENEL TNV AROKGAUYN TNC.

Akopn ta Selypata vo AapBdvovial and eVOWHOTWUEVN GUOKEUH oipaTod (ELBIKOC HIKpOC aokdg
XwpnTikdTnTag Touldxlotov 30 mi), otov omolo culhéyovral Ta npwta ml aipatog, npv and Ty
kuplwg AP yia v anoduyy pohlvoswy oto aiua A Ta naphywyd tou, and T duooroyikn
Xhwpiba Tou totol Tou Sépuarog. To evowpatwiévo SelyHatoAnmTikd ctotnua va Slabétet KAAvppa
efacdudifoviag tny mpwTh XpAon Tov.

To MAQOTIKS TWV QoKWY va efvat ard Slawyég kat dxpwpo TAaotkd PVC,

H eowtepiky emubdveld, T@ TOOUOTR, N TOWINTA, N CUCKEUAGLA Kal Oheg oL anapaltnreg
nAnpodopies, meplypddovial oTig VEVIKEG TEXVIKEG Tpodlaypadéc cuoTudTwy aoKmv oulhoyig
odparoc,

K&bBe maptiba aokiv va cuvobedetar and enionuo motononTikd sAéyxou, oto omnolo va dalvetat
ot n nopTiSa unoBABKe O LKPOBLOAOYIKY, BLOAOYIKY KAl GUCIKOXNHKA eféraon. OAa ta kAewotd
ouotipata alwohndiag va dpépouv ahua CE.

Entiong, To EpYOOTAOLO KOTAOKEUHS v lvat TUGTOROWEVO Katd 1SO 13485 kol va riAnpol Stadikacio
rapaywyns ohpdwvn ue 10 GMP, 8nAadH U Ty TPaKTIKY KAARG KOTAGKEVHC.

O AIOIKHTHZ TOY NOZOKOMEIOY

OAYZZEAZ KATZAKAZ
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