TEXNIKEZ NPOAIATPADEZ AZKON ZYAANOIHZ AIMATOZ

MOIOTHTA - ZXEAIAZH

1. To nAaoTIKO TWV ACKWV Va €ival apioTng noidTnTac kai uPnAng dianepaToTnTac , dlapaveg
Kal GypwHo .

Aev Ba npenel va gival XpwUATIOPEVO O TETOI0 BaBuo nou va ennpealetal SUCUEVQC N
XPWHATIKN €EETAOCN TOU AiATOC Kal Twv nNapaynywv Tou(IS03826-1Q2003nap.6.2.4.). Ol
TTAOGTIKOI QOKOi TTPETTEI VA gival GuuBaToi yia To avaAoyo TTapdywyo aipgaTtog Tou Ba
anoBnkeuTei.

2. O oxedlaouoc Tou aockoU Ba eival oAU NPoCeKTIKOC, WATE va NANPoi OAEC TIC ANAITHOEIG
Xprong piag ouyxpovng Tpanelac AipaTtoc. Oa Qpepel APIOTEC KAl AOPAAEIC NEPIYETPIKEG
OUYKOANOEIC Xwpic NEPITTEG anoAnEeic NAaaTIKoU NEPIE aUTWV NPOC anoguyn
OUYKEVTPWONG pikpoBiwv (ISO 3826 § 4.1)

3. OAa Ta cUCTAPOTA AOKWYV Va €ival ATTOOTEIPWUEVA Kal EAeUBEPA TTUPETOYOVWV OUCIWV
(1503826 § 5.4.2.1)

4. EowTtepikd 0 aOKOG va pnv TTapouciadel avwpaAieg Tou TTAAGTIKOU i TwV GUYKOAANCEWV.
Na gival TavtoU KoiAog Xwpig ywvieg, yia TNV dpioTn ouvTAPNon Kal atTpdoKOTITN
METOQOPA TOU QiPATOG KAI TWV TTAPAYWYWY TOU, KABWG Kal TNV atroQuyr Bpoupwy.

5. O TpwTelov a0KOG va PEPEI EVOWUATWEVN GUOKEUN aldoAnwiag atrd TTAACTIKO CwARva
ApIoTNG TTOIOTNTAG MAKOUG PETAEU 80 eK.-120 eK. TTEPITTOU, ECWTEPIKAG Kal EEWTEPIKAG
SlapéTpou oup@wva pe 10 ISO 3826. O cwAfvag va kataAnyel o€ BeAdvn QAEBag 16G
AvVaypPOPOUEVO OTNV ETIKETA TOU aokoU. H BeAOVN va @EPEl TTOAU AETTTA TOIXWHATA, Va €ival
OIAIKOVAPIOPEVN KAl ATTOCTEIPWUEVN KAl OTPAUMATIKHA.

6. ZUpQwva Kal he TIG 0dnyieg TNG TTapaypdgou 4.7 Tou ISO 3626, n BeAdvn aipoAnyiog Ba
gival eEvowpPaTwEVN Kal €ival EVOWPATWPEVN Kal avattOoTIaoTh atrd T0 CWARva cUAAOYAG Kal
Ba KaAUTITETOI ATTO TTPOCTATEUTIKO TTWHA. TO TTPOCTATEUTIKO TTWwHa Ba gutrodidel Tn diappon
QVTITINKTIKOU, Ba d1aTnpei atrooTEIpWHUEVO TOV AUAS, OTEYVI aTTO aVTITINKTIKG TN BEAdVN Kal Ba
aQaipeitTal EUKOAA. To TTPOCTATEUTIKO TTWHA O Ba PTTOPEi va eTTavaypnoIKoTToINBEI, i
TTapatToinBei Xwpig autd va kabioTatal TTPodNAWG EPPAVEG.

7. MNa TN oTAPIEN TwV CWARVWY, TOUAGXICTOV 0 KUPIOG a0KOG KABE CUCTANATOG VA QPEPEI
omrwadnTToTE aTTd U0 (2) avOeKTIKG avoiyuaTa o€ KABe KaTd PrKog TTAEUpd Tou.

8. O owAvag aiyoAnyiag va avaypdeel avegitnAa Kal EuavayvwaoTa ToV avayvwpioTiKG Tou
apiBud ava diaoThuaTa.

9. ETri ékaoTou aoKoU TOU GUATHNOTOG Ba UTTAPXE! ETIKETA TOU PE TUTTWHEVA OAQ TA
atrapaitnta oToixeia. O eTIKETEG Ba PEPOUV EUKPIVT] KAl avaAAoiwTn eKTUTTWON. Oa eival
QavOEKTIKEG Kal GAPIOTNG TTOIOTNTAG WOTE VA PNV aAAolwvovTal | KataoTpé@ovTal (o1 idiEg A n
EKTUTTWON TOUG) 0€ BIAPOPOUG XEIPIGPOUG 1) oTnv Wuen / amoywuén. Na kataoTpé@ovtal Kal Oyl
va atrokoAAoUvTal o€ TTpooTTdBeia atmokOAAnong (1ISO 3826 § 5.2.9 kai 7.4).
ETri Tng eTIKETOG KABE aokou, Ba avaypd@ovTal UTTOXPEWTIKA :

a) TO €i50G KAl 0 OYKOG TOU AVTITINKTIKOU SiaAupaTog (1.x.CPD 63ml)

B) 0 6yKOg AipaTOog 1) TTAPAYWYWYV TTOU SEXETAI O AVTIOTOIX0G AO KOG Kai (TT.X.450ml)

y) 0 KaBopLopadg tng naptidag Kot tnv nuepopnvia Angng

8) Tov KwSWKO Mpoidvtog Tou Kataoksuaoti(ISO 3826-1&8.2)



ONOMASTIKH EZQTEPIKO ESQTEPIKO MEFE©OS ETIKETAS

XQPHTIKOTHTA MAATOZ(mm) MHKOZ (mm) (1-5mm)
450 120 177 105 105
500 120 185 105 105

10. Ta otéuia e€6dou (outlet ports) OAwV TWV ACKWY TwV TTapaywywv Ba ival
KOTOOKEUAOPEVA OUP@WVaA e TNV TTapdaypago 4.8.1 Tou ISO 3826 (o1 TAacTikoi odkol Ba
SiatiBevral ye £va A TTEPICGOTEPA OTOUIA £EOB0U YIa T XOPRyNon aipartog f mapaywywyv
aiparog Ta oTopIa €£600U Ba aTroPPAcTOovVTal GTEYAVA atrd To aUoTnua diarrépacng, BA.
ISO 3826, § 4.8.1). KaBe o1opIO £€0d0U Ba pEPEl Eva EpUNTIKA GOPAYICUEVO KAEIOIHO
ao@aAgiag EUKOAQ ATTOOTTWHEVO KAl hN ETTAVATOTTOOETOUNEVO, TOU OTToiou KABe TTapaiaon
va ptropei va gival opBaApogavng, oUTwg WOTE va SIaTNPEITaI ATTOCTEIPWHEVN N ECWTEPIKN
em@aveia. BA. ISO 3826, § 4.8.2.

11. Ta CUCTAPATA TWV OOKWYV VO GEPOUV EIBIKG TUOTNHA AWEWG BEIYUATWY QiPATOG EV KEVW
o€ KAEIoTO KUKAWA TO 0TT0i0 va e€aa@aliel atrdAuTn oTelpdTNTA 0TO AauBavouevo aipa
yIQ TNV aTTOQUY] ETTIMOAUVOEWY GTOV TTEPIBAAAOVTA XWPO.

12. Na @€pouv evowpoTwpévo oUCTNUA TTPOCTACIAG TOU QIPOANTITA IO TNV OTTOQUYT TTIBAVWYV
TPUTTNUATWY aTTo TN BEAGVN Katd TN dladikagia améppPIYAS TNG UE APECO KivOuvo Tn péAuvan Tou.

13.Ta &eiypara va AauBdavovTal atmd eVowpaTwPEéVN GUOKEUN aipaTog (UIKPOG €101IKOG aoKOG
XwpenTIKOTATAG TouAdyiaTov 30ml) aTov oTroio Ba guAAéyovTal Ta TTpwTa Ml aiyaTog TTPIV aTrod TNV
Kupiwg Ajyn .

ZYZKEYAZIA

Ta d1Gpopa oucTAUATA aokwv Ba €ival TONOBETNWEVA O ATOUIKI OUOKEUATIa EVTOG
nAaoTikoU diagavoug ) and aloupivio €1dIkoU aopaAoUc kal aveeKTIKoU PpakéAou,
anNOCTEIPWHEVOI KAl EPUNTIKA OPPAYICHEVOL.

H ouokeuaaoia Twv aoK®WV Kal Twv OWARVWY Toug EVTOG ToU (pakéAou Ba eival AveTn Xwpig
va €ival dInAwWEvol 1) va pEpouv ToakiopaTta o d1agopa onueia Touc.

Eni Tne eTIkETAC Tou pakéAou Ba avaypapovTai:

-0l NEPIEKTIKOTNTEG TWV ACKWV Tou ouaTruaToc(n.x.450x450x300ml)
-To €i®0G TOU avTINNKTIKOU KAl TOU NpooBeTou SIaAUUATOG
-nUepounvia ANENC Twv aoKwv

O1 @dkeAol Twv oKWV Ba gival TOTTOBETNPEVOI UE AVEDN KOl TTPOTEKTIKA, EVTOG AVOEKTIKOU
Kal KAeIoTOU KIBwTiou pIKpoU BAPOUG KAl EUKOANG HETAPOPAG.

Ev1ég kdBe kiBwTtiou peTag@opds Ba uTTApXOoUV UTTOXPEWTIKA avOAUTIKEG 0dnyieg xpriong
TWV AoKWV oTNV eAANVIKA YAwooa.
H didpkeia {wng Twv aokwv (shelf-life) Ba eival TouhdyioTov dUo (2) xpovia atrd Tnv

NUEPOMNVIa ATTOOTEIPWOTS TOUS, OUNPWVa pe To 1ISO 3826 § 6.2.

Eni Tou kiBwTiou HeTAPOPAG Ba cival ENIKOAANUEVN ETIKETA JE EUKPIVAG avaypaPOpEVa
TOUAAyIoTOV Ta KATWOI anapaiTnTa oToIxEia :

e EpyooTtdaio kai dielBuvon
e Eidog aokwv(dITAdG ,TPITTAGG,K.T.A)
e To €idog TOoU avTITTNKTIKOU Kal Tou TTPOoBeTOU SIoAUMaTOG




Huepounvia Af&nG Twv aokwv

H Bepuokpacia amobrikeuong

H eutrepiexouevn eviog Tou KIBwTiou TTOoOTNTA CUCTNNATWY aokwv (1ISO 3826/7:3)
H didpkeia CwnAg Twv oKWy Ba gival TOUAGXIoTov duo (2) xpovia atré TNV nuEpounvia
QTTO0TEIPWONG TOUG CUPPWVA pE To ISO 3826/6.2

BAZIKEZ YMNOXPEQZEIZ

H 6An diadikacia Tapaywyng Twv TTPOCPEPOUEVWY AOKWYV Ba gival cUPPWVN PE TO
G.M.P.(Good Manufacturing Practice )

H mpwTn uAn Ba eivar Medical Grade .©a TnpouvTal OAEG oI avwTEPW CNTOUUEVOG
Tpodiaypagés Tou ISO 3826/1993.

Ta cuotiuaTa Ba @Epouv 6Aa Tnv évdeiEn CEMark kai e1mi TG €TIKETAG €KAOTOU aOKOU Kal ETT
TOU XOPTOKIBWTIOU PETAPOPAG TOU.

YTmroxpeoUvTal € Ol JETEXOVTEG VA KATABETOUV Ta OXETIKA TTIoTOTToINTIKG CEMark.

O1 €TIKETEG OAWV TWV ACKWV KAl TWV KIBWTIWV JETAPOPAG KABwG Kal ol 0dnyieg xprong 6a
gival otnv eAANVIKA YAWooa, OTTwg auTto IoxUel atrd 12/7/1998 o€ epapuoyn TNG uTr
ap1Bu.93/42 odnyia Tng EE.

2¢ évav(1) ek Twv OOPUPOPIKWY AOKWYV KABE CUCTANATOG, XWPENTIKOTNTAG TOUAGXIGTOV
300ml,Twv KataAAAAWV TUTTWV aOKWY, Ba avaypd@eTal OTNV ETIKETA TOUG EUKPIVWG N EVOEIEN
<<aIYoTTETAAIO 5 nuepwV >>.01 TTAACTIKOU aoKoi TTPETTEl va ival cuuBaToi yia To avaloyo
TTapAywyo aiuaTog TTou Ba aTToBnKEUTE .

Na katateBoUv TouAdyioTov 5 OeiyhaTa aoKWYV aiuaTtog ato To TTPOCPEPOUEVO TUTTO .

Eidog 1:TpimrAoi aokoi aiparog CPD n CPD2D ka1 duo dopu@popikolg aokoUg
TouAdyioTov 300 kai 300m| ékaoTog HeE TTPOCOETIKO ouvTnPENTIKG SiIdAupa 100mI yia
£puBpd TOUAGXIOTOV 42 NUEPWYV, TTAAOHA KAl AIJOTTETAAIA 5 nUEPWYV .

TEMAXIA - 8000 (MpoUtroAoyicBeioa darrdvn pe GrA 35.216,00 €)

Kwd. Maparnpnmpiou Tipwv 2.1.100 / Tiur 3,55 €

KQAIKOZ NO>XOKOMEIOY: 60336

Eidog 2: EPTAZTHPIAKA ZYITHMATA ME QINTPO YWHAHZ AEYKADAIPEZHEZ MNA MIA
MONAAA zYMNYKNQMENQN EPYOPQN ME ENA 2YNOAO AzZKO

Nepypadr tou Tuotpatog:

To cUotnua Ba mpémel va mepthappavel: puyxog cUVEECNC E TOV A0KO TOU alpatog, £va
OTOYOVOUETPLKO BaAapo pe MPOdIATPO ylo TNV KATOKPATNGON TWV HLKPOTINYUATWY, £va
diAtpo dBnong uPnAng amddoaong Kal £va EVOWUOTWHEVO 0ok amod PVC yla tn cuAloyn
TwV AsukadalpeEVWV epuBpoKUTTOPWV.

TeXVIKA XapoKTNPLOTIKA :

Na e€aodpalilouv tn peyorltepn Suvath KATAKPATNON TWV ASUKOKUTTAPWY WOTE T
uTtoAeudpeva AeUKA va eivat Kdtw armd 1 x10°.

Na e€aodaliletal n péylotn duvatn avaktnon twv epuBpokuttapwy (>95 %)



O aokog culMoyng Twv Asukadalpeévwy epuBpwv va gival apLotng moldtnTag, anoiuta
Slouyng, dxpwpog Kat kolhog yla tnv dplotn cuvtnpnon Kol petadopd Twv puBpwy Kat TV
amnoduyn Bpoupwv.

Na elval amootelpwpéva Pe Y-0KTIVoBoAld, anaAAayUéVa TTUPETOYOVWY KAl ETOLUO YLO
xpnon.

To ovotnua va e€aodpalilel To Télelo adelacpa Tou dpidtpou.
H pepBpdvn tou diAtpou Kal To eEWTEPLIKO KAAUMUA Va elvat amoAuta Blocupparta.

Na €xouv €ykplon kukAodopiag amnod tig apxec tng E.E (CE Mark) kaw n etatpio kataokeung
va SloB€Tel mioTomonTka mototntag I1SO.

Noa cuvodelovral and odnyleg Xprioews ota EAANVIKA.

O xpovoc Asukadaipeong otoug 22°C va pnv Eemepva ta 10 Aemtd kal otoug 4°C ta 20
Aemta.

Na £xouv povr) cuokeuacia Kal n maptida tou UAKOU va avaypadeTal 0TO CWHA TOU
diAtpou.

H npoodopad va cuvodeletal anapaitnta pe tpia delypoata.
H napadoon twv diktpwy va eivat apeon.
TEMAXIA - 310 ( MpoitoAoyioBeioca datravn pe PIMA 4.170,74 €)

Kwd. Maparnpnmpiou Tipwv 16.2.30 / TiuA 10,85 €

KQAIKOZ NOXOKOMEIOY: 85712



