TEXNIKEZ NPOAIAIPA®EZ
FENIKEZ TEXNIKEZ NMPOAIANPA®EZ AZKQN ZYAAOINHZ AIMATOZz

A. ZYNONTIKH NEPITPA®H TQN AIA®OPQN TYNMQN AZKQN

TYNOZ 2 Tpinhoi Aokoi Aipatog (CPD 13 CP2D, 450 ml pe €101kO 60pupopIkd
aokd Touhaxiotov 300 ml kai évav akoun OOpPUPOPIKO aCKO HE
npooBeTIKO ouvTnenTIKO O1IAupa 100 ml yia €puBpda TouAdayioTov 42
NUEPWV Kal nAaoua.

TYMNOZ 4 TpinAoi Aokoi Aipatog (CPD 3 CP2D 450 ml kar dUo 30opupopikoUg
aokoUG TouAayiotov 300 kai 300 ml  €kaoTog ME NPOCOETIKO
ouvTnenTikO didAupa 100 ml yia epuBpa TouAdxioTov 42 nuEPWY,
nAGoua Kai aioneTalia 5 nuepwv.

TYNOZ 7 ZUoTnUa TeTpanAwv aockwv OUANoyNnG kal enegepyaciac 1 (uiac)
povadag oAikoUu aipaTtog yia Tnv napackeury 1 (piag) povadag
AEUKA(QAIPEUEVWY  CUPMUKVWHEVWY  EPUBPOKUTTAPWY O  BpenTIKO
Old\upa  pe npdobetec ouoieg, 1 (Miag) povadag avakTnOevTwv
aipgoneTaliov (Un Aeukagaipepevwy) kal 1 (Miag) povadag nAaopaTog
(MNn Aeuka@aipepevou).

B. FTENIKEZ TEXNIKEZ NMPOAIAIPA®EZ 2YZTHMATQN AZKQN ZYAAOINHZ AIMATOZ
MOIOTHTA — ZXEAIAZH

To NAaoTIKO TWV AOKWV va €ival apioTng noidoTnTag kai uwnAng dianepatdTnTag , diapaveg .Aev
Ba npénel va sival XpwHaTIOPEVO O TETOIO BaBud nou va ennpealeTal SUCHEVMG N XPWHATIKNA
€€ETaon Tou aipaTog kal Twv napaynywv Tou(IS03826-1Q2003nap.6.2.4.). O1 NAACTIKOI AOKOI
npEnel va €ival cuppaToi yia To avaloyo napdywyo aigaTog nou 6a anodnKeuTei.

O oxedlaopog Tou ackoU Ba ival NOAU NPOCEKTIKOG, WOTE va NANPOi OAEG TIG anaITACEIG XPRONG
MIag ouyxpovng Tpanelag Aipatoc. ©a (Epel APIOTEG KAl AOPAAEIC NEPINETPIKEC OUYKOAANDEIC
XWPIG NEPITTEG anoAnEelg NAACTIKOU NEPIE auTWV NPOG anoPuyn CUyKEVTpwong HikpoBiwv (ISO
3826 § 4.1)

'OAd T@ CUCTAKATA AOKWV VA €ival anooTeipwUéva Kal eEAeUBepa nupeToyovwy ouciwv (IS03826
§ 5.4.2.1)

EowTepika o aokdc va pnv napouaialel avwpaAie Tou NAAoTIKoU 1 TwV GUYKOANoswv. Na €ival
navToU KoiAOG XwpPi¢ YWVIEC, yia TNV ApIoTn CUVTNAPNON Kal anpdokonTn HJETA(OPA TOU aipaToq
Kal TV Napaywywv Tou, kabwc Kal Tnv ano@uyrn 8poupwv.



O npwTeUOV AOKOG va PEPEI EVOWPATWHEVN CUCKEUN aljoAnwiag and nAacTIKO cwAnva apioTng
noidTNTag MNRKoucg MeTafu 80 ek. kaT' eAdxioTo kal 120 ek. MEPINOU, Kal E0WTEPIKNG Kal
eEWTEPIKNG DIQPETPOU CUPPWVA Pe To ISO 3826. O owArvac va kaTaAnyel os BeAovn PAERag
16G avaypapOpEVo OTNV ETIKETA ToU ackoU. H BeAdvn va @Epel NOAU AenTa ToixwuaTta, va &ivai
OIAIKOVAPICKEVN KAl ANOCTEIPWHEVN KAl aTPAUUATIKN.

SUppwva kal Pe TIG 0dnyieg Tng napaypagou 4.7 Tou ISO 3626, n BeAdvn aigoAnwiag Ba cival
EVOWUATWHEVN Kal avanoonacTtn and To OwAnva ouMoyng kai 6a kaAUnTeTalr ano
NPOOTATEUTIKO NwPa. To MNPoOoTATEUTIKO Nwpa Oa eunodilel Tn diappor) avTinnkTikou, Ba
dlaTnpEi anoOTEIPWHEVO TOV AUAO, OTeyv and avTinnkTikO Tn BeAOvN kal Ba agaipeital EUKOAQ.
To npooTaTeuTikO Nwpa &€ Ba pnopei va enavaxpnoiponoinBei, n napanoinbei Xwpic autd va
kaBioTartal npodNAWG EPPAVEC.

Ma mn oTPIEN TWV OWANVWY, TOUAAGXIOTOV O AOKOC OUVTRPNONG TOU TEAIKOU MNPOiOVTOG va
pEpEl onwadnnoTe and dUo (2) avBekTIKA avoiyuaTa o KOs KaTa PAKOC NAEUPA Tou.

O owAnvag aipoAnwiac va avaypdpel avegiTnAa kal euavayvwoTa ToV avayvwpioTIKO Tou apiBpo
ava diaoTnuaTa.

Eni ékaoTou aokoU Tou ouOTAMATOG Ba UNAPXEl ETIKETA TOU WE TUNWWEVA OAA Ta anapaitnTa
oToixeia. O1 ETIKETEG Ba PEPOUV EUKPIVR) Kal avaAloiwTn ekTUNwon. Oa eival avleKTIKEG Kal
apioTnG NoIOTNTAG WOTE va PNV ahhoiwvovTal n kataoTpepovTal (ol idIEG 1) N EKTUNWOT| TOUC) O
d1IAPOPOUG XEIPIOKOUG N 0TV WUEN / andwugn. Na kaTaoTpepovTal kal Oxl va anokoAAoUvVTal o€
npoondadeia anokdAAnong (ISO 3826 § 5.2.9 kai 7.4).

Eni Tng eTikéTag kGO aokou, Ba avaypagovTal UNoXPEwTIKA :

«d) NEPIyPAPN NEPIEXOHEVMWV Kal MPOTEIVOHEVN XpRnon B) ZUvOeon, okelaoHa Kai
Oyko | pada Tou avTinnKTIKoU Kai\f ToU ouvTneNnTIKOU S1IaAUHAaTOG Kal KaOs aAAou
UAIKOU Nou €10AyETAl ONWG ENiONG KAl TOV 0yko N\ Tn pada Tou aigaTog Kai TV
napayoywv aijarog npog cuAAoyn y) ZAHavon nou va npoadiopilel anooTeipwon Kal
HN —NupeToyova 8) ZRpavon nou va npoadiopilel oTnV BN XPRON TOU NAACTIKOU
OUAAEXTN (aokoU) €av unapxel epPavig EvosiEn pOopac €) Znpavon nou va
npoodiopilel TNV anayopeuon TG EI0aywyNG agpa {) Znpavaorn nou va npoodiopidel
OTI 0 AOKOG €ival yia Hia Xprion Hovo n) Znpavon yia Tig odnyieg Xpnong Tou ackou 6)
To ovopa kai n S1IEtBuvon TOU KATAOKEUAOTH I TO Ovopa kai n dietlbuvon Tou
npopunBsuTn 1) Tov kaBopiopHo TnG NapTidac. ‘Eav KpiveTal avaykaio, n ETIKETA YNOPEi
va NEPIEXEI OTOIXEIA NOU apopoUV TNV NHEPOHNVIa NEpa ano Tnv onoia dev NpEnel va
XPnoigonoin6e&i o0 ackog yia gUAAoyR aipaTog , Kal Tov KwdIkO NPoiovToG ToU
KATAOKEUAOT>.

AauBavopévng un’ oyn Tng odnyiag Tou ISO 3826 § 3.1 oI ETIKETEC KAI TO E0WTEPIKO TWV ACKWV
€ival anapaitnTo va £xouv TIG KaTwOI dIaoTACEIC:

ONOMAZTIKH EZQTEPIKO EZQTEPIKO MEME©OZ ETIKETAZ

XQPHTIKOTHTA MAATOZ MHKOZ (mm)
(1 -5mm)




(ml) (mm) MNAATOZ YWOZ
300 120 145 100 90
350 120 160 100 100
400 120 170 105 105
450 120 170 105 105
500 120 185 105 105

O1 OUVOECEIG TwV AVTINNKTIKWV KAl NPOCHOETIKWY JIGAUPATWY va €ival CUPPWVES HE TIG 0dnyieg
NG Eupwnaikic ®appakonoiiac (Eur. Ph), kai va avaypagovtal avaAuTika €ni TWV ETIKETOV TWV
avTioToixwv ackwv (ISO 3826 § 7.1.b).

O1 NpodiaypageC TwV AOKWV O€ avToXn KAaTa Tn (PUYOKEVTPNON va GUPPWVoUV We To ISO 3826
§ 6.2.7 ( 5000G x 10 Aenta oToug 4 kai 37° C).

O1 npodiaypaPeC avToxng Tou NAACTIKOU o€ OIAPOPEC BEPUOKPATIEC va CUUPWVOUV Pe To ISO
3826 § 6.2.5 (anoBrkeuon ot -80° C yia 24 wpeC).

Ta oTopia €E6dou (outlet ports) OAwv Twv AOK®WV Twv NaApaywywv 6a €ival KATaoKeEUaopéva
oUpQwva pe Tnv napaypa®o 4.8.1 Tou ISO 3826 (o1 nAaoTikoi oakol Ba diaTiBevTal Pe €va n
nepIoCoOTEPA OTOMIA €E600U YIa TN XOpnynon aipatog i Napaywywyv aigdToc... Ta oTopIa €£600u
0a anogpdccovTal oTeyava and To ouoTnua dianepaonc, BA. I1SO 3826, § 4.8.1). Kabe oTopio
€€000U Ba QEpel Eva €pUNTIKA OPPAYIOHEVO KAEIOIHO aopaAsiac EUKOAA anoCnWUEVO Kal KN
€NavaTonoBeTOUEVO, TOU Onoiou kABs napaPiaon va pnopei va eivar opBaiyoPavic, oUuTwg
WOTE va dIaTnPEITal anooTEIPWHEVN N E0WTEPIKN eMipavela. BA. ISO 3826, § 4.8.2.

Ta ouoTAPATA TWV ACKWV VA QEPOUV EIDIKO oUOTNHA ARWEWG JEIYHMATWY AIUATOG EV KEVW OF
KAEIOTO KUKAwPa To onoio va eEacpaAilel andAuTtn oTelpOTNTA 0TO AAPBAvOPevVo aipa yia Tnv
ano@uyn eNIHOAUVOEWY OTOV NEPIBAAOVTA XWPO.

Na Qépouv evowpaTwPéVo OUCTNHUA MPOOTACIAC TOU QIYOANMTN yia TNV anoguyn nibavav
TPUNNMATWV and Tn BeAovn kata Tn diadikacia anoppIPns TG HE APECO KivOuvo Tn HOAuveN
TOU.

Eav To ouotnua odeiypaToAnwiag oupnepiAappavel aockidlo MPOoUANOYNG aipatog, TOTE n
XwpPNTIKOTNTA Tou Ba €ival TouhdyioTov 35 ml.

2YZKEYAZIA

Ta diapopa cuoTAPATA AaoKwv Ba €ival TonoBeTNUEVA O ATOUIKR OUOKEUATia evTOC NAAOTIKOU
dlapavouc 1 and ahoupivia €1dikoU aocpalouc kal avBekTIKoU (PAKEAOU, AMOCTEIPWHEVO! Kal
EPUNTIKG OPPAYIOHEVOL.

H ouokeuacia Twv ackwv Kal TwV OWANVWV TOUG EVTOG Tou (pakéAou Ba eival avern Xwpic va
gival dINAwpPEVOI i} va PEPOUV TaakiopaTa os diapopa oneia TouG.



«H eTIKETO ouokeuaoiag 0a nepiExel TiIG €ENG NANnPoPopieG: a) ‘Ovopa kal dietbuvon
KATAaoKeUAdoTn kai/n npopnOeutn, B) Mepiypapn nepiexopévwyv, y) Hpepopnvia
AnEng, 8) Odnyia nou va avapEpel HETA and NOCEG HEPEG Oev npEnel va
XPnoigonoin6&i o NAACTIKOG AOKOG HETA TNV ANOMAKPUVOIT] TOU and Th CUOKEUAcia
kai €) NMpoadiopiopo napTidag. Eav xpnoigonolisital diagpavig CUoKEUaaoia, OAEG ol
nAnpo@opisg Twv napaypapwyv 8.2 & 8.3 (ISO 3826-1) 6a npénel va napoucialovTal
OTNV ETIKETA TOU NAAOTIKOU AOKOU>.

O1 pdakehol Twv ackwv Ba gival TONoBETNUEVOI JE AVEDN Kal NPOOEKTIKA, EVTOG avOeKTIKOU Kal
KAEIOTOU KIBWTioU HIkpoU BApoug kal eUKOANG HETAPOPAG.

H eTIKETa N onoia npEnel va gival EUKPIVAG ENIKOAANLIEVI NPENEI va NEPIEXEI TIG
napakarw nAnpo@opisg: a) To ovoua kai n dIEUOUVOT TOU KATAOKEUAOTI) I} TO Ovoud
kai n dieuBuvon Tou npounBsuTn (Kai ox1 Tou EpyooTaociou napaywyrig), B)
NMepiypa@n Tou nepiexopugvou, y) ZuvOnkes anobrikeuonc, d) Tov kaBopIiouo Tng
napridoag, €) Huepounvia An&ng, 3) Av 1o KIBWTIO HETAPOPAG AEITOUPYEI oav aTouikn)
OUOKeudaoia, odnyia nou va avapEPEl UETA arno NOoEG LHEPEG OEV NPENEI va

XpnoiponoinBsi o NAaoTIKOG AOKOG LETA TNV AnopdKpuvor) ToU ano Ti) CUCKEUAoia.

Evroc kabe kiIBwTiou PeTAPoOpAc Ba undpyxouv UMOXPEWTIKA avaAUTIKEC 0OnYieC Xprnong Twv
aokwv aTnV eAANVIKR YAwooa.

H diapkeia {wng Twv ackwv (shelf-life) Ba eival TouhaxioTov dUo (2) xpovia and Tnv nUEPOMnvia
anooTeipwaong Toug, oUPewva e To ISO 3826 § 6.2.

BAZIKEZ YNOXPEQZEIZ

« H OAn diadikacia napaywync Twv ackwv Oa eivar olpewvn pe 10 G.M.P. (Good
Manufacturing Practice). H npwTn UAn 6a civar Medical Grade. ©a TnpouvTal OAEG ol
aveTEPW (nTouevec npodiaypaPéc Tou ISO 3826-1:2003. Ta cuotnuaTta 8a (Epouv
oAa Tnv &vdeiEn CE Mark kal €ni TnNG €TIKETAG EKACTOU aokoU Kal €ni TOU XapToKIBwTiou
METAPOPAGC TOUG. YnoxpeoUvtar Oc Ol METEXOVTEC va KATABEOOUV TO OXETIKO
nioTonoinTikd CE Mark.

« Na npookopioBoUv €nioNUEC MEAETEG KAl MIOTOMOINTIKA MEPI TWV NPOCPEPOUEVWY
QVTINNKTIKOV Kal NPooBeTIKWV SIGAUPATWY Onou Ba emBeRalwveTal n GUVTHPNON TWV
€pubpwv 35 1 42 TOUAAXIOTOV NWEPEC avTioToIXa.

O1 ETIKETEC OAWV TWV ACKWV KAl TWV KIBwTiwV JeTapopdg duvartai va givar otnv eAANVIKN
yAwooa kabwg kal ol 0dnyieg Xprong, onwg auto IoxUel and 12\7\1998 o epappoyn TnG
un apiBu. 83\42 odnyiag TG E.E. , 1 oUpwva kai Ye To ISO 3826- sival duvatn n xpnon
OUMBOAWV OTIG ETIKETEG TWV ACKWV € TNV NpoUnobeon va nepidapyBavovtal odnyieg Xprnong
oTnV EAANVIKR YAwooa evTog Tou KIBwTiou

« Ze evav (1) ek Twv dOPUPOPIKWY AOKWV KABE CUCTANATOC, XWPNTIKOTNTAG TOUAGXIOTOV
300 ml, Twv TUNWV 3 — 4 kai 7, 6a avaypa@eTal oTNV ETIKETA TOU EUKPIVWC N EVOEIEN
«aigoneTahia névre (5) nuepwv». O NAAoTIKOi aokoi Mpénel va ival oupParoi yia To
avaloyo napdywyo aipaTog nou 6a anodnkeuTei.

« Na katatebouv TouAdyioTov Tpia (3) deiyuaTta ackwv qigaTog and kAbe NPooPEPOUEVO
TUno.
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EnminAéov, BswpeiTal autovonTo NwG Ol NPoo@epOUevol ackoi Ba eival oe Béon va
€€eTaoBouv —eav kpIBei anapaitnTo- oUPPwva He Ta €10ika Chemical kai Physical tests
Twv Annex A" kal B' Tou ISO 3826.

I'. EIAIKEZ TEXNIKEZ NMPOAIAIPA®EZ

TYNOZ 7

Z0oTNHAa TETPANA®WV ACK®V OUAAOYNAG kal eneEepyaciag 1 (Hiag) povadag oAikou
aigyarog yia Tnv napackeun 1 (p1ag) povadag ASUKAPAIPEHEVWV CUHNUKVOHEVOV
EPUOPOKUTTAPWV Ot OPenTIKO SIGAUMA HE nNPOoBeTeG oucieg, 1 (HiIag) povadag
avakTnOEvTwv aigoneTalinov (Hn Asukapaipepgévmv) kai 1 (Hiag) povadag nAaoparTog
(N Asuka@aipePEvou).

To NpooPepOEVO UOTNHA TETPANAWY AoK®V Ba Npénel va anoTteAeital anod Ta €ENc:

‘Evav npwTtelovTa ackd aidoAnwiag XxwpnTikoTnTag Toulaxiotov 450 ml and PVC, pe 63
ml avTinnkTiko diaAupa CPD, PE EVOWNATWHEVN OUCKEUN alpoAnwiag Pnkoug = 800 mm,
n onoia va anoAnyel o< €10IKr ANOCTEIPWHEVN ATPAUMATIKN alJoAnnTIKn BeAdvn 16G. O
aokoG va €xel €0k Bpaudpevn acpalioTikh OIKAEida waTe va eivalr duvatn n kata
BouAnon peTa@opd Tou NAGouaTog NAoUaIou O€ aidoneTalla oTov OEUTEPO AOKO WETA TN
puyokévtpnaon. Na @epel eniong €dIkn BaABida acpaleiag, woTe va pnv ival duvatn n
OlEAeuon Tou npooBeTikou OlaAUpaTtog SAG-M and Tov TETAPTO aokd npiv TN
(PUYOKEVTPNON.

‘Evav deUTePO KevO aokd XwpnTIKOTNTAC TouAaxioTov 300 ml and €101kO NAQCTIKO yIa TN
METAPOPA Tou nAdopaTog nAoUCIOU O algoneTaAld and Tov NPWTO ACKO META TN
(PUYOKEVTPNON. ZTOV AOKO auTod va pnopolv va diatnpnBolv Ta aipgoneTdlia yia 5
NUEPEG (va avaypa@eTal €ni TNG €TIKETAC), META Tn OeUTEPN (PUYOKEVTPNON Kal ToV
anoxwpIoPo Tou NAGOPATOG OTOV TPITO ACKO.

'Evav TpiTo Kevd aokd YwpnTikOTNTAg TouAdxiotov 300 ml yia Tn MeTagopd kai
ouvVTAPNON TOU NAAQOPATOC NTWYXOU Of QIJOnETAAId and Tov OeUTEPO ACKO WETA TN
OeUTEPN PUYOKEVTPNON.

'Evav TéTapTto aokd nou va nepiexel 100 ml npooBeTikoUu SiaAUpaTog SAG-M. MeTd Tn
(PUYOKEVTPNON Kal TOV anoXwpIopo Tou MAAopaTog, To OldAupa va peTagépeTal dia
MEOW Tou @iATpou oTov npwTo aokd. Na akohouBei TO @IATpApIOMa TwV
OUMNUKVWHEVWV EPUBPWV aINOCPAlpiwV Kal OTOV TETAPTO ACKO va KATAAyouv Kal va
dlatnpouvTal yia 42 nuépec Ta dINBnUEvVa CUMNUKVWHEVA €pubpd aigoogaipia
(anOAEUKOKUTTAPWHEVQ).

>T0 KA€ioTO oUOTNMA TWV TETPANA®WY AOKWV Vva €ival NPOOApUOOHEVO  (QIATPO
AeuKaQpaipeonC nou va emiTpensl oTnv  aigododia TN ypriyopn, aoc®@aAn  Kai
anoTeheopaTikly AUCN TNG AnOAEUKOKUTTAPWONG MpIV and Tn (PUYOKEVTPNGON Kal Tn
ouvtnpnon. H olvBeor Tou va eniTpénel Tnv avern OIEAEUOn TOU OAIKOU aipaToc,
£XOVTAC KATAKPATAOEI MIKPOMNYMATA Kal AEUKA aidoogaipia og nocootd 99,999% kai
aipgoneTalia 98%, evw Ta UNOAEINOPEVA Aeukd aloogaipia oTn povada PETAayyiong va
gival < 1,0 x 10° oTaBepd, va e€ival MIKP N NOOOTNTA KN QVAKTWHEVOV
€pUBPOKUTTApwWY: anwAela <10%, oUppwva Pe To MA 138/2005 kai Tnv odnyia Tou
>upBouAiou TN Eupwnng.

KaBe owpa @iATpou va pEpel To AOyOTUMNO TOU £pYOOTACIOU KATAOKEUNC, TNV Ovouacia Tou
QiATpou kai povadikd apiBud yia nAnpn IxvnAaoipotnta Tou. Na npookopioBouv
aveEapTNTEC MEAETEC DNUOCIEUMEVEC OE EMIOTNHOVIKA NEPIODIKA MOU VA TEKUNPIWVOUV OAEC
TIC €MIOOCEIC TWV MPOCPEPOPEVWV QIATpWV CUPPWVA HE TIC AVOTEPW AMAITAOEI TWV
npodiaypaguv.



Y€ NEPINTWON KATA TNV OMnoia To owpa PIATpou Oev (PEPEI TOV AOYOTUMNO TOU £PYOCTACIOU
KATAOKEUNG, TNV ovouacia Tou @iATpou kal Jovadikd aplBud, anaiTeital enionyo €yypago
TNG KATAOKEUAOTPIAC £TAIPEIac, To onoio Ba diaBeBaiwvel, TNV NARPN IXVNAACIHOTNTA AUTOU

To ouoTnua va €ival anooTelpwPEVO WE T HEBodo aTpou.

MAéov TWV avwTEPw Kal yia TNV a&loAdynon TwV aoKwv TOU CUCTAWATOG IoxUouv Ta
ava@epdpeva oTiC ouvnupévec TENIKES TEXNIKES MPOAIATPAGES SYTHMATQN ASKQN
2YANOIHZ AIMATOX.



