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TAGENCY &
Lgcaasl?;ﬁ: Athens
EAAHNIKH AHMOKPATIA APTA 5--7-16
YTOYPIEIO YTEIAY & KOIN APIOM 11734
AANNHAETTYHZ
6" YTEIONOMIKH MEPIGEPEIA
FENIKO NOXOKOMEIO APTAZ
FPA®EIO : MPOMHOEIOQN -AIAXEIPIZH MNPOZX : KAGE ENAIAGEPOMENO
TAX.A/NZH : AO®OZ NEPANOHZ
47100- APTA

THAE®QNO : 2681361127
FAX: 2681021414

OEMA :<<KATAGEXZH KAEIZTQON OIKONOMIKQN MPOZ®OPQON MNA YTEIONOMIKO YAIKO >>.

MapakaAoUpe OTTWG ATTOOTEIAETE OIKOVOUIKEG TIPOCOPOPEG PEXPI TG 8-7-16 nuépa Mapaokeur; kal wpa 12.00 yu oTo
OIKOVOUIKO TURMa (ypageio TTpounBeiwv- dlaxeipion ) Tou yevikou Noookopgiou ApTag yia Tnv TTpouneeia Twv
TTAPAKATW UNKWV TTPOG KAAUWN TWV TPEXOUCWY AVAYKWY Twv TUNUaTwyY Tou I.N. ApTtag :

1.A) Zeped dloAUpaTa AITTaVOPOKIKWY XAKKolI AITTavBpaKIKWY yia pnyxavAuata freseniuS 4008s-B twv 650 gr. 1) H
@UOIyya va gival atogikr Kataokeuaopévn atmod adia@aveég UAIKG .2) H akdvn ditTavBpakikwy va gival xnuikéd kabapr)
ka1 otabepr). 3) Na mepiExel atabepotroint Tou PH KITPIKG WOTE va atmmo@evyeTal apXIka@ TTapousialopevn
METABOAIKA 0&éwarn. ZTIG TTPOSIaYPAPES VA avayPAPETAl GAPWS EAV TTIPOTPEPOUV TO {NTOUUEVO €iBOG.

B) Zeped diaAUpaTta AirTavBpokikwy eUalyyeg Twv 750 gr yia unyaviuata Belco Formula 2000. 1) H @uoiyya va
eival ato€ikr kataokeuaagpévn atrd adlagavég UAIKS .2) H akévn SITTavBpakiKwy va gival xnuiké kabapr| kol oTabeph.
3) Na mrepiéxel ataBepotrointy Tou PH KITPIKG (UOTE va aTTO@EUYETAI OPXIKG TTapouaialdpevn HETABOAIKA o&éwaon.
2TIG TTPOBIAYPOPES VA OVAYPAPETAI TAPWGS EAV TTPOCPEPOUV TO {NTOUNEVO €idOG .

2. A) ArrtAoi aokoi aipatog athoi ye CPDA f CPDAL,4 50ml yia epuBpd 35 nuepwiv Kail éva dopupopikd aoko
TouAdyioTov 300 ml yia TTAdopa.

B) TpimrAoi aokoi aipatog CPD r) CPD2D 450ml kai dUo dopu@opikolg aokoUg TouldaxioTov 300 kai 300 ml ékaoTog
pe TTPoaBeTIkG ouvtnENTIKG didAupa 100 mi yia epuBpd TouAdxIoToV 42 NUEPWV, TTAGOUA Kal QIHOTTETAAIO 5 NUEPWIV

FENIKEZ TEXNIKEZ MPOAIArPA®EZ AZKQN ZYAAOIHZ AIMATOZ
MOIOTHTA - ZXEAIAZH

1. To TAaOTIKO TwWV AOKWV va gival ApIoTNG TTOIGTNTAG Kal UWNARG SIatTepaTodTNTAG, ATTOAUTA SIAUYEG KAl AXPWHO
(va pnv enpeddeTal n eKTiUNON TOU XPWHATOG TOU QiJOTOG Kal Twv Trapaywywyv Tou I1ISO 3826-1 § 6.2.4). O
TTAQOTIKOI 0OKOi TTPETTEI va €ival oUPBATOI yia To avaAoyo TTapdywyo aidaTog TTou Ba aTroBnKeuTEI.

2. EI®kd o1 TAacTikoi aokoi TTou g€ival TTPoopICHEVOl yia TNV QUAAgn Twv aigoTeTaAiwv TIpETTel va gival
KATOOKEUAOUEVOI aTTO KATAAANAO UAIKO, TTOU ETTITPETTEI TNV JIOTTEPATOTNTA TOU 0EUYAVOU yia Tnv dIaTipnon Tou
pH Twv aipomreToAiwv oTa €mOBuuNnTd emiTeda yia TNV ocwoTh cuvthpnor Toug. To €idog Tou UAIKOU Kal N
KATaAANAGTNTA TOU yia TNV OUVTAPNON TWV AIMOTTETAAIWV TTPETTEl VA ATTOOEIKVUETAI JE OXETIKA TTIOTOTTOINTIKA
TOU OiKOU KATOOKEUNG.

3. O oxedlaopdg 10U aokoU Ba gival TTOAU TTPOCEKTIKOG, WOTE va TTANPOI OAEG TIG ATTQITACEIS XPAONG MIOg
auyxpovng Tpdrmedag Aipatog. Oa @épel APIOTEG Kal AOQOAEIG TIEPIPETPIKEG OUYKOANACEIG XWPIG TTEPITTEG
aTroANEEIG TTAQCOTIKOU TTEPIE QUTWYV TTPOG aTTOQUYT CUYKEVTPWONG HIkpoRiwy (ISO 3826 §4.1.) .

4. 'OAa Ta OUCTAPATA OOKWY VA gival aTTOOTEIpWHEVA Kal EAEUBEPa TTUPETOYOVWV Kal TOgIKWY ouaiwy (ISO 3826 §
5.4.2.1.) ka1 pyn €0BpauacTol UTTO KAVOVIKEG OUVONKEG atrobrkeuong (ISO 3826-1 § 6.1.)

5. OAa 1a ouotAupata aokwv Ba TPETTEl va TTANPOUV TIG QUOIKEG, XNMIKEG Kal BIOAOYIKEG TTPOUTTOBETEIS TTOU
mpoBAéTrovTal oTo ISO 3826-1 § 6.2, 6.3, 6.4)

6. EowTtepikd 0 AOKOG va unv TTapouciddel avwualieg Tou TTAACTIKOU 1 Twv OUuykKoAAoewv. Na eival TavTol
KOIAOG XWPIG YwVieg, yia TNV GPICTN CGUVTAPNON KAl aTTPOCKOTITN JETAPOPA TOU QiaTOG KAl TWV TTApayWwywy
TOU KaBWG Kal TNV aTTopuyr BpouBwv.
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7. O TpwTelov aO0KOG VO QPEPEI EVOWMATWHUEVN CUOKEUN algoAnwiag atrd TTAAOTIKG GwARva GpioTng TToIdTNTOG
prkoug peTagu 80 ek. kaT eAdxIoTo Kal 120 K. TTEPITTOU, KOI ECWTEPIKAG KAl EEWTEPIKAG BIONETPOU OUPPWVA PE
10 ISO 3826. O cwAnvag va kataAnyel o BEAOvN GAEBag 16G avaypa@ouevo oTnv €TIKETA TOU aokoU. H BeAdvn
va QEPEI TTOAU AETTTA TOIXWHATA, VA Eival ETTIKOAURMEVN KE GIAIKOVN, ATTOCTEIPWHEVN KAl ATPAUMATIKK.

8. XZUpopwva Kal he TIG 0dnyieg Tng TTapaypdeou 4.7 Tou ISO 3826, n BeAdvn aipoAnyiag Ba gival evowpaTwuévn
KQI avaTrooTraoTn améd 10 owAfva GUANOYAG Kai Ba KOAUTITETAI aTTO TTPOCTATEUTIKO TTWHA. TO TTPOOTATEUTIKO
TWPa Ba guTrodiCel Tn dlappor AvTITINKTIKOU, Ba diatnpei aTTooTEIPWHEVO TOV QUAO, OTEYVA ATIO QVTITINKTIKO TN
BeAdvn kai Ba agaipeital eUKOAa. To TTPOCTATEUTIKO TIwHa Ogv Ba WTTOpEi va emmavaxpnoigotroindei A
TTaparoindei xwpig autéd va kabioTaTtal TTPOdAAWG ENPAVEG.

9. T Tnv oTApIgN TwV CWAAVWY, TOUAGXIOTOV O KUPIOG OOKOG KABE CUOTAUATOG VO PEPEI OTTWOONTIOTE OTTO dUO
(2) avBekTIKG avoiypaTa o€ KABE KaTA PAKOG TTAEUPd TOU.

10. O owAfvag aipoAnyiag va avaypd@el avegiTnAa Kal €uavayvwoTa TOV OVOYVWPIOTIKO Tou apiBud avd
SI00TANATA, UTTOXPEWTIKA yia Toug TUTTOUG 1 KOl 2 OTOUG OTTOIOUG O apPXIKOG aokOg TrepIAauBAvel TO TEAIKO
TTPOIOV TWV CUPTTUKVWHEVWYV EPUBPWV.

11. ETmi ékaoTou aokoU TOU CUCTAPATOG Ba UTTAPXEl ETIKETA PE TUTTWHEVA OAa Ta aTTapaitnTa aToixeia. O1 eTIKETEG Ba
@EPOuUV €UKPIVA Kal avaAloiwTn eKTUTTwon. Oa eival avBekTIKEG Kal APIOTNG TTOIOTNTAG WOTE VA NV
aAAoiwvovTal | kataoTpépovTal (ol idIEG 1) n EKTUTTWOT] TOUG) o€ BIAPOPOUG XEIPIGPOUG 1 TNV Wuén/ amoéyugn.
Na kataoTpépovTal kal 6x1 va atrokoAoUvTal o€ TTpooTrdBeia atmokdAAnong (ISO 3826 §5.2.9 kai 7.4)

12. Emi TG €TIKETAG KABE AOKOU TOU GUCTAMATOG, EKTOG TWV AOITTWYV OTOIXEIWY, Ba avaypa@ovTal UTTOXPEWTIKA:

A) MNeprypa@n TTEPIEXOUEVWV Kal TTPOTEIVOUEVN XPROT.

B) To €idog kai 0 6yKog Tou avTITINKTIKOU ) Tou ouvTnenTikoU diaAUpaTog (11X CPDA -1, 63ml), o dykog
aipaTog 1 TTapaywywv TTou SEXETAI O AvTioToIX0G aokog (11.X.400 rj 300 ml)(1ISO 3826 § 7.1)
') ZApavan 1mou va Tpoadiopilel aTTooTEIPWON Kal U TTUPETOYOVA

A) To kaBopiopd NG TTapTidag

E) Tov kwdiké TTpoidvTog TOU KATAOKEUQDTH

27) H nuepounvia rapaywyng i ANgng Tou ackou

Z) ZApavan Trou va atrayopeUel TN XPprion Tou ackou €4V UTTAPYXEl EPQavig EvOeIgn @Bopdg
H) ZApavaon yia pia pévo Xprion Tou agkou

©) Znpavon yia Tig 0dnyieg xpriong

1) Ovopa kai dieUBuvan KATAOKEUOOTH 1) TTPOUNBEUTA

13. Aappavopévng uttéwn tng odnyiag ISO 3826 § 3.1 o1 £TIKETEG KOI TO EGWTEPIKO TWV AOKWY E€ival aTTapaitnTo va
£XOUV TIG KATWOI SIa0TACEIG :

XQPHTIKOTHTA EZQTEPIKO EZQTEPIKO MEFE@OX ETIKETAZ
NAATOZ YWO: (+/- 5 mm)
(ml) (mm) (mm) MAATOZ Y¥Ox
100 75 120 60 85
250 120 130 90 85
400 120 170 105 105
500 120 185 105 105

14. O1 OuvBETEIG TWV AVTITINKTIKWY KO TTPOCOETIKWY SIGAUPATWY va gival CUUQWVEG WE TIG 0dnyieg Tng Eupwraikng
dappuakoTroliag (Eur. Ph). kai va avaypd@ovTtal avaAuTIKA €TTi TwV ETIKETWV TwV avTioTolxwv aokwv (ISO 3826
§7.1.b)

15. O1 TpodIoypa@EG TWV AOKWY GE aVTOXH KATA T QUYOKEVIPNON va CUP@WVoUV pe 1o I1ISO 3826 (5000G x 10
AeTTTG oToUG 4 Kai 37 ° C).

16. O1 mpodiaypa®ég avioxng Tou TAAoTIKOU ot Oldpopeg Bepuokpacieg va cup@wvolv pe 10 ISO 3826
(atroBrikeuan og —80°C yia 24 WPEQ).

17. Ta otépia €§6dou (outlet ports) Tou aipatog A Twv TTapaywywv améd kGBe aokd Ba eival KATOOKEUAOUEVO
gUppwva pe TNV Trapdypago 5.8.1 Tou ISO 3826 (o1 TTAaoTIKOi odkol Ba diaTiBevTal pe éva A TTEPICTOTEP
oTopIa €€650U yIa TNV XOprynon aigatog A TrTapaywywv aipgatog. Ta otépia e€6dou Ba amo@pdocovTal aTeyava
ammd T cuokeur) petdyyiong BA. ISO 3826, §5.8.1). K&Be otouio €€6dou Ba gival epunTIKE OQPAYICUEVO, UE
KAgiolyo ac@aAeiag, €UKOAO OTTOOTIWHEVO KAl MN €TTAVATOTIOOETOUUEVO, TIPOG ATTOQUYH MOAUVOEWVY KATd TNV
€icodo Tou pUYXOUG TNG OUOKEUNG PETAYYIoNG oTov acko BA. ISO 3826, §5.8.2. Oa emrpémel Tnv olvdeon
OUOKEUNG PETAYYIONG £xovTag auaTnua didtpnong cupgwvo pe 1o 1ISO 1135-4, xwpig va mrapouaidlel diappon
KaTd TNV diIdTpnon f katd Tn didpkela xpAong (ISO 3826-1 §5.8)

18. Ta ouoTAPATA TWV AOKWYV Va GEPOUV EIBIKO CUCTNHA AWEWG SEIYUATWY QINATOG €V KEVW, O€ KAEIOTO KUKAWMA
TO OTT0i0 vVa £€a0@aAifel ATTOAUTN OTEIPOTNTA GTO AAUBAVOPEVO QiU YIQ TNV ATTOQUYH ETTIHOAUVOEWV.

19. Na @épouv evowpaTwuévo oUaTnUa TTPOOTACIOG TOU QIJOAATITN YIa TNV ATTOQUYT TTIBAVWV TPUTTNPATWY atré Tn
BeAdvn katda Tn diadikagia aTTOPPIYNS TNG PE GUETO Kivduvo Tn yéAuvan Tou.

20. Ta o&ciyyata va AapBdvovral ommd EVOWHOTWHEVN OUCKEUR aipaTtog (MIKPOG €I8IKOG 0OKOG) OTOV OTToi0
guAéyovTtal Ta TTpwTa TouAdyioTov 30 ml aipatog TpiIv atéd Thv Kupiwg Afwn. O pIkpdg €1d1kdG aokég Ba ival
o€ €TTA@A HE onueio Tou ocwARva TTou @Epel TNV BeAGvVN, e TETOIO TPOTTO WOTE VA PNV €PXETAI-OE KAUIA
TIEPITITWON- O€ ETTAPN) PE TO AVTITINKTIKG SIGAUPA Tou TTPwTEUOVTOG aokoU. Oa ac@aAilel pe €101K6 KAEIGTPO, yia
va yivetal n Aqun Twv delyudTwy aigatog, Tpiv TNV évapén TNG KAVOVIKAG PORG aiJatog TTPOG ToV aokd
aigoAnyiag, pe KaTdAANAEG CUVONKES WOTE va €ival CWOTA TO OTTOTEAETUATA TWV EPYACTNPIAKWY ECETACEWV.

ZYZKEYAZIA
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1. Ta didpopa cuoTApaTa aokwv Ba gival TormroBeTnuéva evidg TTAAoTIKOU Slagpavoug ) amd aloupivio €181KoU
ao@aAoUg Kal avOeKTIKOU QAKEAOU, OTTOOTEIPWHEVA KOl EPUNTIKA O@Paylopéva, aveEdptnta amd 1o €qv
@EPOuV 1) OxI ATOUIKN) CUOKEUAOia atTd oeAO@AV ) GAAO OTTAG UAIKO.

2. H ouokeuaoia Twv aoKwv Kal Twv CWAAVWY Toug evidg Tou @akéAou Ba eivalr Avern xwpig va eivai
SITTAWWEVOI ) va PEPOUV ToOKIopaTa o€ dIdPopa onuEia Toug.

3. A6yw TOU TTEPIOPIOHEVOU XPOVOU ARENG TWV AOKWYV HPETA TO AVOIYUa TOUu QOKEAOU Kal TTPOG BIEUKOAUVON
NG Alpodoaiag, o kaBe @dakeAog va TTepIEXEl TO TTOAU €€l (6) OUOTAPATA ACKWY AIPATOG YIa TOUG TUTTOUG
aoKwv Pe o/a 1 kail a/a 2

4. Emi Tng €TkéTag TOU QaKEAOU ouokeuaaiag Ba avaypd@ovtal: a) O KOTOOKEUAOTHG/TTPOUNBEUTAG Kal n
O1elBuvory Tou ) TIEPIYPOAPH TTEPIEXOUEVWV/TTEPIEKTIKOTNTAG (T.X €100G TOU QVTITINKTIKOU Kal Tou
TTPOCBETIKOU BiaAUpatog, 450 x 450 x 300 ml) y) nuepopnvia AREng, &) Ba Tpémel va avaypd@eTal 6T dev
Ba TpéTel 0 aoKOg va Xpnolpotroindei edv autdg €xel agaipedei ammd TNV cuokeuacia Trepav Twv ni
nuepwyv, €)O apiBudg TnG TTapTidag

5. O gdkelol Twv aokwv Ba eival ToTroBeTnuévol e Aveon Kal TIPOCEKTIKA, EVTIOG QVOEKTIKOU Kal KAEIOTOU
KIBwTiOU WIKPOU BAPoug Kal EUKOANG HETAPOPAG.

6. Emi Tou kiBwrtiou petagopdg Ba gival MKOAANUEVN ETIKETA PE EUKPIVWIG AVAYPOPOPEVA TOUAGXIOTOV Ta
KATWOI aTTapaiTNTa OTOIXEIQ: EPYOOTACIO TTapaywyng kai d1elbuvarn, €id0g CUOTANOTOG AOKWVY (SITTAGG-
TPITTAGG KATT.), TIEPIEKTIKOTNTA TOUu OouoTAPaTog (TT.X. 450 x 450 x 300), TO €id0G TOU AVTITINKTIKOU KAl TOU
mp6cBeTou diaAupatog (CPDA-1 4 CPD/SAG-M KATT.), n nuepopnvia ARENG Twv aokwv, n Beppokpaaia
aTroBrKeUaNG Kal N EPTTEPIEXOMUEVN EVTOG TOU KIBWTIOU TTO0OTNTA CUCTNUATWY oKWV (ISO 3826 §7.3).

7. Ev1og kdBe KifwTtiou pyeTagopdg Ba uTTdpYouV UTTOXPEWTIKA avaAuTIKEG 0dnyieg XPrRong Twv aoKWVY aThv
eMnVIKA YAwooa.

8. H digpkeia {wng Twv ackwv (shelf-life) Ba eivar Touldyiotov 800 (2) xpoévia atmmd TNV nUEPOMNVIa
ATTOOTEIPWONG TOUG, GUUPWVa pe To ISO 3826 §6.2.

BAZIKEZ YNOXPEQZEIZ

H 6An diadikacia TTapaywyng Twv aokwv Ba eival aupgwvn pe 1o G.M.P. (Good Manufacturing Practice). H

TPpWTN UAn Ba cival Medical Grade. ©a Tnpouvtal 6Aeg ol avwTépw ({nToUpeveg TTpodiaypapég Tou ISO

3826/1993. Ta cuotruara Ba @épouv 6Aa Tnv évdeign CE Mark kai €11 TNG €TIKETAG €KAGTOU AOKOU Kal ETTi TOU

XapTOKIBwTiOU PETAPOPAG Toug. YTToxpeouvtal O Ol PETEXOVTEG va KATaBéoOUV Ta OXETIKA TTioToTroINTIKG CE

Mark.

e Na mpookopioBolv eTrionueg PEAETEG Kal TTIOTOTIOINTIKA TIEP TWV TTPOCQPEPOUEVWY  QVTITINKTIKWY KOl
TPooBeTIKWY dlaAupdtwy O6tTou Ba emBeBaiwveral n aguvtipnon Twv epubpwv 35 1 42 TouAdyioTov NUEPEG
avTioTOoIXA.

e Or eTkéTEG OAWV TWV AOKWV KOI TwWV KIBWTIWV PETOQOPAG Kal ol odnyieg Xproswg Ba eival TNV €AANVIKA
yAwooa, 0TTwg auTo IoxUel atto 12/7/1998 o€ epappoyn TG utr apiBu. 93/42 odnyiag Tng E.E.

e e évav (1) ek Twv dOPUPOPIKWY AOKWV KABE CUCTAUATOG, XWPENTIKOTNTAG TouAdyioTov 300ml, Ba avaypdgeTal
aTnV ETIKETA TOU EUKPIVWG N €vOeIEn «aipotreTdAIa TTévTe (5) nuepwvy». O1 TTAACTIKOI 0OKOI TTOU €ival TTPOOPIGHEVOI
yla TNV QUAAGEN Twv aigoTreTaAiwv va €ival KaTaokeuaopévol atmd €10IKO TTAACTIKO UAIKG TTou ETITPETTEI TV
S10TTEPATOTNTA TOU 0&UYyOVOoU yia Tnv diatfipnon Tou pH Twv aigotreTaAiwy oTa KatdAANAa eTiTTeda yia TNV owoTn
OuVvTAPNOT) Toug. To €idOg Tou UAIKOU Kal N KATOGAANAGTNTA TOU yia TNV CUVTAPNOT TWV QIJOTTETAAIWY TTPETTEl VO
aTrodeIKVUETAl HE KATAAANAQ TTIOTOTTOINTIKG TOU OiKOU KATAOKEUNG.

e Na katareBouv deiyyaTa aoKWV aiparog amd kdbe mpoo@epduevo TUTTo. Ta deiypata Ba utrofAnBolv ot
TTOIOTIKO €AEYXO XPAONG YIA TNV CUP@WVIa WPE TIG TEXVIKEG TTPOdIAYPAPEG, T  ATTOTEAEOUOTA TOU OTToiou Ba
gupTrepIAn@BoUv oTnv ékBeon agloAdynong.

o Emri mAfov, Bewpeital autovonTo TTwWG Ol TTPOCPEPOUEVOI aoKoi Ba cival e Béon va efeTacBouv — €dv KpIBei
amapaitnTo —oUp@wva pe 1o €18IKk6 Chemical kal Physical tests Twv Annex A’ kai B” Tou 1ISO 3826.

o O mpounBeutég — dlakivnTég Ba TPETEI va cupuop@wvovtal pe Tnv Y.A AY808/IT11348/04 omwg auTh
TPOTTOTTOINONKE Kal IGYUEI.

IZXYZ NPOZ®OPON IMA 3 MHNEZ

META THN ANQTEPQ ANA®EPOMENH HMEPOMHNIA KAI QPA ,0I MPOZ®OPEZ MNMOY OA ZTAAOYN EINAI
EKMPOGEXMEZ KAI ENIZTPE®ONTAI AMO THN YTNHPEZIA MOY AIENEPTEI TO AIAFQNIZMO) :

MNPOZ KAGE ENAIAGEPOMENO

Z1ic_8-7-16 nuépa MNapaokeun Kol wpa 12:10 y.pu Ba SievepynBei TAUTOXPOVA TO AVOIYUO TWV, TEXVIKWYV, KAl
OIKOVOUIKWYV TTPOC@POPWYV KAaBwg Kal N afloAdynon auTtwy .

H AIOIKHTIKH AIEYOYNTPIA

KOZKOAQY ANTQNIA
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