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‘Epguva ayopds wou agopd

Mpokelpévou va kaAugBoiv TPEXOUOEG  aVAYKEG TN Aipgodogiag , To 'NO Ayiog
MadAog mpokeral va TPOBei TNV TIPoPRBeid Twv EIBWVY TToU AVaQEPOVTAI OTOV TTVaKQ
TIOU aKOAouBei, pe T dladikaoia ™G dnuocieuong oto diadikTuo Kai ™m ou)\)\ow’]
TPOTPOPWV WE KPITAPIO TN XAUNAGTEPN TIPA , N oTroia Sev MTTOpEl va uTrepBaivel To Tgéxbv
Maparnpntipio Tiwwy_1ou N.3846/2010 apbpo 24. :

Ta mpoogepducva €idn TIPETTEI VO GUHHOPPUVOVTAL [iE TIS ATAITAOEIS TWV diEBvwv &
Eupwirdikwyv mpotimwy kai va PEPOUV TNV TpoBAeTTéuevn anuavorn CE. 2TIG TTPOTPOPEC
Ba mpétrer va avagépovrai arrapaitnTa o1 aplBpoi MnTpwIoU Tou Mapatnpntnpiou pe TOUG
oTToioug avTigToIKifovTal Ta aiIroupeva UAIKA. Or TTpounBeutég Ba Tpémel va avagépouv
EMoNg Tov Kwdlké GMDN Twv TTPOTPEPSEVWY €IBWV ,aAG KAl TO XpOVO Traodﬁocr'jc
TOUG. i

O1 mpoogopés Ba yivovrar OekTéG OTO ypageio Aiax/ong YAIKoU péow e-mail n
TAXUOPOMIKWG. H nuepounvia kai wpa Tapddoong Ba TPOKUTITOUV aTré NV nuepopnvia
e-mail Kai yia TTpoo@opéc Tou kataTiBevTa HEow Tayxudpoueiou, amd Tnv nuepounvia del
wpa KaTdBeonc Tne TIPOOPOPAG TTOU Ba AVaPEPEl TO ATTOSEIKTIKG EMidoong ToU PakéAou.
O1 rpoopopéc ou Ba TTpogKopifovTal 1B10Xeipws Ba KaTaTiBevTal TIPONYOUMEVWG crmfv
UTIpEdia TTPWTOKGAAOU Tou Nocokopgiou. Qi TIPOOPOPEG TTOU Ba  KATATIOEVTO otV
utnpeoia  Tépa  Tng KATAANKTIKAG nuepopnviag kKar wpag, Ba ATTOPPITITOVTAI wg
EKTTPOBECES. Te TTEPITTTWON TToU ¢nBsi deiypa, kpiveta amapaiTNTn N TTPOOKOUION TOU.

KaraAnkriki npapopnvidf - ;2.2“@:( - .Q.@Q_ 6

KaraAnkriki wpa : 15.00

O1 rpoogopég TTapakaAoUpe va £xouv 100 £wg 6 prvsg
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TEXNIKES NIPOAIATPADES

ZUoTnpa Tetpam\ov aokgy GUAROYAG Kat enefepyaoiog 1 (Hidc) povadac oAwod aiporog yia
NV mapaockeuy 1 (uag) Hovasag Asuxad)atpsuévmv cuur[uk‘kue'vwvspuepOKqﬁdpmv ae
BpenTikd Sidhupa HE TtpSoBeteg ovaleg ko 1 () povasac Asukadoupepévoy nh‘dcmamq.,

FENIKEX TEXNIKES MPOAIATPADES ASKON - ZYZTHMATON EYANOTHE AIMATOE
MOIOTHTA ~ SXEAIASH -

1. To mhaotikd twv aokmy va eival apiotng NOWTNTAC KoL vPnAic GLanspatom_ra andéAvta
SlouyEg ka axpwpo. Asv Ba MPETEL va gival Xpwudtouévo og tétoto‘“BaBpjéi- nov va
ENNPEGTETAL SUGUEVUIC N Xpwpatkn e¢étaon tou aipatog kot Twv TLOPAYWYWV TOU '(l503826-1

Q2003 rap.6.2.4.)». : o

2. To UAKO Twv TAaoTikgy aokwvy, Ba mpénet va sival oupBotd unéd Kar;itMn)_\sg};‘ouver']Keq

anobikeuong, e to avdAoyo napdywyo aiparog nov Ba ouvtnpnBel wote v _e&qqcb}q?\i(etat n
avtodAayri aepiwy kot n Sltfipnon otaBepol pH. : ‘

3. OAa 1 cuotiuata aokwy, va sivar QIOCTEPWUEVA. Kot €AelBepa nupstovévwv ojucnu’)v'xm
un evBpavota und KOVOVIKEG cuVBriKeg antoBiikeuang (1S03826-1 § 54.2.1) S

4. Oha ta ouctipata Twy aokwv, Bua mpénel va TAnpolv dAeg ﬁc duoikéc, ’xnfuméq Kot
Blodoyikéc npolnoBéosis oy npoBAenovrot oto 1S03826-1 Tap. 6.2,6.3,6.4. |

5. O oyebiaopéc tou aoKov, Bua gival ToAD TIPOCEKTIKOC, WOTE Vo TAnpol dAeg TG QNOLTHoELC
xpriong puac olyxpovng Tpdnegog Aluaroc (Be pénel va efaoparifovy ™mv acdaAr ko dvetn
cguMloyi, amnobrikeuon, enefepyaoia, HeTadopd, dlaxwpLopé kat Xopriynon OALkoU aifiotoc kat
TWV napaywywy autoy), 1SO 3826-1 nap. 5.1, ' ' o '

6. O aokds Ba Pépet dptotes ko acpoaeig MEPUETPLKES OUYKOAAoELS, Xwpic j;ritepm:éq
NOAREELC mMAaoTikoy TEPLE QUTWVY, Tipog anoduyn cuykévipwonc HKpoBitwv ( 1SO 3826 § 4.1).

7. Eowtepikd o QOKOG, VAL [inv TOPOUGLATEL avwpaAieg oy FAQOTIKOU A Twv 'ou'vlso?,\')\ﬁ'c:iswv.' Na
elval reavtoy koilog, xwpic Vwvies, yia ty apotn GUVTApNON Kal anpooKontn HeTadopd tou
aiporog kot twy TAPAYWYWY Tou, KaBdg kal v anoduyn HikpoBpouBuwv.. _

8. 0 mpwetov aokdc, Ve, bEpeL evowpaTwpdvn OUOKEU atuo_);mj)iaq ané _nKozou_ké%cvaa
dptotng mowtnrac HAKoug 2800 mm kar’ g\dyioto kat 1200 mm MEpinou, sowtepikrg
Slapétpou > 2, 7mm KAt ayog ToXWHATOS > 0,5 mm, cUpdwva e to IS0 3826-1. . '



ATPAVUATIKE.

10. Zopdwva ko HE TG 0dnyisg e napaypddou 4.7 tou SO 3626, n‘Behdvn atpoAniog Be
elvon EVOWUOTWHEVH Kol avandonaotn ond to owAnve. cuMoyic kat Bo KoAUTTTETONL amno

s .

12. O cwMivoc tou aokoU $UAagnc TwVYSpUGpOKUT[C'(pwV, va avaypdder aveitnAa Kay.
Evavayvworta tov QVAYVWPLTTIKG TOU ap1Bud avd Slaotipara. ' '

13. Eni ékaotou agkol tou ouatAparoc Bg UTLAPXEL €TIKETA TOU HE turwpéva oo ta
anapaitnta otoweia. O ETKETEG Ba dépouy EUKPV) Kot avoAoiwen ektlnwon. Oa sival

aveskuké_q kat dpLotng nmowdtrtag, tote va unv aAdowbvovtal r karaotpédovrar (ot (e nn-
eKTUNWaf touc), oe duddopoug XEPLopUs 1 otnv WoEn / andutn. Na Kataotpédovial kat dxu
va anokoAAodvrar gg npoon&feiq, amokGAAnong (ISO 3826 §5.2.9 ka1 7.4).

14. Eni tng ETIKETAC KAOE ackol, Oa avaypdadovral UTTOXPEWTIKY:

Nepypadn Tepiexopéva, eidog OUCTHUATOC oKy (Sumhde, TPUTAGG, TeTparAdg KTA) kat
TPOTEWOUEVR Xprion SnA.

a. lNepiektkdnta, o0vBson, eisoc, okebaopa kot dyko N pu&da tou QVTUTNKTLKOU Ko / 1}
TOU CUVINPNTIKOY StoAbpoTog kat kGBe Ao Aol nou ElodyeTat, Omwg Eniong kat tov dyko
N ™ pdda tou Qipatog kot twy RAPAYWYQV 1tpog ouAloyn. ’ :

b. Zhuavon 10U va ipoodiopiter anooteipwon kat pn TUPETOYOVCL.

¢. ZApavon mou v TpooSiopitet otV un xpAon tou mAaotikol OUMAEXTN (aokob), edy
undpyet epdaviic vdei€n $pBopdc. ’

d. Zhpaven nou va, npocdLopilel v QIAYOPEUCT TNG Elgaywyrg aépa.
e. Znpavon mou va npoodiopilet 6t o aok4¢ eivat pia xpr’fon Movo,
f. ZAnavon yua ug 0dnvies xprionc tou aokor).

g- To dvopa kat n StevBuvon tou KATAOKEUAOTH ) T0 Gvopa ket r|V6l.$L')9L)V0n TOU
npounBeuty ' ' N : ' : ) ’

- h. Tov xaBopioud NG maptidac.

i. Edv kpiverat avaykaio, n erkitq Hrtopel va mepiéyel gtoxeia mou adopovv ™Tv
NHepopnvia mépa and tnv onoia Sev TpEneL va XpnowonowmnBet o aokég yia v cuAovr)
alpaTog KoL Tov kwdKe Tpoidvroc Tou KOTQOKEUAOTH.

15. AapBavouévne ur’ oyYn tne oényiag tou I1SO 3826 § 3.1 oL etikéteg kat To E0WTEPLKO. Twv
0OKWV lval arnapaitnTo va éxouy TG K&TwOL Staotdoeic: o

EZQTEPIKO
MHKOZ (MM)

METESOZ ETIKETAS (1-5 MM)
NAATOZ
120 - 145 100

ONOMAZTIKH * | EXQTEPIKO
XQPHTIKOTHTA |- TAATOS (MM)
(ML)

| 90




17. Ou npo&aypacbég WY AoKWY oE avroyr katd ™ $uyokévipnon, va oupdwvoiv pe T0 IS0
3826 §6.2.7, (5000G x 10 Asrtd 0TouG 4 kay 370 Q). : ;

18. Ot nipoé laypagpés avroyric tou TAactikoy o diadopec Bepuokpaoiec, va cuudwvolv ua TO
*1503826§6.2.5 (anoeﬁkeucrn oe -800 C yia 24 wpeg). L

19. Ta otépia” e€080u  (outlet ports) GAwv Twv aokwv Ty Tapoywywy, Ba givan

aiporog Tapaywywy aiporoc. To ool €§660u Oa anoppacoovraL OTEYaVA ard to cL')'o-_cjnp.a
duanépaong, BA. 1SO 3826, § 4.8.1).

v anoduyr emporivoswy atov nepBdAdovrg Xwpo,

22. Na ¢épouv Evowpatwpévo olotnua POCTAsiac tou Ao TTLY, yla tnv anopuyr) nteavibv
TPURNUATWV ard T BeAdvn, Katd T Swadiaocia anoppuPriG Tne pe Gueoo kivduvo ™ KoAuvar
TOU. ‘

23. To obotnpa Setyparornyiac va sivar dppnkra OUVOESELEVD v Gelpd TGV OTO aokiSio ﬁpo
oUMoyrg aipatog, n XWPNTIKOINTA Tou 8¢ va eivay TouAdytotov 30 ml.

2YZKEYATIA

2. H osuokeuaoia tyy QAOKWV KaL Twy SwAfvwy Toug EVTOC TOu daxéhou, 8a sivay Gvetn ywplc v
elva Suthwpévoy N va dépouv Toakiouarta o Suadopa onpeia Taug, ‘

3. 2ty etikéta Ouckevaosiag Tou bakéroy g avaypdigovtaL ot efne T\npodopiec:
. Mepypagn TEPLEXOLLEVWY Kot TIPOTEWOUEVN Xprian.

. Nepiektikdtnra, ouvBeor, oKebaoua, kay Ovko i pdZa tou avurnkTikod kat / R tou
quvTNeNTIKoy Sl partoc kat kGBe § OU UAkaU Ttoy Elodyetat, énwg enione kot Tov byko i T
uada tou alpatoc ko oy napaywywy npog cuAloyn. g

. Ovopa koy SLsdeuvon Kataokevaoth kay/n npopnBeutr,
. Nepwypadn TEPLEXOUEVWY,
. Huepounvia Aneng,



. Obnyia mouv va avadéper HETd and ndoec HEpeg Bev mpénel va XpnotponownBsi o
TIAQLOTIKAG QOKAC LeTd TNV anoudkpuver tou arnd T oUoKeuaoia Ko, :

o Mpoodiopiond naptiSag. Edv  xpnowomotsitay Swdpaviig  cuckeuaocia, oA oL
nAnpogopiec twv nopaypddwyv 8.2 & 8.3 (ISO 3826-1), Oa npéneL va napovotdoviat otnv
ETLKETAL TOU TAALOTIKOU aloKoU . ' ”

4. O dpakerot Twv aokwv Ba sival TonoBetnpévol pe Gveon kal TPOCEKTIKA, EVIGC avlektikot
ko kAgLoToy Kifwriou pikpod Bdpoug kat glikoAnc Hetadopdg,. |

5. H etikéra tou kiBwriou Hetadopdc, n onoia npénet vo eival EUKPWVWG EMIKOAANLEVN, Tpémet
Va TIEPLEXEL TIC MAPAKETW nAnpodopiec (amapaitnta otoukeia):

. To dvoua kat n SletBuvon tou KATOOKEVOOTA 1} T0 dvopa kal n 8wedbuvon vtou
npopnBeuti i Tou epyootaciou TPy WYnS, :

) Nepypadi) nepieyopévawy, gibog cuaTAaTOC aoKmY (6ASg, TpuTAGC, TETPAMASC KTA) kat
NPOTEWSHEVT Xprion SnA. _ :

. Meplextikotnra, ovBeon, eidog, okeVaopa kan OYKO 1} MA{a TOU QVTUTNKTLKOY Kot / i Tou
SUVINPATIKOU SLOAGHOTOG Kat KOs GAAOU UALKOY TIOU lodyeTaL OTwWE ENioncg Ko Tov oyko i
Hada tou aiparoc kai Twy TAPAYWYWY Pog GUAAOYH.

* ZuvBrikes amoBrikeuong (Bepuokpasia anoBixevong).

L Tov kaBopiopd tne noptidac,

. Huepounvio Angng,

. Euneplexopévn evié Tou kiBwriou NOCOTNTA CUCTNUATWY AoKWMY.

. AV 10 KIBWTIO peTadopdc Aewroupyei oav QTOMUIKY) GUOKEUAGiQ, va undpxet oSnyia rou
va avadEpel petd ond NOOEG UEPEC Sev TPEneL va XpnotponotnBei o mMAACTIKGG AokdC HETA TV
AnOUAKPUVET) Tou and ™ cuokeuasia,

6. Evtég kdBe kiPwrtiou HeTagpopds, Ba undpyouv UNOXPEWTIKA OVOAUTIKEG 08nyieg xpriong twv
AoK®WV otV eEAANVIKY YAGooa.

7. H Sudpketa Lwhc Twy agkdv (shelf-life), Ba sivar Toukdxiotov Sto (2) xpdwia amd ™mv
NHepopnvia anocteipworig Toug, obpudwva pie o 1SO 3826 § 6.2.

BAZIKES YNOXPEQSEIY

* H 6An Swdwaocia napaywyig twv aockwv, Ba sival olpdwvn pe 0 G.M.P. {Good
Manufacturing Practice). H npwtn UAn Oa eivor Medical Grade. Oa mpolvrar dAec ot
QVWTEPW JNToUEveC npoSlaypadég tou ISO 3826-1:2003. Ta ouotriuata Ba dépouv SAa tnv
£vbegn CE Mark xou enl NG ETKETAC EKAGTOU QKo Kall €Tl Tou XeptokiBwtiov peradopdc
TouG. YrioypeoUvral 8¢ ot HETEXOVIEC, var KaTaBEoouy To OXeTIKO TucTonoutikd CE Mark.

® Ot eTiKETEG OAWV TWV AOKWV KO TwV KiBwtiwv peradopds, Suvaral va sivar otnv eAAnvikng
YAWooo kaBwC kat ot 0dnyieg xpriong, dnwc autd woxveL and 12/7/1998 os edappoyr g
urt'apB. 83/42 odnyiag ™G E.E. | obpudwva kaw pe 1o 1SO 3826-1. Eivor Suvatr n xprion
OUUBOAWV OTIG ETIKETES TwY aoKWV, {e TV npodnobeon va nepappdvoviar o0dnyleg
XPong otnv eAAnvikr YAwooq, evtdg Tou kiBwrtiou.

* e évav (1) ex twv dopuPopIKWY aoKWV KGOE ouotuaroc, XWPNTKOTHTAS TOUAdYLoTOV 300
ml Twv aokwv Swatrpnong twv awpornetadiny, Ba avaypdderal OTNV ETKETA TOU EUKPVEIG N
évdelfn «ouponetdhia révee (5) nuepwv». Ot Maotikol aokoi TPENeL va sival cupBarol yia
To avdAoyo napdywyo aipartog mov Ba cuvtnpnBei.



e ErumAéov, Oswpeiton autovénto nwg ot Tipocdepopevol ookoi, Ba eivar o Béon va
géetaoBouv -gdv kpdel anapaitnto- cupdwva pe T etdiké Chemical kou Physical tests twv
Annex A’ kot B’ tou 1SO 3826.

EIAIKEZ TEXNIKEZ MPOAIATPADEZ '
‘ .
M\éov TWV KATWTEPW Kol yio TRV a§loAdynon twv oKy, LoXUouV T avapEPOUEVE TTIG
ouvnuueveg TENIKEX TEXNIKEX MPOAIATPADES SYTHMATON AZKON IYAAOTHEZ AIMATOL. . i
EIAOZ 4. TUoTpa TETPATAGY aoK®V GUANOYAg Kot enefepyaoiag 1 (pag) povadag o‘Aucou
aipatoc yia v mapaokeur 1 (wag) povadag Asukadalpsuivmv auunuwiuevwv
gpuBpoKuTIGpwV ot Opentiké SudAupa e npéofeteg oucisq kat 1 (mac) pova&aq

AeukopopPEPEVOU MAGONATOS.

\
To olotnpo TETparAdV aokwv Ba MPETEL va anoteAeita and va &g |

. ‘Evav mpwtebovia ookd aoAnlog twy 450 ml, ard PVC, pe 63 ml aviunkoikd 6wd\uua
CPD, jE EVOWUOTWHEVN CUCKEUN awoAndiog pikoug = 800mm, n ormoio vol aoAfyeL o€ EL5LKI’]
QOCTEPWHEVN, aTpaupatik, awoAnmir BeAovn 16G. O aokog va EXEL €Otk epauopsvn
acdalotikry Suhelda, wote va sivar Suvaty n katd BovAnon petadopd oAkou ouuatoq ol
péoou tou GIATPOU (KaTakpdtnon AsuKwY auproodapiwy ko arponetaliwy), otov 5e0tepo aoKo

. ‘Evav Seltepo kevd ooko twv 450 mi, yw petadopd tou AeuKaporpeRévou o}\LKou
aipotog. Stov aokd autd va cuvtnpolvror ta Asukadarpepéva spuepa awoodaipa sm 42
NUEPEC, UETE TOV Katd PoUANGT ANOXWPLGHO TOU Ti\Goporog.

. ‘Evav tplto Kevod aoké twv 450 mi, ya petagpopd tou AeuKadAPEPEVOU mwxou o€
OQUPOTIETAALD TAGGHOTOG usta T $uyokévipnon.

. ‘Fvay tétapto aokd Tou va Tieptéxet 100ml mpooBetikd SL6Aupa SAG-M, To omnoio usta ™m
GUYOKEVTPNON KAl TOV QIOXWPLoHG Tou m\doparog, va petadépetal otov SeUTEPO OLO'KO €10l
wote Ta /s Sndnuéva xat and AEUKOKUTTOPWHEVN cup.nuwipsva epuBpd muoccbmpta val
Siatnpolvral yua 42npépeg,.

310 KAELOTO GUOTNHA TWY TETPATALV OOKWV vaL elval TPOCUPOGHEVO <b0\tpo Aeu Kacbatpsonq oo
HoAGKS UALKO, TEOU VoL ETEPENEL OTNY ayiodooia yprivoph, acdaks kot cmots)\sop.anm Auon
NG QMOAEUKOKUTIAPWONG TPV amd ThV GUYOKEVTPNON Kol T ouvtijpnarn. H olvBeoy Tou va
eMITPEMEL TNV QVETn SLEAEUOH TOU OMKOU QU{OTOg OF oUvtopo Xpovo, £xovrag Kataxpatnoa
JLKpOTIypaTa Ko Asukd aipoodaipa ot nocootd 99,999% Kal ouponetdAla 98%, svw ™
uTtoAELOEVE AEUKA cupoodaipla otn povada petdyylong va givat <1,0 x 106 otafepq, va giva
LKPA N TIOOOTNTA. KN OVOKTWHEVIV £puBpokuUTTApwWY anwAela < 10%, avdktnon tou FVIII> 70%
oUpdwva pie To MA 138/2005 kau tv odnyia tou TupBouliou tng Eupwrng.

Kébe owpa ditpou va PEPEL TO AOYOTUTIO TOU €pYOOTOCIOU Katacrxeung, ™mv OVOp.d.O'l(l tou
diAtpou kot povadikd aplBud yo Tnpn yvnAaayomta tou. Na kotateOodv OXETIKEG pe?\steq
yiothv eniboon tou diktpou Aeukadaipeons.

Z& nepintwan katd Ty onoia to oo diktpou Sev pépeL Ta {nTovpeva atoleia van)\aotuomtaq
ToU, SNAaSH TOV AOYATUTIO TOU EPYOCTOCIOU KATAOKEUHS, TV ovopacia tou diktpou kat uova&xo
apBud, araursirat enionpo £yypado TG KATACKEVATTPLAG etarpeiag, to onoio Ba SiaPeBarwvel,
4 ta Inrolpeva otoxeio Tou iktpou etvar TAUTOONMA HE QUTA Tou GUOTHLOTOG cu)\)\ovnq
alPOTOC KAt GUSTOTKWV OTO OTOL0 EVAL EVOWHATWHEVO.

To gUoTNHA VA ElvaL AIOCTEIPWHEVD pe T uéBodo atpou.







