TEXNIKEZ NPOAIATPADEZ AZKQN AIMATOZ

TYNOI AZKQN AIMATOZ

A/A | EIAOZ AZKOY ZHTOYMENH NOXZOTHTA
1 Authol aokol aipartog amAot pe CPDA N 50
CPDA1,450ml yia epuBpad 35 nuepwv Kal Eva
Sopudoptkd ackod touldytotov 300 ml yla
mAdopa
2 Tputhol aokol aipatog CPD r} CPD2D 450ml ko 1900
800 Sopudoplkoug aokoug TouAdyLotov 300
kat 300 ml €kaoTtog e MPOCHETIKO CUVTNPNTLKO
StaAupa 100 ml yia epuBpd touAdyiotov 42
NUEPWV, TAACLO KOL ALUOTIETAALD 5 NUEPWV.
FENIKEZ TEXNIKEZ NPOAIATPA®EZX AZKQN YAAOTHZ AIMATOZ
MNOIOTHTA - ZXEAIAZH
1. To mAaoTikd Twv AoKWV va elval apLotng molotntag kat vPnAng dlamepatotntag,

SLOUYEG KOl AXPWHO (va NV eMNPeAleTal N EKTLNGCN TOU XPWHOTOG TOU AllaTog KoL TwV
mapaywywv tou 1SO 3826-1 § 6.2.4). Ol mAactikol aokol pénel va elval cuppatol yla
TO avAaAoyo mapaywyo aipotog mou Ba anobnkeutel.

ElS1k& ol mAaoTikol aokol Tou eival pooplopévol yia TNV dUAaén Twv aLLomeTaAiwy
TMPEMEL va €lvol KOTAOKEUAOUEVOL OO KOTAANAO UALKO, TIOU ETUTPEMEL TNV
Slanepatdtnta tou ofuydvou ya tnv Slatfipnon tou pH twv aluonetaAdiwv ota
emBbupuntd enimeda yla TNV 0WOTH ouvtnpnorn touc. To €ido¢ tou UAWKOU Kal n
KOTAAANAOTNTA TOU yLla TNV GUVTAPNON TWV OULUOTIETAALWVY TIPETEL VO ATIOSEIKVUETOL E
OXETIKA TILOTOTIOLNTLKA TOU O{KOU KATAOKEUNG.

O oxebloopdg tou aokoUu Ba elval TMOAU TPOOEKTIKOG, WOTE Vo TANPOL OAeC TIG
QMALTACELG Xpriong pag olyxpovng Tpamnelag Alpatog. Oa dEpel aploteg kKal achaAeig
TEPLUETPLKEG OUYKOAANCELS XwpPLG TMEPLTTEG AMOANEELS TTAQOTIKOU TEPLE QUTWV TIPOG
amnoduyn cuykévTpwong pikpoBiwv (1SO 3826 §4.1.) .

OAa Ta CUCTAUOTO AOKWV VA E(vVOL ATIOCTELPWHEVA KAl €AeVBEpO TIUPETOYOVWY Kall
Toélkwv ouolwv (ISO 3826 § 5.4.2.1.) kal Ln eUBPAUOTA UTIO KAVOVLKEG CUVONKEG XProng
(1ISO 3826-1§6.1.)
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O\a Ta cuotHuaTa aoKWV Ba MPEMEL vl TANPOUV TIC GUOLKEC, XNULKEG KAl BLOAOYLKEG
npoiUmnoBéaoelg mou mpoPAEnovtal oto ISO 3826-1 § 6.2, 6.3, 6.4)

EowTteplk@ 0 0aOKOG va Unv Topouclalel aVWHOAIEG TOU TAOOTIKOU H  Twv
ouykoAnoswv. Na eival mavtou KolAog Xwpilg YWVIEG, yla TNV ApLOTN CUVTAPNON KoL
anpooKomtn HeTadOopd TOU AlLOTOG Kol TWV Tapaywywyv Tou Kabwg kot TNV amoduyn
BpouBwv.

O mpwtelov aokOog va GEPEL EVOWUATWHEVN OUOKeUN alpoAndiag amd mMAACTIKO
owAnva aplotng molotnTag Ukoucg LetalL 80 k. kat' eAdyLoto Kal 120 K. mepimou, Kal
E0WTEPLKAG Kol €€wTePLKAG SlopETpou cUpdwva pe to ISO 3826. O cwAnvag va
kataAnyet o Bedovn PALPag 16G avaypadOUEVO OTNV ETIKETA TOU OOKoU I OTOV
OTOULKO PAKEAO CUCKELAGLAG TOU ACKOU AUOTHPA.

H BeAovn va Ppépel MOAU AEMTA TOLXWHOTA, VO EvVOL EMKAAUPUEVN HUE OLALKOVN,
OTTOCTELPWHEVN KOL ATPOUHATIKA.

TUpdwva Kol pe TG odnyleg tng mapaypddou 5.7 tou ISO 3826-1, n BeAdvn atpoAnyiag
Ba eival eVOWPOTWHEVN KAl OVATIOOTINOTN arnd To cwARva cuAAoyNG Kal Ba kahUTTeTal
Ond TPOOTATEUTIKO TWHA. TO TPOOTATEUTIKO Twpa Ba eumodilel tn Slappon
OVTLITNKTIKOU, Ba Slatnpel amooTelpwUEVO ToV UAO, GTEYVH OO QVIUTNKTLKO TN BeAovn
kot Ba adoalpeitat eUkoha. To mpootateuTikd TnwHa &sv Ba  pmopel va
gnavaypnotomnolnBei ) maparmnolnBet xwpic autod va kabiotatal mpodnAwg epudavec.

Ma tnv otpLlén Twv cwARVWY, 0 TEAKOG aokog KAaBe cuotrnpatog mou Ba anobnkeutel
To Tapdaywyo (gpubpd, mAdopa) va ¢épst omwodnmote amd Suo (2) avBekTikd
ovolyuata og KGO KoTtA PUrKog MAEUPA TOU.

O ocwAnvag atpoAnyiag va avaypadet aveéltnha Kal EUAVAYVWOTA TOV AVOYVWPLOTIKO
TOU 0plBUd ava SLaoTAUATO, UTTOXPEWTIKA ylot TOUG TUToug 1 Kal 2 otoug omoloug o
OPXLKOG 0LOKOG TEPIAAUPBAVEL TO TEALKO TIPOIOV TWV CUUTIUKVWHEVWY EPUBPWV.

Eni ékootou QOKOU TOU OUOTAUOTOC BOa UTIAPXEL ETIKETA HE TUTTWHEVA OAd Ta
anapaitnta otolxeia. Ol eTikéTeg Ba dEpouv eukplvr Kal avaAlolwtn ektunwon. Oa
elval avBeKTIKEG KaL APLOTNG TIOLOTNTAC WOTE va [NV aAAoLwvovTal i Kataotpedovtal
(oL i6lec A n ektUMwon toug) oe Sladopoug xelplopols | otnv PueEn/ amdPpuén. Na
Kataotpédovrtal Kal OxL va armokoAAoluvtal o€ mpoomnadeia anokoAAnong (ISO 3826-1
§8.5)

Eni tng etkétog kABe 0oOKOU TOU OUOCTNMOTOG, €KTOC TwV Aomwv otolxeiwv, Ba
avaypadovTal UTIOXPEWTLKA:
A) Neplypadn MEPLEXOUEVWV KAL TIPOTELVOLEVN XpHoN.



B) To €i60¢ Kol 0 OYKOC TOU QVTLTTNKTIKOU 1 TOU cuvtnpntikou StaAupartog (ry CPDA
-1, 63ml), 0 Oykog alpatog ) mapaywywv mou SEXETAL 0 avTtiotolyog a.okog (m.x.400
1 300 ml)(ISO 3826-1 § 8.2)

I ZApavon mou va poodlopilel anooteipwon Kat in MUPETOyOva

A) To kaBoplopo Tng maptidag

E) Tov KwS1K6 POoIAVTOC TOU KATAOKEUAOTH

21) H nuepopnvia mapaywyng n Anéng touv a.okoL

Z) Zpoveon Tou va amoyopeUEL T XPRoh TOU aoKoU AV UTIAPXEL eldavhg EVOELEn
$Bopdg

H) ZApavon yla pa Lovo xpron tou ackou

©) Zripavon ylo Tig 0dnyieg xprong

I) Ovopa kot StevBuvon KATAoKELOOTH | TPOoUNBeUTH

13. AapBavopévng umogn tng odnyiag ISO 3826-1 § 4.1 oL €TIKETEG KOL TO ECWTEPLKO TWV
0LOKWV TIPOTEIVETAL Va €XOUV TIC KATWOL SlaoTdoEelS :

XQPHTIKOTHTA EZQTEPIKO EZQTEPIKO METEOOZ ETIKETAZ
NAATOZ YWO: (+/-5 mm)
(ml) (mm) (mm) NAATOZ YWO:

100 75 120 60 85
250 120 130 90 85
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

14. OL oUVBOEOELC TWV QVTLTNKTIKWY KO TIPOCOETIKWY SLOAUMATWY va gival cUUDWVEC HUE TIG
oényieg tng Evpwnaikng Pappakomnotiag (Eur. Ph). kal va avaypadovtol avaluTika

€T TWV ETIKETWV TWV avTioTtolywv aokwy (ISO 3826 § 7.1.b.)

15. OL mpodlaypad£C TwWV 0OKWV OE avtoxr Katd tn ¢uyokévipnon vo cupdwvolv e To

ISO 3826 §5.2.7 kot §5.2.8 (5000G x 10 Aemttd otouc 4 kat 37 ° C).
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OL podilaypadég avtoxng Tou MAAoTIKoU os S1adope BepUOKPACIES VO CUUDWVOUV LE
10 1SO 3826 §5.2.5 (apyr) YUEN kat aroBrikeuon og —80°C yia 24 WpEC).

Ta otopa €€66ou (outlet ports) Tou alPOTOC ) TWV TTAPAYWYWVY Ao KaBe aoko Ba eival
KOTooKevaopEva oupdwva pe tnv napaypado 5.8.1 tou I1SO 3826 (oL mAaoTikol odkol
Ba SiatiBevtal pe éva n meploocdtEPA OTOMULA €6080U yLoL TNV XOpPNynon oipatog f
mapaywywv aipotog. Ta otopta e€66ou Ba anodppaccovtal oTeyava amnod Tn CUOKEUN
petayywong BA. ISO 3826, §5.8.1). KaBe otoplo €66ou Ba elval epuntikd odpayLoUEVO,
ue KAelowo aodaleiag, €0KOAO OITOCTIWUEVO KOL KN EMAVOTONMOBOETOUUEVO, TIPOG
amoduyn HOAUVOEWV KATA TNV £l0060 TOU PUYXOUG TNG CUOKEUNG LETAYYLONG OTOV 0.0KO
BA. 1SO 3826, §5.8.2. Oa eMITPETEL TNV OUVOEDN CUOKEUNG UETAYYLONC £XOVTAC CUTTNUA
diatpnong ovudpwvo pe 1o ISO 1135-4, Ywpic va mopoucialel Slappor KAtd TNV
Sdlatpnon n kata tn Stapketa xpriong (1ISO 3826-1 §5.8)

To cuoTHUOTO TWV AoKWV va pEpouv elbIlkd clotnua ANPewg Selypdtwy aipatog v
KEVW, Ot KAELOTO KUKAwpA To omoio va efaodalilel amolutn oOTelPOTNTA OTO
Aappavopevo aipa yia tnv anoduyn EMUOAUVOEWV.

Na ¢épouv evowpoTwHéVO cUOTNUO TIPOOTACIOC TOU OLUOAATTN ylwa Thv amoduyn
mbavwy TpumnUatwy amd tn BeAovn kotd tn Stadikacio amoppunc tng Ue GUECO
kivéuvo t péAuvor Tou.

Ta deiypata va Aoppdavovtol amd eVOWUATWUEVN CUCKEUN aipatog (UKpog £L8LKOg
0.0KOC) otov omolo cuMéyovtal Ta pwta TouAdylotov 30 ml aipatog mpv and tnv
KUPlwg ARYPn. O pKpOC e18IKOC aokog Ba eival o enadn He onueio Tou cwAnva mou
dépeL TNV BeAOVN, LE TETOLO TPOTIO WOTE VAL NV £PXETAL-OE KAWLA TIEPIMTWON- o€ emadn
ME TO QVTLTNKTIKO SLAAUMA TOU TPWTEUOVTOC 0okoU. Oa aodalilel pe eldikd KAeloTpo,
yla v yivetal n AqPn twv SElYUATWY aipatog, Tpwv TNV €vapén tTng KOVOVIKAG PONG
aiparog mpog tov aoko aloAndiog, pe KatdAAnAeg cuvBnKeg woTe va €lval cwotd ta
QTMOTEAECHATO TWV EPYACTNPLOKWY EEETACEWV.

2YZKEYAZIA

1. Ta dadopa cuotrpata aokwv Ba elval TomoBetnuéva evidg MAAOTIKOU Sladavoug
1 and aAoupivio €l61koU aodpalouc Kal avOekTIkoU GaKEAOU, OIMOCTELPWHUEVA KO
EPUNTIKA odpayLopéva, avetaptnta amno To eav GEpouv N OXL ATOLKN CUCKEUAOia
anod oeAodav 1 GAAO amAo UALKO.

2. H ouokeuaoia Twv 0oKWV Kol TwV CWARVWY TOUG EVTOG Tou dakeAou Ba elval Avetn
Xwpig va eival Suthwpévol f va dépouv toakiopata o dtadopa onpeia Toug.



3. AOyw TOU TEPLOPLOPEVOU XpOVOU ANENC TWV AOKWY UETA TO AVOLyUd Tou dakEAoU
KoL tpog SlteukoAuvon tng Alpodoaoiag, o kabe pakelog va mePLEXEL TO TIOAU £EL (6)
CUOTHHATO OKWV OLLLATOC YLa TOUG TUTTOUG aoKWV HE o/a 1 €wg Kat a/o 2

4. Eni tng enkétag tou dakéAou ocuokevaciag 1 av xpnolwpomoleitat dadavig
OUOKEUQOLOL OTNV E€TIKETO. TOU TAQOTIKOU o0okoU Oa avaypadovral: a) o
Kotaokevaotng/mpoundeutic  kat n  O6evBbuvery tou B)  mepypadn
TIEPLEXOUEVWV/TIEPLEKTIKOTNTAG (T.X £160¢ TOU QVIUTNKTIKOU KOl TOU TPOCHETIKOU
StaAUpartog, 450 x 450 x 300 ml) y) nuepounvia Anéncg, 8) Ba mpémet va avaypdadetal
otL Sev Ba mpénel o aokoOg va xpnotpomnolnBel edv autdg €xel adatpebel and tnv
cuoKeuaola mepav Twv hl nuepwv, £)0 aplBUdC tng maptidag

5. O ¢pakehol Twv aokwv Ba eival tomoBeTnuUévol e AVECN KOl TIPOOEKTIKA, E€VTOG
avOeKTIKOU Kal KAELOTOU KIBwTiou pLkpoU Bdapouc Kal eUKOANG HeTAdOPAC.

6. Eml tou kiPwtiou petadopdc Oa eival emKOANUEVN ETIKETA HE EUKPLVWG
avaypadOopeva TOUAAXLOTOV Ta KATWOL amapaitnta otolyeio: dvopa kat dtevBuvon
KOTAOKEVAOT N TMpounBeuth, €l60G¢ CUOTAUOTOG AOKWVY (SUTAOG-TPUTAOG KATL.),
TIEPLEKTLKOTNTA TOU cuothpatog (r.X. 450 x 450 x 300), to £i60¢ Tou AVTIUTNKTLKOU
Kot Tou pdoBetou Stalvpatog (CPDA-1 ;i CPD/SAG-M kAmt.), n nuepounvia AREnc
TWV aoKwv, N Beppokpacia amoBnKeLong Kal N EUMEPLEXOUEVN EVTOC TOU KIBwTtiou
ToooTNTA cuoTnUAatwy aokwv (I1SO 3826-1 §8.4).

7. Evtog kabe kiPwtiou petadopdg Ba UTTAPXOUV UTIOXPEWTIKA OVOAUTIKEG 0dnyleg
XPAONG TWV aoKWV oTNV EAANVLIKH YAWooa.

8. H &uapkela {wng twv ackwv (shelf-life) Ba elvat touAdylotov SUo (2) xpdvia amnod tnv
nuepopnvia anooteipwong toug, cuUdwva pe to I1SO 3826 §6.2.

BAZIKEZ YINOXPEQZEIZ

H OAn Swadikacio mapoaywyng twv ackwv Ba elvat olpudwvn pe to G.M.P. (Good
Manufacturing Practice). H mpwtn UAn Ba eival Medical Grade. ©a tnpouvtal OAeg ot
avwtépw Intolpeveg mpodlaypadeg tou 1SO 3826/1993. Ta cuothipata Oa dpEépouv OAa
Vv €véeltn CE Mark Kot €mi NG €TKETAG EKACTOU AOKOU KOL €L TOU XoPTOKLBwTioU
METAdOPAC TOUG. YMOXpeoUvTal O OL HETEXOVIEC VA KOTOBEOOUV TA OXETIKA
niotomnotntikd CE Mark.

Na mpookouloBoUv emionpuec UEAETEC KoL TILOTOMOLNTIKA TEPl TwV TPOOPEPOUEVWV
OVTUTTNKTIKWY Kol TPocOeTikwy StaAupudtwy omou Ba emiPeBalwveTal N cUVIAPNON TWV
£puBpwV 35 1} 42 TOUAAXLOTOV NUEPEC AVTIOTOLYOL.



Elvat duvatn n xpnon oupPOAWV OTIG ETIKETEC TWV OOKWV HE TNV Mpolmobeon va
nepthappavovtal odnyieg xprnong otnv eAAnvikn YAwooa evtog Tou KiBwtiov cludwva
pe To ISO 3826-2:2008 to omoio ival amdAuta cupPato Kol CUMMANPWVEL TV odnyla

93/42/EK».

e évav (1) ek Twv 60puUDOPLKWV AOKWVY TOU CUCTAMATOG HE a/a 2, XWPNTKOTNTAS
TouAdylotov 300ml, Ba avaypadeTal oTNY ETIKETA TOU EUKPLVWGE N €VEELEN «ALUOTIETAALA
névte (5) nuepwv». OL MAaoTkol ackol Tmou eival mpooplopévol ya tTnv GUAagn Twv
OULHOTIETAALWY VA €lval KOTAOKEUOOUEVOL Ao €LSIKO TTAQOTIKO UALKO TIOU ETULTPETEL TNV
SlamepatdtnTa Tou ofuyovou yla tnv Slatfipnon tou pH Twv algometaAiwv ota
KOTAANAQ enimeda yla TNV owOTr ouvtnpnor touc. To &ldog¢ tou UAKOU KoL N
KOTOAANAGTNTA TOU yLO TNV CUVTHPNON TWV OLUOTIETOALWY TIPETEL VO ATTOSEIKVUETAL UE
KOTAAANAQ TILOTOTIOLNTLKA TOU OLKOU KOITOLOKEUNC.

Na katateBolUv Ttouldylwotov mévie (2) Oelypato ookwv aipato¢ amd Kabe
npoodepopevo tomo. Ta deiypata Ba umtofAnBolv oe MOLOTIKO €AeyX0 Xprong yla tnv
ocupdpwvia pe TG TEXVIKEC Tpodlaypadic, Ta  amoteAéopota Tou omoiou Ba
ocupunepAndBolV otnv €kBeon afloAdynong.

Entl mAéov, Bewpeltal autovonto nmwg oL mpoodepopevol aokol Ba eival os Béon va
efetaoBoUlv — eav kplBel anapaitnto —oupdwva pe to eldk6 Chemical kal Physical tests
twv Annex A’ ko B’ tou 1SO 3826.

OL mpounBeutéc — OSwokwvntég Ba mpémel va ouppopdwvovtal pe v Y.A
AY86/IM1348/04 6mwg autr) TPOTomoLOnKe Kol LoYXUEL.



