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MNowotnta-Zxedioon

1.

To MAOOTIKO TWV AoKWV va gival aplotng mowotntag kot uPnAng Stanepatotnroag, diadaveg. Asv Ba mpenel
va elval XpWHATIOPEVO OE TETOLo BaBud mou va emnpedletal SUCUEVWE N XPWOTLKN £E£TACN TOU alpatog
Kol Twv mapaywywv tou (ISO 3826-1Q2003 § 6.2.4.). OL MAaoTIKOL aoKol TipEmel va eival cupfarol yla to
ovaAoyo mapdywyo aipoatog mou Oa anobnkeutel.

O oxedlaopog tou ackol Ba eival MOAD TPOOEKTIKOC, WOTE va TANPol OAEG TIG AMALTAOELS XPHONG HLAG
ouyxpovng Tpanelag Alpatog. Oa dEpel ApLOTEC KAl AOPAAEL TIEPLUETPIKEG GUYKOAANOELG XWPLG TIEPLTTEG
amoAnR el mMAaoTikoU TTEPLE AUTWV TIPOG amoduyr CUYKEVTPWONG HikpoBiwv (ISO3826 § 4.1).

‘O\a T CUCTALOTO OLOKWV VA ELVaL ATIOCTELPWHEVA Kal eEAsUBgpa MUpeTOYOVWY ouaLwy (ISO3826 § 5.4.2.1).

JUpdwva Kol pe TG odnyieg tng mopaypadou 4.7 tou 1SO3826, n PBeldovn awwoAnpioc Ba eival
EVOWHATWHEVN KAl avarmoomaoth ano tTo cwAnvo cUAOYNG Kot 8o KOAUTTETAL Ao TPOCTATEVUTIKO TIWUAL.
To mpootateutiko nwpa Ba epmodilel Tn Sdappon aviunktikol, Ba dlatnpel AMOoTEPWHUEVO TOV UMD,
OTEYVH QMO OVTLMNKTIIKO TN BeAdvn kal Ba adatpeital evkola. To MPOOTATEUTIKO TIwHa &g Ba umopel va
gnavaypnotlpomnotnBei,  mapamolnbeil xwpic auto va kabiotatatl mpodnAwg epdaveg.

O mpwteUov aokog Ba dEpel evOWUATWHEVN CUOKEUN awoAnyiog amd TMAACTIKO CwARvVa ApPLOTNC
TIOLOTNTOC UAKOUG HETaty 80 ek. kat' eAdxloto kot 120 ek. TMePIMOU, KOl €0WTEPLKAG KAl EEWTEPLKNAC
Slapétpou cupdwva pe to 1IS03826. O cwAnvag Ba kataAnyel oe Behovn PALEPag 16GavaypadOuevo atnv
ETIKETA TOU aokoU. H BeAovn Ba dépel mMOAU Aemtd Tolwata, Ba ival oLALKOVAPLOUEVN, OATIOCTELPWEVN
KOL OLTPOLU LALTLK).

Ma tn otnpLEn Twv cWANVWY, TOUAAXLOTOV 0 0.0KOC dUAAENC Twv epuBpokuTTApwY KABE cuoTAUATOC Vol
dépel onwaodnmote and SV0 (2) avBeKTIKA avolyuata o KABE KATA UKo TTAEUPA TOU.

O owAnvag tou ackou ¢pUAAENG Twv gpubpokuttdpwy Ba avaypddel aveitnAa Kal euovayvwota Tov
OVOYVWPLOTLKO TOU aplBud ava Slaothiuato.

ETti eKdoTOU TOU cuoTAUATOC Ba UTTAPXEL ETIKETA E TUTIWHEVA OAA Ta amapaitnto otolyeia. O eTikETeG Bal
dEpouv eukplvr kot avaAloiwtn ektuTwon. Oa sival avBekTIKEG KAl aploTtng ToLOTNTOC WOTE va PNV
oAlowwvovtal 1 kataotpédpovral (oL ibleg A n ektunwon toug) oe SLadopoug XEPLOHOUG 1 KATA TNV
Poén/anoduén touc. Na katactpédovrtal Kol OxL va amokoAwvtal os kaBOs mpoomndbela amokOAANCNG
Toug(I1SO3826 § 5.2.9.).

Emti tne eTtikéTag kaBe aokol Ba avaypdadovtal UTTOXPEWTIKA:



o) meplypadn MEPLEXOUEVWVY KAL TIPOTELVOLLEVN XPNON,

B) obvBeon, okevaoua Kot OYKO | LAla TOU AVTLTNKTKOU R / Kol TOu cuvTNPNTIKOU

SlaAUpartog kot KaBe aAAou UALKOU TToU ELCAYETAL, OTIWCE EMIONG KOL TOV OYKO N TN Halo Tou
O{HATOC KOl TWV TTapaywywy aipatog mpog cuAAoyn,

y) onuavon mou va ipoodlopilel amooteipwon Kal Un-mupeToyova,

6) orjuavaon mou va npocdlopillel OTL 0 0lOKOG £ival yLa pia xprion Hovo,

£€) onuavon yla TG odnyieg xprong tou aokou,

{) To 6vopa kat tn StevBuUVON TOU KATAOKEUAOTH ) To Ovopa Kal tn SltelBuvon Tou pounBeuth,

n) tov kaBoplopo tng moptidag.

9. H etkéta tou aokoU atpoAnyiag Ba mepléxel otolyela mou Ba adopouv tnv nuepounvia mépa and tnv
orola ev pmopel va xpnolpomotlnBel 0 aokog ylo cUAAoyr aipatog, Kol tov KwdIKO Tpoidviog Tou
KOTOOKELAOTH).

10. ECwTEPLKA O AOKOG VA KNV TIPOUCLALEL aVWHOALEC TOU TTAOOTLKOU ) TwV cUYKOAANoewv. Na elval mavtou
kolhog xwplc ywvieg, ylia tnv ApLoTn ouvtApnon Kol ampooKomtn Hetadopd Tou alpatog Kal Twv
Tapaywywv Tou, Kabwg Kat Tnv amoduyn Bpoupwv.

11. Aoppavovtag umt' oy tnv odnyla tou 1SO3826 § 3.1. OL ETIKETEG KAL TO ECWTEPLKO TWV ACKWV €ival
amopaltnTo va £XouV TIG KATwOL SL0oTATELG:

ONOMAZTIKH EZQTEPIKO EZQTEPIKO METFEOOZ ETIKETAZ
XQPHTIKOTHTA NAATOZ MHKOZz (1-5mm)

(ml) (mm) (mm) NAATOZ 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

12. OL ouvBE£DELG TWV OQVTUNKTIKWY Kol TPOOHETIKWY SLaAUMATWY va elval cUUdWVEG PE TG odnyleg tng
Eupwnaikng Qappakomnotiag (Eur. Ph), kat va avaypddovtal avoAUTIKA €M TWV ETIKETWV TWV OVTLOTOL{WV
ookwv (1503826 § 7.1.b.).

13. OL mpoSlaypad£C TwvV AckWY O avioxn Katd tn ¢uyokévipnon vo cuudwvoulv pe to 1S03826 § 6.2.7.
(5000G x 10 Aemtd otoug 4 kat 37 °C).

14. Ounpodlaypad£g avtoxng Tou MAAoTIKoU os Sladopes Beppokpacieg va cupdwvouyv pe To 1ISO3826 § 6.2.5.
(artoBrikevon oe -80 °C yia 24 Wpec).



15. To otopla €660u (outletports) OAWV Twv AckWV Twv Mopaywywv Ba gival kataokeuacouéva cludwva Ue
v napadypado 5.8.1. tou 1SO3826 (oL mAaotikol aokol Ba SlatiBevral pe éva | MEPLOCOTEPA OTOULA
€€060UL yla TN xopnynon ailpotog r mapaywywv aipatog. Ta otoula e€66ou Ba anoppaccovtal oteyava
arno 1o cvotnua dtanépaong, PA. 3826, § 5.8.1.).Kabe otouto e€66ou Ba pEpel Eva EpUNTIKA 0dPAYLOUEVO
kAelolpo aodaleiog eUKOAA AMOOTIWHEVO KAl N evatomoBetolpevo, Tou omoiou kaBe mapofiacn va
umopet va gival opBaipodavrg, oUTWC WOTE va SLOTNPEITOL ATIOCTEIPWUEVN N EOWTEPLKN ETLPAVELD, BA.
3826, § 5.8.2.

16. Ta cuotipata ackwv va Gpépouv eldlkd cuotnua ANPews SEYUATWY AlLaTOC €V KEVW OE KAELOTO KUKAWUQ,
To omnolo va s€aodpalilel amoAutn oTelPOTNTA 0TO AQUPAVOUEVO aipa ylo TV amoduyn EMUOAUVOEWY OTOV
nieptBarlovia xwpo, dlabétovtag toug KatdAAnAoug SLakOmTeg pong kal Bpauvopeveg BaABideg yla tnv
aodaln Staxeiplon Twv Mpwtwv Ml NG awwoAniag mou Ba xpnolponolnbolv wg delypota Kol ot
OUVEXELX TNG ARYPNG avTLoTOXWG.

17. Na ¢£pouv EVOWUATWHUEVO cUOTNUA TIPOOTACIOC TOU ALUOAATTN yla TNV amoduyn mBavwy TPUTTNUATWY
amno tn Belovn katd t Stadikacio anoppldPng TnG e dpeco kivéuvo tn poAuvaon tou.

18. To ovotnua SewypatodnPiag va cupmepllapBdavel ookidlo TPOCUAAOYAG QIPOTOG, HE XWPNTLKOTNTO
TouAdytotov 35ml.

Zuokevaoia

1. Ta &wadopa cuctipata oaokwv Oa eivol TomoBeTnuéva O OTOULK OCUCKEUAOLO &VIOG TAQOTIKOU
Sladavolg i amd aAoUpivio e181koU aodaAouc Kal avOekTikol GOKEAOU, ATMOCTELPWHEVOL KOl EPUNTLKA
odpaylopévol.

2. Houokevaocio Twv aoKwWV KAl Twv cwAvwy evidg tou pakélou Ba gival avetn xwplc va ivatl SutAwpévol n
va pépouv Toakiopata og Stadpopa onpeia Toug.

3. Hetkéta cuokevaoiag Ba mepléxel TG e€Rc MAnpodopieg:
a) ovopa Kat StevBuvon kataokeuaotn A / katl tpounBeutn,
B) meplypadn mepLEXOUEVWY,

y) nuepopnvia ARéng,

6) obnyia mou va avadépel petd and ndoeg NUEPEC Sev TIPEMEL va XpnoLpomnotnBel o TAAOTIKOG AoKOG HETA TNV
QITOUAKPUVOT) TOU Ao TN cuokevaoia Kat

€) mpoaodloplopod maptidag. Eav xpnotponoleital Stapavig cuokevaaoia, OAeg oL TAnpodopieg Twv napaypddwv
8.2 kaL 8.3 (1IS03826-1) Ba MpEmeL va TAPOUCLALOVTAL OTNV ETIKETO TOU TAOOTIKOU aloKoU.

4. Ou ¢pakelol Twv ackwv Oa gival TOMOOETNUEVOL HE AVEDH KoL TIPOOEKTLKA, EVTOC avOeKTIKOU Kol KAELOTOU
KLBwtiou, pkpoU Bapoug Kat eUKOANG LeTadopag.

5. H etkéta n omola mpEmel va elval EUKPLVWE ETULKOAANEVN TIPETIEL VAL TIEPLEXEL TLC TTAPAKATW TMAnpodoplec:

o) To 6vopa Kot T S1ebBuveon ToU KATAOKEVOOTH,



B) mepypadn Tou nepLexopévou,

y) ouvBnkeg anobrnkeuong,

6) Tov kaBopLopo tng maptidag,

€) nuepopnvia Ajéng,

{) av to KIPwtlo petadopds AslToupyel oav ATOUIKN) CUOKEVAoia, odnyla TOU va avodpEpeL HETA Ao TTOOEG
MEPEG eV MPETEL VA XPNOLUOTIOLNOEL 0 TTAAOTIKOG AOKOG ETA TNV AMOUAKPUVGON TOU Ao T cUoKeuoola.

6.

7.

Eviog kaBe kiBwtiou petadopdg Ba uMAPXOUV UTIOXPEWTLKA QVAAUTLKEG 08Nyleg Xprong TwWV AoKwWV otnv
eAANVLIKA YAwooa.

H Suapkela {wng twv aokwv (shelf-life) Ba eivat touAdyiotov Vo (2) xpovia amd TNV nuUepounvia
amnootelpwaong toug, cUUdwva pe To 1ISO3826 § 6.2.

BOLOLKEG UTTOXPEWOELS

1.

H 6An Stadkaoia mapaywyng Twv ackwyv Ba sivat cupudwvn pe to G.M.P. (Good Manufacturing Practice). H
npwtn UAN Ba sivat Medical Grade. Qo tnpouvtal OAe¢ ol avwtépw InTolueveg mpodlaypadeg Tou
1SO3826-1:2003. OAa ta cuothuota Ba pépouv tnv €vdelen CE Markkal €l TN ETIKETAG EKACTOU AOKOU Kall
EML TOU XOPTOKLBWTIOU HeTAPOPAG TOUC. YmoxpeoUvtal &g OL PETEXOVTIEC VA KATABEOOUV TO OXETIKO

miotomnotntikd CE Mark.

No mpookoutoBoUv emionueg MEAETEC KAl TILOTOTIOWNTIKA TIEPL TWV TIPOOHEPOUEVWV QVTUTNKTLKWY Kol
MPooBeTIkwV SlaAupdtwy omou Ba emPBefatwvetal N cuvtrpnon Twv epuBpwv 35 1 42 TOUAAXLOTOV NUEPES

avtiotolya.

OL ETIKETEG OAWV TWV AOKWV Kol TwV KIBwTiwy petadopds duvatat va eival otnv eAANVIKN YAwooo Kabwg
KOl oL 08NyLleg XpProng, OMwG auTo LoxVel and 12-07-1998 oe sdpapuoyn tng ur' apBu. odnyia tng E.E., i
ocUpdwva Kat e To 1S03826- eivat Suvatn n xprion cUUPBOAWY OTLG ETIKETEC TWV ALOKWV LE TNV poindbeon

va eplhapBavovtal odnyieg xpriong otnv eAANVLKN yAWooad vtog Tou KiBwtiou.

Je évav (1) ek Twv 60pudOoPKWY OOKWV KABE CUCTAMATOC, XWPENTKOTNTAG TouAdylotov 300 ml, mou
npoopiletal ywo cuAloyn alometadiwy, Ba avaypAdetal oOTNV ETIKETA TOU EUKPLVWG N EVOeLEn
«atlpomnetaAia mévte (5) nuepwv». Ol mMAaotikol aokol pémel va eival cuppatol pe To avahoyo moapaywyo

aiparog mou Ba anobnkeutel.

Na katatreBouv TouAdyLotov tpia (3) delypata ackwv alpatog and kabes mpoodpepoeVo TUTIO.



6.

1.

EruumAéov, Bewpeital autovonto nwg ol mpoodepoduevol ackol Ba eival os B€on va e€etaocbouv -eav KplBel

anapaitnto- cuudwva pe ta eldikd Chemicalkat Physicalteststwv AnnexA' kal B' tou 1S03826.

EL81KEG TEXVIKEG MpodilaypadEg aoKwv GUAAOYNG ALATOg ava TUTO, MAEOV TWV WG AVW YEVLKWY

TEXVIKWV Ttpodiaypadwv aokwv aipato

Z0OTNUA TETPATTAWY ALOKWV QLLLOTOG

Mpokettal yla évo coTNUA TETPATIAWY 0oKWV cUAAOYNG Kal enefepyaciog pag (1) povadag oAlkoU aipatog
yla T mapaokeun pag (1) povadag AeukapalpeUEVwY CUUTIUKVWHEVWY £pUBpwV alpoodalpiwv os Bpemtikod
SlaAupa pe mpooBeteg ouoieg, pag (1) povadac avaktnOéviwy ayuometaAiwy (Un AsUKadaLPEUEVWV) KOL LLOG
(1) povadag mhaocpartog (un Asukadatlpepévou).

To npoodepOUEVO CUTTNUA TETPATIAWY 0LOKWV Ba IPETEL va anoteAeital anod ta e€nc:

1)

2)

3)

4)

5)

Evav mpwtevovia aocko alpoAndiag twv 450mlamd PVCue 63mlaviumnktikd Sidhupa  CPDpe
EVOWUATWHEVN cuoKeun altwoAnyiag pikoug >800mm, n omoio va armoAnyeL O €L6LKN AMOOTELPWEVN
OTPAUUATLKA atpoAnmrtikn BeAovn 16G. O aokoc va €xel eldikr Bpauodpevn aopoaiiotikn SikAeida, wote va
gival Suvatn n katd BouAnon petadopd Tou MAACUATOG TAOUGLOU OF OILUOTIETAALN O0TOV SEUTEPO AOKO
peTa tnv duyokévipnon. Na dépel eniong €8ikn BaABida aodaleiag wote va pnv elval duvatn n
S1éAeuon tou mpooBetikol StalUpatog SAG-MaoTov TETOPTO 00KO TPLV T GuyokEvTpnon.

‘Evav 8eUtepo Kevo aokd xwpntikotntag 450mlamd €161kd MAACTIKO yla T HETAdOPA TOU MAACUATOG
TMAOUCLOU O€ OULUOTIETAALO aTtO TOV MPWTO AOKO HETA TN GUYOKEVTPNON. ITOV 0L0KO QUTO Vol HUImopouV va
SlatnpnBolv ta awuometdAla yia 5 nuépeg (va avaypadetal £mi TNC €TIKETAC), HETA T OelTepn
dUYOKEVTPNON KAL TOV QIMOXWPLOUO TOU MAACUATOG OTOV TP(To aoKO.

‘Evayv tpito Kevo aoko xwpntikotntog 450mlyia tn petadopd Kal cuvtrpnon Tou MAACUOTOG MTwyol o€
OLLOTIETAALO aTto TOV 8eUTEPO AOKO HETA TN SeUTEPN PUYOKEVTPNON.

‘Evav tétapto aokd mou va meptéxel 100mlinpooBetikol dtaAupatog SAG-M. Meta tn dpuyokévipnon Kot
TOV QMOXWPLOWUO TOU TAACMATOG, To SLAAUMA va peTtadEpeTal Sla LEcw Tou PiATpou otov mpwTo aokd. Na
OKOAOUBEL TO PIATPAPLOUA TWV CUUMUKVWUEVWY EpUBpwWY alpoodalplwv KAl OTOV TETAPTO AUTO 0OKO va
KataAfyouv kat va Siatnpouvtal yla 42 nuépeg tTa SinOnuéva cupmukvwpéva epuBpd alpoodaipta
(amoAgukokUTTOPWHEVQ).

YT0 KAELOTO CUOTNUA TWV TETPATAWY ACKWV va gival tpocapuoopévo didtpo Asukadaipeong mou va
ETUTPEMEL OTNV alpodooio Thv ypriyopn, acdalr Kol anoteAsopatiky AUon TNE AMOAEUKOKUTTAPWONG TPV
ano TNV uyokEVIpnon Kal Th cuvtrpnon. H oclvBeor Tou va ETULTPENEL TNV AVeTn SLEAEUGON TOU OALKOU
0lHaTOC 08 GUVIOHO XPOVO, £XOVTAG KOTAKPOTHOEL ULKPOTIYHOTA KAl ASUKA alpoodaipla o€ TOCOOTO



99,999% Kol oLUOTIETAALO 98%, eV TA UTOAELTIOEVA AeUKA alpoodaipla otn povada PeTdyyLlong va sival
<1,0x10°0t0aBepd, va eival HIKPH N TOCOTNTO M OVOKTWHEVWY £PUBPOKUTIAPWY: omwAela <10%,
cbudwva pe to MNMA 138/2005 kat tnv odnyia tou TupBouliou tng Evupwnng.



Zakol mAaopatog (CPV 33141614-7) Texvikég Mpodlaypadég

Aokol petadopag aiparog  mAacpartog 150-350ml. ZuvoAo 3000

NO2ZOKOMEIO MNOZOTHTA

r.N. Naidwv «H ATIA ZODIA» 3.000

1.0t poodepodpeVoL aoKol HETOPOPAC ALLATOC ) TAACUATOC Va £lval Kataokevaopévol and PVC kat
va SatiBevral amootelpwpévol. Na StaBétouv duo BaABideg €€6b6ou. Metafl twv BoABidwv va
Sl0BE€TouV KeVTplkO oteAexlaio owAnvioko Tou va KAtaAnyel o€ TAOOTIKO pUYXOG KATAAANAO yla
ouvdeon og AANO QOKO.

2. H ecwteplkn EMIPAVELN TWV OLOKWV VO NV TTAPOUCLALEL OVWHOALEC KoL val eival KATAAANAN yla thv
ApLOTN CUVTPNON KAl ArpOOKOTMTN HETAPOPA TWV OTOLXELWV TOU aipaTtod.

3. O €0WTEPLKOC OXESLOOMOC TWV AOKWV va €ivat Kolhog xwplg ywvieg, opaldg Kal xwplg axpUnpES
amoAnéelc mpo¢ anoduyn npokAnong Bpoupwv.

4. OL €TIKETEG TOUG VA ElvVal KOTOOKEUQOUEVEC QATMO HIyHA XAPTIOU HE TAQOTIKO KOl va Unv
OTTOKOAAWVTAL KOTA TOUC XELPLOMOUG. 2TNV ETIKETO TWV OLOKWV VO ovaypAadEeTaL EUKPLVWG 0 aplOuog
maptidag, N xwpnTkOTNTA Toug Kabwe Kal to onua CE.

5. OL aokol va elval cUCKEUAOUEVOL ava €Vag, XwPLg va eival SumAwpEvol £€ToL woTe va anodeUyeTal
N otp€PAwon tou auloU atpoAnPiag Kal Twv CUVOETIKWY CWANVWOEWVY, O€ TTAOOTIKOTIOLNUEVO HUAND
Stapaveg, pe duvatotnta avtiAnyng Tou MEPLEXOUEVOU KAl KOTOTILV OE XAPTOKLBWTLO.

6. KaBe moptida aokwv va cuvoSeVEeTAL Ao EMICNLO TILOTOTIONTIKO EAEYXOU OTO OTIOL0 va dpaiveTal
otL n naptida urtoPAnNOnke o pikpoBLodoyikn, BloAoyikn Kot puaoikoxnuikn e€€taon. OAa ta KAselwota
ovotnuata oawoAnpiag va odépouv onua CE. Emiong, to €pyootAclo KOTOOKEUNG va eival
muotonolnuévo kata I1SO 9001 kat va mAnpol dtadikaocia mapaywyng cvudpwvn pe to GMP (Good
Manufacturing Practice) SnAadn He TNV MPAKTIKY) KAANG KATAOKEUNG.




nnyy 2015

AZKOI NMAAZTIKOI ZYANOTHZ AIMATOZ

Eidog

CvP

T

KAE

NO>0TH | MM

TA

EKTIMQ
MENH
TIMH

Mpouti/ca
Aatravn

kar  €idog
TAéov OIA

JuvTeAEOTAG
®NA

Mpoutt/ca
Aamavn kATt
€idog  oupT.
PrA

200TNUa TETPATTAWV
QAOKWV GUANOYRAG Kal
emegepyaaiag  piag
(1) povadag oAikou
aipatog
XWPNTIKOTNTAG
500ml.

33141613-0

Agv
UTTAPXEI

1311

20.000,00

Tepaxia

12,00

240.000,00

23

295.200,00

Aokoi peTOPOPAg
TTAGOPOTOG

350-400ml, KEVOI,
povnpelg, upe  Ouo
BaABideg €€6douU Kal
owAvioko

TAPWONG O OTT0I0g
va  ammoAryel o€
TAQOTIKO diaTiTpaiov
puUyxog (perforator)
ME KAAUppQ
aoQaAgiag.

33141614-7

Agv
UTTAPXEI

1311

3.000,00

Tepaxia

3,00

9.000,00

23

11.070,00

2YNOAIKH AATANH

249.000,00

306.270,00




