TEXNIKEX ITPOAIATPA®EX TATPIKQN AEPIQN

1. TENIKOI KAI EIAIKOI OPOI
Ot TIpounBevtéc wtpikdv aepiov TPEMEL Vo TNPOLY TOVE TAPAUKAT® OPOVLS KoL VO
Kataféoovy, UE TOWN OmOPPYNG, HE TNV  TPOGPOPAE TOLG, TO TOPOUKATE®

JKOOAOYNTIKGL:

1. Adeia mapoywyng kor owokivnong, ITiotomomtikdé KKIT GMP  (Kavoveg
Kong [Mopackeunc) and tov E.O.D. yia kdOe Eva and ta mpocpepdeva £i0m.

2. Adewn Kukhoopiag v KaOe Eva amd T TPOCPEPOUEVO PAPLOKEVTIKAE 0EPLOL
ano tov E.O.O.

3. ITwotomomtikd éykpiong cvotnuatog tototntag omd v EBETAM oyetikd pe
N OlEVEPYELD TEPLOJIKMV EMOEWPNOEMY KOl EKTAKTOV EAEYY®OV QLOADV
ocvuewva pe tig oomyieg 2010/35/EE kou 2008/68/EK.

4. Thotoromtikd katd 1ISO 9001:2015 yio mopdymyn, EPPLOA®ON, Slovour Kot
EUTOPINL LOTPIKAOV - QOPUAKEVTIKOV OEPIV.

5. IIotomomtikd xotd EN ISO 13485:2016 yw epmopio kot Srokivnon
TpoteXvoroyKoL e€omhiopol Baoet g AY 80 1348/2004 (10iwg Yo avtovg
7oV dev gival ot 10101 Tapay®Yol 10 TPIKMV 0EPimV).

6. YmebOvvn oNlwon TeYVIKNG LTOGTHPIENG.

7. YmebOvvn MMiwon 61t dtobétet kol Bo wpookopilel motomomtikd avdivong
napTidag Tpoidvtog Kot OeAtio dedopévav acealeiag yia kdbe mapaddopnevo
eldog.

8. H petagopd Ba yiveror ocovppwvo pe tov xovovicpnd ADR  emikivovvov
eoptinv (Befaimon 0dnyov kot oyRuaTog).

9. YmevOvvn dMiwon dvvatdotntoag dueong mapddoomng aeplov o mepimTmon

EKTOKTNG OVAYKTG.

10. Adela Aettovpyiog amd o Yrovpyeio AvamToéng.
11. YrevBuvn Aflwon  mapoakorlovOnong ocvotnuatog  dwoeipiong  Gloiadv

(yvmAaouotTa) pe pLovadtkd kmotkd Barcode.

12. ®vAlo Odnyov Xpnong tov latpikav Agpiov.

2. IATPIKA AEPIA XE XIAHPO®PIAAEX

Aépro o&uyovo aTpikng xpnNons, cOpeovo pe T mpodlaypapés tov EOD kon pe
kaBopdtnTa peyarvtepn and 99,5% kat’ 6yko, mapadoTéo e PLAAEC.

Ta mpooeepdueva wTpKd aéplo. mPEMEL Vo TANPOVV TS TPOSAYPOPES OV
kaBopilovron amd v EAAnvic kot v Evponaikn opparkonotia, g e€Ng:

o lorped DEvpdvo (An Movoyodadies 017 Op ='99.5%, 00 < 300ppm, 00 < Sppm, HeD

b T i

o o lpmied Mok oo Dfipes (Ao, Movoysedier 0375): 0D 2 =995%, 00 = 5 ppm,

HO X < 2ppm, Ivvoled Beio < 1 ppm, HyD <67 ppm.

o lorpud MNewnske o tou Ao (A, Movopsedier 16N M0 = 98,0%, 00; < 300spm,

CosSppm NDx = 2ppm, D B ppm



o latpikd Alwto (Ap. Movoypagiag 1247): N»>99,5%, CO,<300 ppm,
CO<5 ppm, H,0<67 ppm, 0,<50 ppm.

e Jatpwog Xuvletikog aépag: Kabapdg Kot katdAANAOG Yo 1oTpikn xpnon ywpic
npoopiéelg edaiov kAm.  (Ap. Movoypapioag 1684): O, 21-22,5%,
Yrnorowmo Ny, H,O<67 ppm.

H xaBapotnta tov 1atpikod agpiov O&uydvov, tov Tpmtoéediov tov ALDTOL Kol TOL
dwoéewdiov tov avBpaxa CO,, Ba elvar onwg kabopiletar amd tov E.O.O kot Tig
Evpomnaikég Odnyies.
O 150 O A

Ot ovppetéyovieg pmopoHv va, VITOPBAALOVY TPOGPOPA Kol Yo LEPOG TV CNTOVUEV®V
ewov (my. povo y O&vyovo 1 povo ywo to Ipwto&eido tov Alwtov), Yy to
GVUVOA0, OUMG, TN TOGOHTNTOG 0vE (NTOVIEVO 0EPIO.

O IIpounBevtc mov Ba avaderyBel voypeovTOLl Vo TaPAdideEl TIG TOCOTNTEG TOV
aeplov evtdg odnpoeladdv otnv amodnkn tov Nocokopeiov katd TG epyQoULES
NUEPES KOl MPEC.

O TIlpounBevtg Ba mpounbedel wtpkd oépro e QUIAES WOOKTNGlOG TOL UE
TPOCLLPEOVNUEVO punviaio picOopo Hovo €Gv eV ETOPKOLY 0L IOLOKTNTEG PLAAES TOV
Nocoxopeiov.

H tn tov picbopatog tov eoidv tov IIpounbevty Oa dobel oe € /unva/ @Laan.
Inuewwvetor Ot Bo mpémel vo mponyeitar vroypapr cvupaocng picbwong eroiov
peta&y ™ etarpiog kot Tov Nocokopeiov.

Ot puikeg o mpémer va gtvor YPOUATIGHEVEG COUO®VO LE TOVG KOVOVIGHOVG TOL
EAMnvikod Opyavicpot Tvronoinong (EAOT) EN 1089.03
* O&vydvo: Aompo ypopa pe Kielotpo OnAvko 0el0oTpo@o dapéTpov 22,91 mm Ko
pnuoatog 1,814 mm.

* lpototeiow Tov aldtov: Mmle ypopo pe xAeiotpo OnAvkd de&lOGTPOPO
drapétpov 26mm kot frypotoc 1,50mm.

* AlmTto: Mavpo ypodpa pe KAEIGTpo apcsevikd deE106Tpoo dropétpov 21,7 mm Ko
fruatog 1,814mm.

* Awo&eiono Tov avlpaka: I'kpt ypopa pe KAeloTpo apcevikd 6eEl0GTPOPO SAUETPOV
21,7mm xou frpotog 1,814mm.

* latpikdg ovvOeTIKOS aépag: Aompo ypodpo pe povpn oploviia piya pe KAelotpo
apCGEVIKO 0eE10GTPOPO, OLAIETPOL 24mm Kot Brpatog 2mm.

Ot ypopoticpol Kot to KAeiotpa TV eroiov Ba elvar copemva pe ta apbpa 15 Ko
17 g Ymovpywmng amoeoaong 10451/929/88 (O.E.K 370/B/9-6-88) kot ot emumAéov
emoNUavoelg Yo 11 erileg Nocokopetak®v agpiov Ba sivar coppwves pe v Y.A
10451/929/88 (®.E.K 370/B/9-6-88).

Edwd yuo tic grdheg pikpdtepeg tov S Atpov, o kKAelotpa Tpénet va. akolovhovv
v wpodtaypaer 1ISO 107-1983, 6mmwg avt TpomonolEiTal EKAGTOTE.

[Noa mv ofuoavon tov euAov woydel to apbpo 3 mmc Y.A 1045/929/88 (®.E.K
370/B/9-6-88).

O IIpounBevtng Tpémetl va KoTaBEGEL, P TOWN AmdpPIYNG, LE TNV TPOGPOPE TOL TNV
Aol TOPAYWYNG KOl ELPLIAMONS WITPIK®OV aEPiV Tov Yopnyovvtal and tov E.O.O
KO TIG OPHOSIEG APYES.

H i mov Ba 600¢t Yo To o&vyodvo, tov memespévo aépa kKo to alwto Ba givor oe
Nm3 1 avd e1dAn copemva pe tov mivoka «IATPIKA AEPIA CPV24111500-0%».
Oa 000el Ty avd £100g PLAANG/TEPLEYOUEVOV. KerEEodapetapopic—oeeElpthn—Ta

¢€oda  petopopds TV Quimv emPapdvovv tov IlpounBevtn . Emiong, o



[IpounBevtng €xel v vroypémon va moporapPaver Kot vo, mopadidel TIg OLOAES
GTOVG YM®POLG OV B LTOdEIKVHEL TO NocokopElo.
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T yEpfEEC- 6To-YHPO-THE-otobHETov-Nesekepetov: Metd v MEN ¢ cduPaong
o IlpounBevtng vmoypeotar va mopoldfel Tig QuaAeg 1d0KTNGIOG TOL Omd TO
Noocoxopeio ywpig owovoutkn enépvvon yio 1o Nocokopeio .
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3. EMO®IAAQXH IATPIKQN AEPIQN

O puikeg elte givan 1okt oiog Twv Nocokopegiowv gite Tov avaddyov, o mpénel va
vrokewtol KOs popd oe Edeyyo mapodaPng TPV TNV EUELIAWDGCT) TOVS, TPOKELLEVOL
va dwmiotmbel 1 kataAinAdtto tovg, ovuemva pe v AIl B 10451/929/88
vovpyikn amogacn (PEK 370/Tebyog B’ /9-6-88).

2T1g TEPIMTMOGELG TOV amarteital, Bo Tpaypotomolovvtal ol ENG EPYCies:

* "EAeyyog vopovAkng dokiung

* Avtikatdotaon kieiotpov. Ta kAeiotpa T@v @oAGV Bo givor Kovodpyla kot Oa
TANPOLV TOVG KAVOVES KOANG AELITOVPYIOG KOl ACOAAELNS KO TI TPOSLYPOUPES TOV
EAOT

* ToroBéton / Aviikatdotaon KaAOnTpa ac@aieiog KAEIGTPOL LAANG

* Xpopatiopds eaAng He 10 KOTAAANAO KOIKO YpOUo OT®MG TPOPAETETOL OO TOV
EAOT «otémv eyxpicemc tov Nocokopeiov Kot xopic andielo Tov ototyeimv mov Ha
@épet (Ovopa NoGOKOUEIOV KOl TUMLLO GTO OTTO10 OVIKEL) 1) GLAAT).

* YIOXpe®TIKY KOTAGTPOPN AKATAAANA®V QoA®V 0Tptkdv aepiov (Bdoet g Y.A.
Ap19. AIL. B 10451/929/88 — ApOBpo 140), xotémy £yypagnsg evnuépmong Tov
Noocokopeiov ®ote va mpofel oTIC amapaitnTes SOLOOIKAGTIKES EVEPYEIEG KATAGTPOPTG
KOl OVTIKOTAGTOONG OVTOV.

* Ot p1dAeg Ba PEPOVV GEPAYIdN EVOEIKTIKY] TNG VOPOLAIKNG OOKIUNG KOl XOPaYLLEVQL
o\ T amapaitnTa otoryeio OTMG TiEoT dOKIUNG, Tieon Aettovpyiag, Bapog KAT.

H ypémwon g vopavlikng SoKIUNG, TS avIIKATAGTAONG TOV KAEloTpv kabhg Kot
™mg Paeng tov eodov Popdver o Nocokopeio povo yio v mepintmon QoAov
woktoiag Tov. v mpoceopd tov o I[lpounbevtng Bo mpémer va avaypdpel o
K606T0G avd Tpoopepopevn gpyocio. O Megloddtng ava aéplo, Ba avarapfdvel Kot T1g
TOPUTAV® EPYAGIES Y10 TO ALEPLO GTO OMOI0 LELOSOTNGE.

4. MAPAKOAOYOHXIH ®IAAQN — IXNHAAXIMOTHTA MPOIONTOQN KAI
MEXQN

Ymv mpooeopd tov o IlpounBevtic Oo oavoeéper pntd TV OYPEOCTITOG
TOPAKOAOVONON Kot Y VNAAGILOTNTO TOV PLOA®Y 1010KTNGiag Tov Nocokopeiov.

O IpounBevtng Ba TpoPaivel oe GAOVG TOVE AVTIGTOLYOVS EAEYYOVG KOl Y10 TIG PLAAEG
1010KTNG10G TOVL AYPEDOCTITWG,.

O IIpounBevtng eperoropévov wrpikov aepiov Oa mpénet oe kdbe mapddoon va
pmopel va yvwotomomcel 610 Nocokopeio Tov aplBpd Tov YopnyoLHEVEOY OLOADV
mov PBpiokovtarl o AT, AVUPEPOVTOG TO GEPLAKO aplBud avtmv (serial number), Tnv



nuepounvia dtevepyeiag g tEAeLTALOG VOPAVAIKNG SOKIUNG AVTOV KOODS Kot TV
nuepounvia ANENG TOL TEPLEXOUEVOL 1UTPIKOV 0EPIOV TPOTOVTOS OVTMV.

5. HAPATITEAIA KAI ITAPAAOXH / TAPAAABH

1. Ot mapayyerieg Oa yivovtar and ta Nocokopeio pe Do 1 GALo amodei&o tpdmo
KOl HEGO KOl HOVOV GE EEAIPETIKEG TEPIMTMCEIS TNAEPOVIKG Ko Oa @Epovv TIC
VIOYPAPES TOV OPUOdI®V opYdvav ftot, Tov AtevBuvin g Teyvikng Ymmpeoiag, Tov
AtevBouvt] Yrmodievbvvong Okovoutkdv Yanpesidv kat Tov Atotkntikod Atevfuviov
tov Nocokouegiov.

2. Xe mepintwon wov o [IpounOevtg kabvotepnoetl va mapadmceL Ta aéplo € oNueio
wote vo kabiotator dvoyepng N Aettovpyion tov Nocsokopeiov, dvvatal vo knpuydet
EKTTOTOG,.

3. O IIpounBevtng opeirel va mapadidetl 1010 aplBud Kot 100G PLOAD®Y HE AVTO TOV
naporopBavel Katd v ektédeon Tov dpoporoyinv. Extdg tov nepimtdcemv ekeivov
mov ot Quileg Ppilokovior o JadKAGIO EAEYYOV, YVOGTOMOUDVTOS TO GTO
Nocokopeio 610 OUECOG ETOUEVO OPOUOAOYIO.

4. O IIpounBevg vroypeohTal Vo TAPUdMCEL TA AEPLOL COUPMVO LE TIG TEXVIKEG
TPOJYPOPES TNG OLOKNPVENG KOl 1] OPLOTIKI TOGOTIKY KOl TOLOTIKY Taporafn Oa
YIVETOL QIO EMLTPOTY) TOV GLGTHVETOL Y10, TOV GKOTO 0V TO.

5. Ze mepintoon mov amoppipbel n maporafny mwocdtntog, o IlpounBevtmg eival
VIOYPEMUEVOG VO TNV  OVTIKOTOCTNOEL €viog 24 opdv (av oe mpoPAémeton
SPOPETIKG), EWOAAAMS B knpvyOel EkmTmTOC.

6. XtV mepintmon mov vroPdrietan Tpocpopd and [Ipounbevth mov dev givar o 1d10g
KOl KOTOGKELOOTNG TOV TEMKOV mpoidvtog, mpookopilovror and tov IIpoundev
padi pe v Tposeopd ToV, GOUE®VO LLE TOVG OPOLS KO TIG TPOVTOBEGELS TOV dpBpov
8a map.2 tov IL.A. 118/07, ta dikaworoyntikd twv map. 5, € kot { Tov apbpov 8 map.2
tov [L.A. 118/07 mov apopodv LLOVO TOV KATAGKELAGTY| . ZUYKEKPILEVL:

a) Ileprypaen tov TEXVIKOV €EomMopoD TG emyeipnong Ko TV UETPOV TOL
Aappdvet o ITpopnBevtg yio v e€ac@diion g ToOTNTOGC.

B) Katdotaon tov teyvikod TpocmmikoL ¢ entyeipnong, mov Oa acyoAindel Katd v
TOPAY®YN TOL TPog Tpounfeln VAoV, Katd €KoTnTa, oveEdptmra amd v
ovuPatiky oxéom Tovg He TNV Enyeipnon, WIng 0 TV LIELOVVAOV Y10 TOV EAEYYO TNG
TOLOTNTOC.

v) [Iiotomomtikd mov ekdidovtarl omd emionua Ypageior TOLOTIKOV EAEYXOV 1| OpUOOLEG
Ynnpeoieg, avayvopiopévav KovoTHTeV, Tov va Pefaidvouy Ty KoTtaAANAdTNTL
TOV VAKOV, ETOANOELUEV LE TOPATOUTEG GE OPICUEVEG TPOJSUYPAPES 1| TPOTLTTAL
TOV TPOIOVIOV, OTAV AmoTovVToL ad TV Yanpecio Katd to 0tkdtepa oplopeva
010 apBpo 9 tov IT.A. 118/07.

7. To aépro Ba cuvodeHETOL VIOYPEMTIKA OO TIGTOTOMTIKA TOV O{KOV TOPAYWOYNG
Kot ELELIAmONG Kot Bo avaypdeeTtat 1 akppng aviivon kot kabopdtnro.

8. O IIpoun0evtig 0peilel Vo TPOGKOUIGEL LE OV OTOKAEIGHLOV:

o. dogln AelTovpylog £YKOTAGTACTG TOPAYWYNG KOl TANPWOONG PLOADY TETIEGUEVOV
aepiov (YBET),

B. eykexpipévo kavoviopd Aertovpyiog kévipov enaveréyyov eroimv (EBETAM),

Y. Gogl0 TOPpOy®YNS EUPLAAMONG Kol OlKIivoNg 0TpIK®V oepiov yio Kabe aépro
(EOD),



. motonoinomn katd ISO 9001:2015. emiong yio Ta vAKG wov Ba eyKatactiosl i) Oa
YPNOLOTOMOEL (EKTOC aepiwv) mpémel va pépouvv v onuavon: CE — MARK .

9. T'w ta aépra ov o [IpopunBevtig To epmopeveTal Ko dev givar o 510G ToPoymYOS
0PEILEL VO TPOCKOMIGEL TIC OVTIOTOLYES AOEIEC KOl TIGTOTOMTIKA OO TNV Topoy®myod
gtoupia.

10. O IIpounBevtng opeirel va epapudlel Tic 1woyvovoeg datdéelg mept TV OpwV
dwakivnong amobnkevong Kot eAEyyov TV QuA®V aepiov kdbe @opd mov Oa
napoiapPavel eraieg mpog mANpwon. Tvxdév amocstoAn @laA®v mov d0gv Ba Exovv
mpnBel ot dathEelg ™G oxeTikNG vopobeoiag «mepl EMAVEAEYXOL  QOLOADV
TEMECUEVOV aepimvy, 0ev Bo yivetar dextn kol Ba eivon ottion Katoyyedog g
ovupaong.

11. T AOY0LG OmOTEAECUATIKOTEPTG AELITOVPYIOG KO SOUCPAAIONC TNG TOLOTNTOG TOL
O&vyovov, oV TEPITTOON 1GOTYUOS OVAUESH OF ETAPEID TOPAYMYNG Kol GE
etoupeia petamminong, 0o tpotundei n TpdTN.

12. Ot etaupeieg Oa mpémel va £yovv evEEpOSHRESO—IKHt TEYVIKN LIOSTNPIEN Tov O
ToTOTOlEITAN e LITEVOVVY INAWOT).

13. O mpocpépmv, epOGOV KATAOKELALEL O 1010¢ TO TEAIKO TTPOTOV, TPEMEL VAL ONADVEL
OTNV TPOCPOPA TOV, TNV EMYEPNUATIKY Hovdda otnv omoic Bo KATaoKELAGEL TO
TPOGPEPOUEVO TPOidV, KaBMG Kol ToV TOMOo eykatdoTacng . [lpospopd oty omoia
dev Ba vtdpyet, Ba amoppinTeTOl OC ATAPASEKTY).



14. Otav o1 mpoc@épovteg dev Bo KATAOKEVAGOLV 01 10101 TO TEMKO TPOidv, e OIKN
TOVG EMYEPNUATIKY] HOVASM, GTNV TPOGPOPH TOLG ONAMDVOLV TNV EMLYELPT HOTIKY
povada otnv omoiot Ba KOTAOKEVAOTEL TO TPOSPEPOUEVO TPOTOV KOl TOV TOTO
gykatdotaong mc. Emiong, oty mpocpopd Ttovg mpEmEl va €MGLVAWYOLV Kot
vrevBovvn ONA®oN Tovg TPoG T0 NOGOKOUEIO OTL 1] KOTAGKELY] TOV TEAKOV TPOidVTOg
Oa yiver amd v emyeipnon oty omoia aviKeL | 1 OTOl0 EKUETAALEDETOL OMKA M
HEPIKA TN HOVASN KOTOOKEVNC TOV TEAMKOV TPoidVTOG Kot OTL O VOIS EKTPOCHOTOG
™G emyeipnons avtg £xel amodeydel Evovil TOug TNV EKTELECT] TNG GLYKEKPIULEVNC
mpoundelag, oe mepintmon kotakvpmong otov [pounbevty vagp Tov omoiov &ywve N
amodoyn. Ilpoocpopd otv omoia dev Ba vmdpyovv ot avotépw Onimoels Oa
OTOPPITTETOL G ATOPAOEKTN

15. X& kd60e mepintmon o Ilpounbevtig opeilel va tpounbevoel to Nocokopeio pe
WIPIKG 0EPLL GE QLOAEC OMPOCKOMTA Kol OOOAEITTOG. Xe TEPIMTMOON 7OV TO
Noocoxopeio vrootel PAGPN Adyw advvapiog tov Ilpounbevtr va mpoundedoet to
o&uyovo v gvbovn eépet o Ilpounbevtrc.

O mpdedPOC TG EMTPOTNG

XTAMATIOY I'EQPT'IOZ

To péin

ITAITANAPEOY BAZIAIKH KQXTOIIOYAOZ NEIAOZ



