TEXNIKEX ITPOATATPA®EX TATPIKQN AEPIQN

1. TENIKOI KAI EIAIKOI OPOI
Ot TpounBevTéC 1TPIKAOV 0EPi®V TPEMEL VAL TNPOLV TOVS TOPUKAT® OPOVG Kol VO
Kataféoovy, HE TOWN amoOppwynsg, HE TNV TPOCQPOPE TOVG, TO TOPUKATM

OIKOLOAOYNTIKGL:

1. Adswn moapaywyng ot oakivnong, ITiotomomrtiké KKIT GMP (Kavoveg
Kong [Moapackeunc) and tov E.O.D. yia kdOe £va amd ta mpospepdueva. €101

2. Adewn Kukloopiag Yo KOs £va amd T TPOCPEPOUEVO PAPLOKEVTIKE aEPLOL
ano tov E.O.0.

3. ITwtomomtikd €ykpiong cvotnuatog mototntag ond v EBETAM oyetikd pe
™ OlEVEPYELN TEPLOSIKMOV EMBEWPNOEMY KOl EKTOKTOV EAEYY®OV QLOADV
ovpeova pe Tic oonyieg 2010/35/EE ko 2008/68/EK.

4. Thotoromtikd xatd ISO 9001:2015 yio moapdymyn, ELELIA®OT, Sovoun Kot
EUTOPIO LOTPIKDV - QUPLOKEVTIKDOV OEPIOV.

5. IIotomomtikd xotd EN ISO 13485:2016 ywo eumopion kot Otakivnon
rpoteyvoroykol eEomhopov Baoet g AY 8 1348/2004 (16im¢ Yoo avTovg
7OV gV gival ot 10101 TaPaywYol LTPIKAOV aepimV).

6. YmevBvvn SMNAwon TeXVIKNG LTOGTNPIENG.

7. YmevBovn dMAwon Ot drabétel kot Bo mpookopilel motomomTikd oviAvong
TopTidNg TPOIOVTOG Kol OEATIO OEdOUEVMV aoPaAEing Yia KAOE TapadldOUEVO
eldog.

8. H petagpopd 0o yivetar ocOppwva pe tov kavoviopd ADR  emikivovvov
eoptiov (BeBaimon 0dnyov kot oxquatog).

9. YmevBuovn dMiowom dvvatdtnrag Gpeons mopdooons oepimv oe mepintwon

EKTOKTNG OVALYKTG.

2. IATPIKA AEPIA XE XIAHPO®IAAEX

A£p1o 0&uyovo 10TPIKNG YPNONG, COUPOVO HE TS TTPodtaypapés tov EOD wou pe
KkaBapotnta peyardtepn and 99,5% Kat’ 0yKo, mapadoTEO GE PLIAEC.

Ta mpooeepdueva wTpKd aéplo. mPEmeL vo. TANPOOV TG TPOSYPAPEG TTOL
kaBopilovron amd v EAAnvikn kot v Evponaikn @oapuokomotia, og €ENG:

o lorped DEvpdvo (Ap Movoyodedies 017 O =2'99.5%, 00 < 300ppm, 00 < Sppm, HeD

b T i

o o lpmded Sokrife oo Lvfipea (Ao, Movoysedier 0375): 0D 2 =99.5%, 00 = 5 ppim,

N0 X < 2ppm, Ivvoled Beio £ 1 ppm, HyD <67 ppm.

o lorpd MNewnske o tou ATwmoe (A&, Movopsedier 16N NyD = 98,0%., 00; < 300mpm,

CosSppm ND x < 2ppm, D B ppm

H xobapodtnta tov atpikov aepiov O&uydvov, tov mpwtoletdiov tov ALDOTOL Kol TOV
dro&ediov tov dvBpaka CO, Ba eivar onwg kabopiletar and tov E.O.O kon Tig
Evponaikég Odnyiec.



O 1tpcog ouvBetikdg aépag (respal) Ba etvar kaBopdc Kot KATAAANAOG Yo 10TPkn
xpNomn xopig Tpoouifelg ehaimv KA.

O mpounBevtig mov Ba avadeyBel vmoypeovTUL Vo, TAPUSIOEL TIG TOGHTNTEG TOV
aepiov evtdg odnpoelalmv otnv amodnkn tov Nocokopeiov Kot TIG €PYAGULES
NUEPES KoL MPEG.

O mpounbevtg Ba mpounbevel wTpikd aéplo o€ ELAAEG 1O10KTNGIOG TOV UE
TPOCLUPOVNUEVO punviaio picBopa HOVo GV eV ETOPKOLY 01 IOLOKTNTEG PLAAES TOV
Noocoxopegiov.

H ) tov webdpotog tov loidv tov tpoundevty Ba 600l og € /unva/ @idan.
Inueltoveton 6Tt Bo mpémel va mponyeiton voypagn cvuPfacng picbwong eoiov
petald g etaupiog Kot Tov Nocokopeiov.

Ot puddeg o mpémer va givol YPOUATICUEVEG COUPMVA UE TOVS KOVOVIGHOVS TOV
EXnvikot Opyaviopod Tvromoinong (EAOT) EN 1089.03
* O&vuyovo: Aompo ypopa e KAioTpo OnAvko de&looTpoo dtapétpov 22,91 mm Kon
pnpoatog 1,814 mm.

e Ilpotoeidwo Tov almtov: Mmie ypouo pe kieiotpo OnALVKO 0e£10GTPOPO
drapétpov 26mm Kot frpotog 1,50mm.

* AlmTo: Movpo ypouo pe kKAeiotpo apoevikd 6e&ldotpopo dapétpov 21,7mm kot
pnpotog 1,8 14mm.

* A10&giono tov avlpaxa: I'kpt ypodpa pe KAEIoTpo apcevikd deEI0GTPOPO SOUUETPOV
21,7mm xon ppatog 1,814mm.

* latpkdg ovvleTIKOG 0épag: Aompo ypodua pe povpn opldvtia piya pe KAeiotpo
apcEVIKO 0eE106TPOPO, SLapUETPOL 24mm Kot fpoatog 2mm.

O ypopoticpol kot o KAelotpa TV roAdv 0o sivar coueova pe ta dpbpa 15 kot
17 g Ymovpywmg andeoaong 10451/929/88 (®.E.K 370/B/9-6-88) kot ot emmAéov
emoNUaveelg yia i eraieg Nocokopelokmv aepiov Oa givar oOppoves pe v Y.A
10451/929/88 (®.E.K 370/B/9-6-88).

o mv onuavon tov euiov wydel to apbpo 3 e Y.A 1045/929/88 (®.E.K
370/B/9-6-88).

O mpopunBevtig Tpémel va KaTaBEGEL, LLE OV OTOPPIYNGC, LE TNV TPOGPOPA TOV TNV
doelo TOPAYOYNG Kol ELPLEAMONG WITPIKAOV aepimv mov yopnyovvral and tov E.O.O
KO TIG OPUOSIES OPYES.

H tym mov Ba dobel yio To 0&uydvo, Tov memespuévo aépa kot to alwto Ba gival og
Nm3 1 avd e1éin copeova pe tov mivako «IATPIKA AEPIA CPV24111500-0».

Oa 600t Ty avd idog PLaANg/meplexopévou kot ££0d0 LETAPOPAS G €/PLAAN).
Eniong, 0o d00el m eldyom kot M pEYIOTN T HETOQOPES OovA OPOLOAOY1O
avegoptnTov aplud QAdv peTaeopds O6mwg emiong Bo kabopiletor 0 péYoTOC
apOpuog erodlmv mov umopel va. petapepbet oe Eva dpopordylo (dpopordylo Bempeitan
N uetaeopd yepdtwv @roA®v cto NOCOKOUEIO Kol 1) EMOTPOPN TOV KEVMOV GTOV
[TpounBevtn). Oa 500¢i oe €/dpopordyto.

Ynoypémon g etaupeiog sivor va maparopPaver Tig Ade1eg LIAES Kot VoL Topadidet
TIC YeUdTeG 6T0 YMPO NG amodnkng tov Nocokopeiov. Meta v Anén g copupaong

0 mpounBevtng vIoxpeovTUL VO TapaAdPel TG QdAeg 1dtoktnoiag Tov amnd TO

Noocoxkopeio ywpic otkovouikn emPdpovvon yio 1o Nocokopeio .

3. EMO®IAAQYH IATPIKQN AEPIQN

O eudAeg gite glvar 0okt oiog twv Nocokoueimv gite Tov avaddyov, Ba Tpémel va
vrokewtol K popd oe Edeyyo maporaPng TPV TV EUPLEAWDGT TOVS, TPOKEUEVOD



va dwmiotmbel N KataAAnAotTo Tovg, ovuemva pe v AIl B 10451/929/88
vrovpyikn amdéeacn (PEK 370/Tebyog B’ /9-6-88).

2TIC TEPMTOGELS TOV amoteiTat, Bo TpaypatomolovvTot ot €ENg epyacies:

* "EAeyy0g LOPOLAKNG OOKIUNG

* Avtikatdotaon kieiotpov. Ta kAeiotpa Tov @loAdv Bo sivor kavodpyla kot o
TANPOVV TOVG KAVOVES KOANG AEITOLPYIOG KOl OGPAAELNG KOl TIC TPOOLOLYPOUPES TOL
EAOT

* TomoBéon / Avtikatdotaon KOAOTTpo ac@aAeing KAEIGTPOL PLOANG

* Xpopatiopdg euaAng He 10 KOTIAANAO KOJKO YpdUo OT®G TpoPAEmeTal ond Tov
EAOT xoatomy eykpicewg Tov Nocokopeiov Kot ympig andAEl TV oTotyEimv Tov O
eépet (Gvopa Nocokopeiov Kot TUMLO GTO OO0 GVIKEL) 1] GLOAN.

* YIOYPEDTIKN KATOUGTPOPT] OKATAAANA®V aA®V 1aTpikadVv aepiov (Bacel g Y.A.
Ap9. AIl. B 10451/929/88 — ApBpo 140), katdémv £yypoaeng evnuéPOONG TOL
Noocoxkopeiov dote va Tpofel 6TIC AmaPoiTNTES SUOIKACTIKEG EVEPYEIEG KOTAGTPOPNG
KOl OVTIKOTAGTOCTS OUTAV.

* O1 puaheg o PEPOLY GEPOYION EVOEIKTIKN TNG VOPUVAIKNG SOKIUNG KO YOPAYLEVH
oA T amapaitnTa otowyeio Onme wieon doKung, mieon Asttovpyiog, Bapog KAT.

H ypémomn g vopavAkng doKIUNG, TG aVIIKATAGTOONS TOV KAEIGTpwV Kabdg Kot
™m¢ Pagng tov euiodv Papvivel o Nocokopeio pOVO Yo TV TEPITTOON QLAY
1010KTNGl0g TOL.

4. MAPAKOAOYOHXIH ®IAAQN — IXNHAAXIMOTHTA MPOIONTOQN KAI
MEXQN

Xmv mpocpopd TOv O TpounBevtng Bo  avagépel PNTA TNV AYPEDCTHTOS
TOPOKOAOVON G Kot LY VNAACSILOTNTA TOV PLOADV 1010KTNGiag Tov NoGoKoUEIOL.

O mpounBevtg Ba TpoPaivel 6 GAOVS TOVG AVTIGTOLYOVS EAEYYOVG KO Y10 TIC PLIAES
1010KTNG10G TOV AYPEDCTITMC.

O mpounbevtg epPEA®UEVOV 10TPIKOV aepiov Ba mpénel oe kdbe mapdooon va
umopel vo yvwotomol|cel 6T0 NOGOKOUEID TOV apliid TV YOPNYOLUEVEOV QLOADV
nov Ppickoviat € avTd, OVaPEPOVTIS TO GEPLAKO aplBpd avtdv (serial number), tnv
nuepounvia dtevepyeiag g terevtaiog VOPULAIKNG OOKIUNG OVTOV KABMG Kol TNV
nuepounvio AENG Tov TEPLEYOUEVOL LOTPIKOV 0EPIOL TPOTOVTOG OVTMOV.

S. MHAPAITEAIA KAI ITAPAAOXH / TAPAAABH

1. Ot mapayyerieg Ba yivovtor amd ta Nocokopeio pe @ag 1 GAdo amodei&ipo Tpomo
Kol PECO Kot POVOV o€ eCOUPETIKEC TEPIMTMOELS TNAEQOVIKA Kot Bo @épovv Tig
VIOYPOUPES TOV APUOdI®V 0pyavmv Ntot, Tov AtevBuvty g Texyvukng Yanpesiog, tov
AtevBuvtn YmodievBuvong Owovoutkav Ymnpeosidv kot Tov Atoikntikov Atgvfuvion
tov Nocokopeiov.

2. e mepintmon mov o Tpoundevtg KabvoTepnoel va TapadMoEL To aEPLO. € CNUELD
dote va kabiotatar dvoyepng n Asttovpyia Tov Noookopeiov, dvvator vo knpuydet
EKTTMOTOG,.

3. O mpounBevtng opeirel va mapadidet 1010 aptBud kot €100g ELOADY HE OVTO TOL
moporopPavel kotd v eKTELEST TV dpoporoyiwv. EXTog Tov tepumtdoemv ekelvav
mov oL Quileg Ppilokovior o€ JadKAGIo EAEYYOV, YVOOGTOTMOU®VTOS TO GTO
Nocoxkopeio 610 apécme eTOUEVO dPOUOAOY1O.



4. O mpounBevTg VIOYPEOVTOL VO, TOPAOMCEL TAL AEPLYL COUPOVO UE TIG TEYVIKES
TPOOLAYPOPES TNG OLOKNPLENG KO ] OPIOTIKY TOGOTIKY KOl TOLOTIKN Tapoiafn Oa
YIVETOL QIO EMLTPOTN) TOL GLGTIVETOL Y10, TOV OKOTO ATO.

5. Xe mepimtwon mov omoppipbel n mopaiafr) mocdtTog, 0 Tpoundevtng elval
VIOYPEMUEVOG VO TNV  OVTIKATOOTNOEL €viog 24 wpav (av de mpoPAémeron
SLUPOPETIKA), EWOAAL®C Oa knpvyOel EknTmTOoC.

6. XV mepintwon mov vroPdAdeTon TPOSPOPE and TpounBevth oL dev givat o 1010¢
K0l KOTOOKEVAO TG TOV TEMKOV TTpoidvtog, Tpookopilovtal amd Tov mpoundevt poli
LE TNV TPOGPOPA TOV, COUPMVA LLE TOVS OPOLS Kat TIG TpoimobEésels Tov dpbpov Sa
nop.2 Tov I1.A. 118/07, ta dikatoAoyntikd Tmv map. 8, € Kot { tov dpbpov 8 map.2 tov
I1L.A. 118/07 mov apopohV LOVO TOV KOTAGKEVAGTY . LVYKEKPLUEVAL:

a) Ileprypaen tov TeEYVIKOU €EomAopoh TG emyyeipnong Kot OV UETP®V TOL
Aoppdver o mpounBevtng Yo TV ££00PAMON TNG TOLOTNTOG.

B) Katdotaon tov 1eyvikod TpocmOmIKoy TG entyeipnong, mov Ba aoyoAndel katd v
TOPAY®OYN TOL TPOG Tpoundeto LVAKOV, Kotd €KOTNTa, oveEdptnTa Oomd TNV
oLUPATIKY GXECT TOVG LE TNV EMYEIPNON, OIOG d€ TV VITEVOVVEOV Yia TOV EAEYYO NG
TOLOTNTOG.

v) [Tietomomtikd mov ekdidovror omd emionuo ypapeion TO0TIKOV EAEYYOL N APUOSIEG
Ynnpeoieg, avayvopiopévav KavoTHTev, Tov va Pefaidvouy v KotaAAnAdtTnTa
TOV VMK®OV, ETOANOELUEVT] LUE TOPOUTOUTES GE OPIGUEVEG TPOOAYPUPES 1| TPOTLTAL
TOV TPOIdVTOV, OTAV amartovvtol ard TV Ymnpecio katd to edikdtepa oplopeva
010 GpBpo 9 tov I1.A. 118/07.

7. Zmv Ty mov Ba dobel B meprapfaveror n mopaiafn Kot 1 TAPASOoT) Kot TO
KOGTOG TNG UETOPOPAS OTA VOGOKOLLELQL.

8. To aépro Ba cvvodevETal VIOYPEMTIKA OO TIGTOTOMTIKA TOV O{KOV TOPAy®YNG
Kol ELPLiAmong kat 0o avaypdeetol 1 axpipng ovaivon kot kabopotnra.

9. O pounBevTg 0Qeilel VoL TPOCKOUIGEL [LE TOVT] ATOKAEIGHLOV:

a. Gogw Aeltovpyiog EYKATACTOONG TOPAYWOYNG Kol TANPWOONG PLOADY TEMECUEVOV
aepiov (YBET),

B. eykekpipévo kavovioud Aettovpyiog k€vipov enaveréyyov eroiwv (EBETAM),

Y. GO TOPAYOYNG EUELIAMONG Kol dlokivnong Tpikov aepiov yio kabe aéplo
(EOO),

d. motonoinomn katd ISO 9001:2015. emiong yio o vAKG wov Ba eyKatactioel | Oa
YPNOLOTOMoEL (EKTOC aepiwv) mpémel va pépouvv v onuavon: CE — MARK .

10. T'a T aépra Tov 0 TPoUNBELTNG T EUTOPELETAL KoL OeV givarl 0 1310¢ TaPay®YOC
OPEILEL VO TPOCKOMIGEL TIC OVTIOTOLYES AOELES KO TIGTOTOMTIKE OO TNV TOPAy®YO
gtoupia.

11. O mpounBevtnc opeilel va epapuolel T woyvovoeg dutdéelg mept TV OpwV
dwakivnong amobnkevong Kot eAEYYov TV QuA®V aepiwv kdbe @opd mov Oa
moporoppdvel erdieg mpog mApwor. Tvydv amooctoA GluAdV mov dgv Ba £xovv
mpnbel ot dathEelg g oxeTikNg vopobesiog «mepl emOvVEALYYOL  PLOAMV
meEMESUEVOV aepiwv» dev Ba mapaiapupdvovior kKou Oa givor aution Katayyediog g
cvupaong.

12. T Adyovg amoTeAeGLATIKOTEPNC AELTOVPYIOG KOl S1OGPAAONG TG TOLOTITOG TOV
O&vyovov, oV mepinT®OON 1G0TYWHOG aVAUESH ©E ETOIPEIN. TOPAYOYNG KOl OF
etoupeia petanminong, o tpotyundel n TpdOTN.

13. Ot etoupeieg Ba mpémel va €Yoy avTITPOCOMTO Kol TEYVIKN VRTOCTNPIEN Tov Oa
motonmoleiton pe veHHvvN dMA®oN.

14. O npocpépmv, epOGOV KATACKEVALEL 0 10106 TO TEMKS TPOiOV, TPEMEL VO SNAMVEL
OTNV TPOCPOPE TOV, TNV EMYEPNUATIKY] LOVAdo oTnv omoio 0o KATOGKELAGEL TO



TPOCPEPOUEVO TTPOTOV, KABDS Kot ToV TOT0 gyKatdotacng . [Ipocpopd otnv omoia
dev Ba vtapyet, Ba amoppinTeTal OC ATOPEOEKTY).

15. Otav ot mpoc@épovteg dev B kaTaoKevdcovuy ot 1010t T0 TeMK TPoidv, Ge KN
TOVG EMYEPNUOTIKY] HOVADQ, OTNV TPOGPOPA TOVS ONADVOLV TNV EMLYEPTUOTIKT
povado, otnv omoio. 0o KATOOGKELOOTEL TO TPOGPEPOUEVO TPOIOV KOl TOV TOTO
eykatdotaong mc. Emiong, oty mpoceopd tovg mpEmEL Vo EMGULVAYOLV Kol
vrevBuvn NAwoN Tovg TPog T0 NOGOKOUEID OTL 1] KATACKELT] TOL TEAMKOD TPOTOVTOG
Ba yiver amd v emyeipnon oty omoio aviKeL 1 1N OTOlol EKUETAALEVETOL OMKA M|
LEPIKA TN HOVAOO KATOOKEVTG TOV TEAIKOV TPOIOVTOG Kot OTL O VOULLOG EKTPOGMITOG
™G emyeipnong avtg £xel amodeyfel EVOvTL TOVE TNV EKTEAECT] TNG GLYKEKPIUEVIG
npoun0elng, o€ TEPITTOON KOTOKVPMONG GTOV TPOUNBELT LITEP TOL Omoiov £yve 1M
anodoyn. Ilpocpopd oty omoio dev Ba vmépyovv ot avoTépw IMADceES Oa
ATOPPINTETOL OC OTOPAOEKTN

16. e kabe mepintwon o mpounbevtng opeirel va mpounbevoel 1o Nocokopeio pe
WTPIKA aéplo. 68 QPLIAES amPOCKOTTO KOl OOWAEIMTOG. X& TEPIMTOON MOV TO
Noocoxkopeio vrootel BAAPN Adym advvapiog tov mpounbevtn va mpounbevoel 1o
o&uyovo v gvBvHvn PEpet o TpounbevTHC.

Al



