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Mo voe SlxtnpnBovv 600 To duVATOV YXKNAGTEPOL oL kivduvoL YL XOBEVE(G, XpNOTEG 1} TPITOUG, TTPETEL VXX
OKOAOUOOVVTOL TIPOOEKTIKA oL 00NY(iES Xp1ionG. H xp1ion, N MPOETOGOIX KOL N OOKIUT TWV 0pyAvwY
EMTPEMETAL VXX TTPAKYHXTOTIOLOUVTXL HOVO OTTO EKTIAIOEVHEVOLG E101KOVG. TTpLy xpNOLLOTIOOETE TO
Opycvo, TTpEmeL vox JLxBdoeTe 0AGKANPES TIG 0dNyieg xpriong. AuTo OXVEL KOL YIX TIS 0dNYieg xp1iong Twv
XPNOWOTTOLOVHEV®WY EEXPTNUATWY. OL TTPodIXYPXPES, 0L 0dNYIEG ACPAAEING KAKL 0L TIPOELOOTTOW|OELG OTIG
AVTIOTOLXEG 00NYIEG XpNONG TTPETTEL VO TNPOUVTAL KUOTNPG KL VO TNPOUVTKL.

.g Ol enavaypnolpomnoLiolpol cwAnveg avappodnong amno tnv Tekno-Medical Optik-Chirurgie GmbH (Tekno)

>

Kol to afecoudp Toug mapadidovtal Un amooTELPWHUEVOL KOL TIPETEL VA TIEPAGOUV A0 ToV AN KUKAO
nposTolpaciag (kabaplopdc, amoAlAvVen Kal amooTteipwaon) LV amo TV MPwTn Kal KAOe emduevn xprion

1 NEAIO E®GAPMOTIHZ

AuTég oL 061yieg xpriong LOXVOUV Y TOUG ETTAVOYPTCLHLOTION|CLIUOUG CWATIVES avappO@N oG (EQEENG «TWANVEG
avappdoenoneg») g Tekno-Medical Optik-Chirurgie GmbH. (Aeite T Alota eldwv 6TV TEAELTALX TTAPAYPAPO
QUTWV TWV 08NYLWV Xp1ionG.)

Ot owAnves avappdenong SiatiBevtal og Sla@opa oxéSia Kat:

o SLAUETPOL CWANVWVY ELCAYWYNS,
e kn epyaoctiag,
MD | ® OUVOALKA PNk,
o pe1 xwpic oTuAEs,
o pe1 xwpig maTo Aafng,
o peT xwpig StakoTTN AvappdPNOT,
o e Slaopetikég ouvdéaels evkaumtwy cwAvwy (Luer Lock, Luer cone, cone).

2 'EAEMXOI

[Ipv amd K&Be xp1oTM TWV CWANVWY AVUPPOPTONG, TIPETEL VA EAEYXOVTAL YLK OTIXCLHATA, PWYHES,
TAPAUOPPWOELS, {NULEG KAL AELTOUPYIKOTN T

[TepLox£g OTIWG 0L CUVEETELG KL TX GKPA EPYACING TIPETIEL VAL EAEYXOVTAL LOLAITEPX TIPOCEKTIKA. POapuéva,
SaBpwpéva, TAPAPopEWUEVA, TTOPWOT) 1] AAAWG KATECTPAUUEVH OPYAVA TIPETIEL VAL ATIOPPLTITOVTAL.

EkT66 amd TIg Tpoomafeleg Tov KATABEAAEL 0 KATAGKEVAGTIG YO TNV ETAOYT TWV OWOTWV VAIK®OV KAL TNV
TIPOCEKTIKY EMEEEPY AT TOVG, O XPNOTNG TIPETEL VA TIAPEXEL OTOUG CWANVEG AVAPPAPT|ONG ETAYYEAUNTIKI KoL
OULVEXT] PPOVTISH KL ETTAYYEALATIKY TTPOETOLUATIAL.!

3 XEIPIZMOZ

0 XElPLOPOG OAWV TWV XELPOUPYLKWV EPYAAEIWV TIPETIEL TAVTA VA YIVETAL LE TN LEYLOTY TIPOCGOXT] KATA TN
HETAPOPA, TOV KABAPLOUO, TN GUVTIPT AN, TNV ATOCTEPWOT Kal TNV amobnikevon. Auto oyvel ISaitepa yia
oWANVIOKOUG AETITIG AVaPpOPNOTG HE UIKPES SLAPETPOUG.

Ta véa epyaieia Ba mpémel va UTTORAAAOVTAL GE TPELG KUKAOUG KABaPLoHOU UNYOVI|LATOG TIPLV ATIO TNV OPXLKT
amootelpwon. Autd 0dnyel 0TO YXNUATIONO EVOG TABNTIKOU OCTPWHIATOG GTNV EMLPAVELX TIOV TIPOCTATEVEL TO
OpPYQVO ATIO TOV ATOXPWHATIONO Kal Tn Stafpwon.

Ta véa epyaieia mpeMeL va QUAGCCOVTAL XWPI§ TIPOCTATEVTIKY) CUCKEVAGIX, OE KAELOTO VTOUAQTL/cUPTAPL,
otov agpa Tou TiepLBdAiovtog. Eival onuavtiko va Stac@aiiotel 4TL TNpolvTal oL LOYVOVTEG KAVOVES UYLELVNG.
T véa epyaleia Tou TPOKELTAL VX ATTOBNKEVTOVV YLA LEYAAVTEPO XPOVIKO SLAGTNUA, CUVIGTOULE VA T
QPALPECETE ATIO TNV CQPAYLGUEVT] TTAAGTIKI] COKOUAN KL VO TO ETIEEEPYAOTEITE UE LATPLKO AASL EYKEKPLUEVO
yla amooTelpwon.

4  NMPOBAEMNMOMENH XPHZH

0 0K0TOG TWV CWANVWY avappoOENoN§ ival va avappo@olv aipa kal aAla vypd, kabws kal pikpa Bpavopata
LOTOU AT TNV TEEPLOXT] XELPOUPYLKNG EMEUBAONG KATA T SLapKeLa oG xelpoupykng emepfaong. [poopilovtat
yla 6UVEEDN IE CUOKEVEG UTIOTIEGTG HECTW WLAG EVEALKTNG GUVEEANG, AAAQ AgtTOUPYOUV UE TO XEPL.

Ta 6pyava avappd@nomng 8ev Tpoopi{ovTal yio Xp1ion G AUEST) ETAPT] HLE TO KEVTPLKO VEUPLKO CUOTIIA 1] YO
™ 816pOBwoN EAATTWHUATWY OTNV KAPSLA 1] GTO KEVTPLKO KUKAO@QOPLKO cUoTnpa!
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5 ANTENAEIZEIZ

0L aoBeveig oTOVG OTIO(OVGE, KATA TN YVWUT TOU BEPATIOVTOG LATPOV, UTIAPXEL YEVIKOG KIVEUVOG XELPOUPYLKTS
emépBaong 1 To dpyavo avappo@naong dev pmopolv va xpnotpomomBouv xwpis va tebel o€ kivéuvo o aobevrc.
To dpyavo xpnOLHOTIOLEITAL ATIOKAELGTIKG ATTO LATPLIKO TIPOCWTILKO E181KG& EKTIALSEVUEVO OTIG XELPOVPYLKEG
TeXVIkEG. O Bepamwy LTS lvat emtiong VTEVBLVVOGS va SLacEAAIlEL GTL TO TIPOCWTILKO TOU XELPOUPYEIOL KAl OL
UTLAAANA0{ TOU £XOLV ETAPKEIS YVWOELG OXETIKA LE TOV TPOTIO XP1IONG KAL XEPLOHOV TWwV 0pyavwy. O £UTELpOg
XPNOTNG Elval UTIELOUVVOG YLK TNV ETIAOYT TOU KATAAANAOL 0pYAVOUL avappd@NonG. AV UTTAPYOLY GAAEG ELSIKES
avTevSeitels yvwoTé.

6 MNAHOYZIMOZ AZOENQN

EKTOG &TTO TIG OXVTEVOE(KVUTA L XP1IOELG TTOU KKV PEPOVTOL OTIG TIXPoVOES 0dNyieg xpriong, dev urtapxouv
TIEPLOPLOMOL YL Tov TTANBUOUO Twv XOBEV®V.

7 AIAGEZH

Edv ta 6pyava Sev pmtopovv TAL0V VA ETEKEVAGTOVV KL VX UTIOGTOVV ETEEEPYATia, TA dpyava TIPETEL VA
aToppLPOovV cUUP®VA [LE TOUG LOXVOVTEG KAVOVIOUOUGS KoL VOIOUG TG XWPAS.

8 TIPOEIAOMNOIHZEIZ

H pn mpnon autov tTwv 08nyLmv xprions Kol ao@Aaielag pmopei va 08nynoeL og Tpavpatiopd, SucAettovpyian
AAA aTtpooSOKNTA TIEPLOTATIKA. ‘OA0L OL TUTIOL EMAVAXPT|CLUOTIOWOLULWY EPYOAELWV avappO@NONG TIPETEL VA
kaBaplovtat TAN pwG, va ATTOAVHAIVOVTAL KL VO ATTOCTELPMOVOVTAL TIPLV ATLO TNV TIPWTT XPTOT) KL TPV Ao
TepaLTEPW Xpriom. [lpv amd k&Be xpn o, To 6pyavo avappo@NoNG TPETEL VA EAEYXETAL YIX CWOTI AELTOUpYia
KaLyla opatég MULEG Kat @Bopd, 6Tws pwypés 1§ omacipata. H Batdtnta Twv opydvev avappo@nong TpETeL
va Stac@aAiletal Tpv amo kabe xprion. H cvokevaaoia eival akatdAANAn yia T VPmAég Beppuokpacies kata
NV ATOOTEIPWON 0 AVTOKAUOTO KL TIPETIEL VO TIPAY LA TOTIONOEL TIPLV ATTO TNV TPWTH ATOCTEPWOT).

Mnv uTIEpPOPTWVETE T Opyva. H uTep@dpTwon Adyw urepPoAun§ dUVAUNG Urmopel vax odNynoeL o
OTIXO{HOTX, KAUYELG KL SUOAEITOUPYIES TNG LATPLKIG OUOKELTG KK L TPXUUAKTIONOVG OTov 0BV 1 Tov Xp1ioTN.
Mnv Auyi{eTe T AUYLOUEVO EPYXAELX TTIOW OTNV GpxLk Toug B£0N, uTTIapyEL kivduvog Bpaxong.

Mn XpNOLUOTIOLEITE KATEOTPAUUEVO 1) EAXTTWHATLKO TTPOioV. TAXKTOTIOWOTE KUECWG KL EMONUAVETE TO
KOXTEOTPAMUEVK TTPOTOVTO KOL KTTOKAEIOTE TNV TTEPAKITEPW XPTON.

'OTav OUVOEETE T GPYAVE VX PPOPNONG OTNV XVTAIK v ppd@PNONG, BERXLWOEITE OTL 0 EVKXUTITOG CUVOETIKOG
OWANVAG VO OTXBEPGE KO L O@LXTA OLVOEDEUEVOG v TIGOO OTLYUT) KOTG& TN Xpnion.

EMAEETE e 1ox0 kevoU (XpvnTiKT THEON) OTNV GVTAIK Xv&ppO@NONG IOV E(VOL KATAAANAN YL& TN XELPOUPYLKN
EMEUBAON KOL TNV TTOOOTNTK TOU VYPOV TTOU TIPOKEITOL VX akvaXppo@nBel. Edv n 10x0G kevoy eivai ToA) vynan,
urmopel vax PAGWeL TIG evaxioBNTEG BOES TV LOTWV: EAV N LOXUG GvXppd@ENONG £{VOL TTOAY XXUNAY, N
TTPOKVUTITOUOK TTOOOTNTK UYPOU EVOEXETKL VO JNV KOXKIPEBEl ATTOTEAEOUATIKA.

AkoAouBn0TE TIG 00NYIEG ALLTOVPYIXG TOU KATXOKELOOTT] TNG AVTAIKG AXvappOPNONG

9  EMXEIPIAIO XPHZHZ

Juvbdéote To Opyavo avappodpnong otnv aviAia avappodpnong:

Juvd€oTe ToV KATAAANAO EUKAUTITO CWANRVA 0T CUVOEGCT EUKAUTITOU CWANRVA TNG KAVoUuAag avappodnaonc.
JUVOEOTE TOV EUKAUTITO CWANVA OE Lo KATAAANAN avtAla avappodnonc.

PuBuiote TNV oL avappodnong kata t Sidpkela tng Stadikaoiag:

o 0 xpnoTng umopel var puBuicel TNV oY\ vappoENONG XPNOLLOTIOLWVTAG TNV TIPOKLPETLKY 0T
OLXKOTITN OTOV OWANVIOKO v ppo@nong, m.x. B. yix Tnv amo@uyn avappo@nong oe euaiodnteg
KOTOOKEVEG.

e H ox0g movu éxet puBuioTel oTnv avTAlx avappo@nong kaxBopilel TN p€yLoTn opvnTIKT TIiEoN OTOV
OWANVIOKO GvappOENONG KXL CLUVETIMG TN HEYLOTN LOYXU v ppo@nong Tou CwANVIioKov.

o Avappognon: KoAvyTte Tov SLXKOTITN otvappO@NnNoNng OTNV MAGKS TNG AGBNG JE TOV GVTIXELPA OXG.

e Mnv okouTTieTe e NAEKTPLKT] OKOUTTOX: XPALPEDTE TOV XVTIXELPA OXG KTTO TO OTOTT AVXPPOPNONG
oTNV MAGKX TNG AxPG.

e PUBuon 1oxVog avappd@Nong. (AuvaToTNTX POV e CWANVIOKOUG Gvappd@nong He dLRKOTITEG
oV PPOENONG 0 OYXNHX DAKpL)

o ALXKOTITNG ovappOo@NONG OTNV TIAGKX AGBNG, HEPIKWG KAAUPUX avEAoyX We TNV emBupunm] 1oxL

AVaPPOPNONG.
FRM-169 Vorlage GebA KI. Il MDR_v3 GebA 21-11-006_01_Saugrohre_GR_v3.docx
- . Tekno-Medical Optik-Chirurgie GmbH 12.12.2025
| bi TEKNO Sattlerstrage 11 D-78532 Tuttlingen c € 0483
GERMANY Tel.: +49 (0) 7461 1701-0 Fax: +49 (0) 7461 1701-50

E-Mail: mail@tekno-medical.com www.tekno-medical.com



[:El Odnyieg xpnong — AlaBAacTe TTPIV TN XPAON 6/10

Metd tn Xpron:

Enefepyaoteite Eava Ta Opyava avappodpnong apéows PeTA Tn xpron. Eav auto dev elval eyyunuévo, Ta opyava
avappodnong nmpémnel va tonoBetnBoulv oe SLdAupa KaBapLopuol WOTE va NV OTEYVWOOUV Kol Vo Uhv dpateL o
aul&c. Eav eival amapaitnto, xpnolpomnotnote éva KatdAAnAo oTuAed yla va anodUyeTe To dpaliyo.

10 EK NEOY EMEZEPrAzIA

Tevika, Ta xelpovpyLkd epyaieia pmopolv va vtofaAdovtal o€ emavenegepyaoio LOVO Ao ATOUN IOV
SLaBETOLY TIG aTaAPAlTNTEG EEELSIKEVUEVES YVWOOELS VLA TIG TIPOBAETOUEVESG SPACTNPLOTNTES.

AVoAUTIKEG TTANPO@OPIES YIX TNV TIPOETOLUACI TWV XELPOVPYIKWYV EpYyaieiwv pmopeite va Bpeite oto «Kdkkivo
Mmnpooovpa» tou AKI 1o www.a-k-i.org umopeite emiong va Bpeite ouVSEGILOVG TIPOG VOOUG, TTPOTUTIX KAL
dnuoacievoels amd e181KEG eMITPOTEG EMaveTeEEpyaaiag.

Abyw Tov oxedLOUOU TOL TTPOIOVTOS KXL TWV VALKWV TTOU XPNOLHOTToLoUVTaL, 08V UTMopEl v& oploTEl
KXB0OPLOPEVO OPLO HEYLOTWV EQIKTMOV EQEXPHOY®V. H dtdpkelx (w1 Twv IKTPOTEXVOAOYLKWV TIPOTOVT WV
KXBOopIleTOL KTTG TN AEITOUPYIO KL TOV NTTLO XELPLOPG TouG. H Ouyvn] EMAVETTEEEPYAOIO £xEL PLKPT] EMTIOPXON OTO
mpoidv. To Tédog TNG dLdpkelag LwnG Tov TPoidvToS KXBopIileTaL CUVNBWS &6 TN PBOPG KAKL TIG {NULEG TToL
TPOKOAOVVTOL GTTO TN Xp1iON. H avayvwouoTnTa TNG ONHGVONG €x€L EMaANBeuTel TTdvw oo 200
TTXPXOKEVACHA T,

10.1 NpoeToipacia oTov Xwpo XProng

ArmevBeiag HETE TN xp1ON ATTOPGKPUVETE xovOpovG pUTTOUG KTTG TO EPYKAEIN. MN XpNOLUOTIOLEITE HECK
Hovioroinong 1) kauTo vepd (>40°C) kxBwS k&TL TETolo 0dNYEL GE HoVIHOTTIOINON VTTOAEMPATWY KA L UTTOPEl VKX
ETMNPEACEL KPVNTLKA TOV ETMTUXT) KKOXPLOYO.

10.2 MeTagopd
Ac@aAng amoO1KeVON 08 KAELOTO TIEPLEKTN KL JETKPOPA TWV 0PYAVWY OTO XWPO EMXVEMEEEPYRTING YLK TNV
amo@UyT BAGBNG TwV 0pyAvwv KoL HOAUVONG Tou TiEPLBAAAOVTOG.

10.3 MposcToipyacia yia Tnv amwoAvuavon

Ta epyxAEix TIPETEL, £O0OV EIVAL EQLKTO, VO KTTOOUVAPUOAOYOUVTRL 1] VX KVOLyoUV YL TNV EMKVETTEEEPYXKOIX
(BA. 00nyieq e1d1kEQ yLx To TIPOTdV).

Ta epyxAELx TIPEMEL VO TOTTOBETOUVTAL OF £101KOVG YL TNV TTAVON d{0KOLG EPYXAELwV TToU EVOEIKVUVTAL YLO
TAvVTIpLo. H mMotoTNTa Twv diokwv EpyKAEiwY eV EMTPEMETAL VX EMMNPEARIEL TOV EV CUVEXEI KKOXPLOPO KO L
TNV KMTOAVHAVON HECW KXKOVOTLKNG OKLAG 1) ONueiwv TTou dev €youv TTAVBEL

10.4 XeipokivnTog apXIKOG KaBapIoHOg

TomoBeTOTE TX EPYHKAEIX OE KPVO KTTLOVIOUEVO VEPO YL TO EAGXLOTO 5 Aermd. Eav eivai e@ukTo
KTTOOUVAPUOAOYNOTE TX EPYXAEIX KXL KXBXPIOTE OE KPVUO VEPO HE P HGKAGKLA BoVPTOX PEXPL VO NV
UTTIGPYOUV TTAEOV 0pATA VTTOAEIHPOTO. TTAUVETE e TTiEoN pE v TTIOTOAL VEPOU (DLXOIKXCIOX TTXAMMV, EAGXLOTN
miieon 2 bar) Toug ko{Aovug xWPOUG, TIG OTTEG KL TIG SLXOPOUES OTTELPWHATWY To EAGYLOTO Y 10 SeuTepOAETITA.
ToToBETOTE T EPYHAEI YOt 15 AETTT& 08 AouTpd uTEPT X WV 0TouG 40°C pg v XAKOALKO 1] EVILUTIKO TTPOiOV
KxBxpLopon 0,5% kot UTTOBAAAETE OF UTTEPTIXOUG. AQXIPECTE TAK EPYOAEIT KL EEMAVVETE PE KXOXPO VEPO.

To SLaAVH KXBKPLOPOV TIPETTEL VO XAAATEL TO EAGXLOTO HLO QOPA KABE NUEPX, EQATOV KTTHITEITAL KKL TTLO
ouxvd. Evag oAU uwnAég BaBudg pumwy emMpeddel TNV KMOTEAECUATIKOTNTX KXOXKPLOHOU KL KUEAVEL TOV
kivduvo daBpwong. TNpelTe TNV €BViKT VOHOBECIX KO L TIG KAXTEVOUVTHPLEG 0dNYIES.
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Odnyieg xpnong — AlaBAacTe TTPIV TN XPAON

10.5 Mnxavikég kabapiopég

7110

BRAua

Mapduerpol

ApXIKA TTAUON

OepUokpaoia TAYONG + TToLdTNTK vEPOU

Kpvo vepd dnPooLxg xpnong

Ka@apiouodg

Xpovog ékBeong 60 devur.
. . OgpUokpaoix TTAVONG + [TodTNTA vepol | Kpvio vepd dnudoxg xpnong
Apxikn rAten Xpovog ékBeong 180 devT.
OepUOKPAOIx KKOXPLOPOY 45 °C

[To16TNTX vepoL

Nepd dnuooLxg xpnong

Xpovog ékBeong

300 devuT. (BuopevEoTepn TIEPITTWON)
>vortaon RKI 600 deur.

Mé£Co kOBXpLOPOV

Neodisher Medizym

SUYKEVTPWON 0,50 %
OgpUoKPAOIX TTAVONG 40 °C
[TodTNTX vEPOL Nepo dnNUOCLAG xp1iong
OubdetepoTtroinon | Xpovog ékBeong 180 devrT.
M£00 oudeTepormoinong Neodisher Z
2UYKéVTpwOon 0,10%
OgpUoKpAOIX TTAVONG 40 °C
‘ExtrAuon [ToldTNT™X vepov Amoviopévo vepd
Xpdvog €kBeong 120 deuT.
10.6 Mnxavikn (8eppikn) aroAUuavon
BrRpa MapdpueTpol
OcppIKi OSpHOKpom[a Cf(rro)u')uavonq 90 °C (AOISOOO) :
amoAbpaven HOEOTHTO]( VEPOU Amioviopévo vepo
Xpdvog ékBeong 300 o¢evrT.
2TEYyVwHX TNG EEMTEPLKNG MAEUPAS TWV EPYKAEIWVY HEOW TOU KUKAOU OTEYVMOHAKTOG
TNG CLOKELNG KXBOPIOKOY / GTToAUMAVONG.E@doov amouTeiTon Umopei vow emrevyOei
ITEYyVWUa EMMAL0V £VO XELPOKIVNTO OTEYVWHX KE TN Bof 01 EvAg TTAVIoD Xwpig xvoudix.
Ot koiAoL X(OPOL KAKL TOX KAVAALX TwV EPYRAEIWV TIPETEL VO OTEYVOVOUV HE
ATTOOTELPWUEVO TIETTECUEVO OEPXK.

10.7 "EAeyxog AsiToupyiag, ouvtipnon

Metd amd kabe kaBaplopod, Ta TPoidvTa TPEMEL VA elval HakpooKoTILKA KaBapd, SnAadn amaidaypéva amod

opatn poAvvon.

Ta Aeklaopéva mpoidvta mpémel va SlevBetnBovv apéows kat va vTofBAnBoVV o€ l81kn petayeiplon.

‘OAct T KvoUpeva PLEpT TIPETIEL VO EAEYXOVTOL LLE LOLATEPT) TIPOCOXT).

Eav pokOiouv o@dApata 1 (uLES, Ta Tpoiovta mpémnel va §1evBetnBovv apéows.
0 AeLTOUPYIKOG EAEYXOG KAL 1] CUVTIPT 0T TWV 0PYAV®WY TPETIEL VAL YIVOVTOL EEQULPETIKA TIPOCEKTIKA. Mia
KATAAANAN Stadikacia cuvtpnong avavel ) SLApKelx (WG TWV 0PYAVWV.

10.8 Zuokevaoia

EmA£ETe TUTTOTTOINUEVN CUOKEVOIX TWV 0PYAVWV XTTooTElpWONG oVPEwVa pe T TpdTurae DIN EN I1SO 11607-1,
DIN EN 868-2 xaxt DIN EN 868-8.

10.9 AtrooTeipwon

AmooTE{pWON TV TTPOIOVTWY HE KAXOUOTIKY OLadIKAKO{O TTpokevoy (OUM@wva ke To DIN EN ISO 17665)
AGUBAEVOVTHG LTTOYN TIG EKAOTOTE EBVIKEG KTTKLTIOELG.

Mpokevé: 3-Ad
OgpUoKpATia ATTOOTEIPWONG: 134 °C
Xpoévog arrocTeipwong: 5 AenTd
XpOVog OTEYVWHATOG: 20 AerTd

H xp1ion oG GAANG dixdikxoig ammooTeipwong dev amoTeAel evBUvvN PAG!
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10.10 AtroOiRkeuon

T H amo6nkeuon Twv KTToOTEPWHEVWY EPYXKAEIWVY TTPETTEL VO TTIPXYMATOTTOLETKL 08 KATAAANAN CUOKELAXOIGK
0g ENpo, KAOBXPO KL XWwPIG OkdvN TIEpIBAALoV OE PETPLEG BepHokpaaieg amd+5°C £wg +40°C koL pe
OoTaOEPT) VYPAOIX KEPXK. MNV KTTOONKEVETE PATL ME XNHLKES 0VOIEG. H ammooTaon PeTa& Tou daTTEdoU KOL
_ Tou pO@LOD TPEMEL vOX 0tvEpyETOL To EAG10To OTax 30 ek. H didpkerot amobrjkevong kaxBopigeTa omo Tov
/;,'R\ {d1o Tov xprjom.
. [IpoOTOTEYTE X6 TNV NALOKTY OXKTvoBoAia!

10.11 NMAnpo@opieg yia TNV €MIKUPWON TNG ETTAVETTESEPYATIiAg

Ta KKOAOUVOX VALKA KL INYXVIIUKTO XpNOLLOTIOmONKXY KATA TNV EMKVUP®ON TNG MNXXVIKAG
ETTAVETEEEPYKOIAG:

Méoo kaBapiouou: Neodisher Medizym 0,5 % (v/v)
MNpoiév . .
oudeTEPOTTOINONG: Neodisher 20,1% (v/v) gAEyxOL:
ZuoKeun Kabapiopou/ Miele PG 8535 23277 / 23278 / 23279

armoAvpavong: CleanControlling Medical GmbH & Co. KG
AuTtékAgioTOo aTHOU: Lautenschlager ZentraCert

Mo AeTTopépELEg OE(TE TIG EKBEOELQ

11 EMINPOZOETEZ YMNOAEIZEIZ

Edv TO yNULKA KL TO NYXVAUXTX TTOU TIEPLY PAQOVTAL TTXpOTTavw Oy elvat SixB£0ua, elva vdhvn Tou
XPNOTN V& EMKUPWOEL TN SLXOKACIX GvdAoyd. Elvait kxB1jkov Tou xpriotn vak SIxO@OALcEL 6Tt N SLxdXGix
ETAVETTEEEPYAOIKG, CUMTIEPIAGUBAVOHEV®WY TWV TTOPWV, TV VAIK®OV KXL TOU TTPOOWTTLKOY, E{VOL KATGAANAN yi&
TNV EMTEVEN TWV ATTXITOVHEVWVY KTTOTEAEOPATWY. H TEAELTAIX AEEN TNG TEXVOAOYIXG KGL N EOVIKTY VOUOBECIX
AMALTOUV VO KKOAOUBOUVTHL EMKVPWHEVES OIOIKAO{EG.

Kord Tnv enavenegepyaoia, N Bepuokpaoia Tou emMdpd 0To dpycvo dev Tipérel va utepPaivet Toug 140°C.
Kat' apynv, 0 HNYOvikoG KXBAKPLOPOG KL N XTTOAUHGVON E(VOL TTAVTX TIPOTUOTEPOL KTTG TOV XELPOKIVNTO
KXOOXPLOKO. ME Tov INYOVIKO KAXBXKPLOPO KOL TNV KTTOAVHGVON, UTTAPXEL HEYOAVTEPN KO@AAELX OTN BIOOIKXO{KX.
Mn xpNOWWOTIOLELTE TTOTE METOAALKES POUPTOES, HETKAALKA O@OUYYAPLX 1 AELXVTIKA KXBXKPLOTIKA YIX XELpokivNTo
KXOXPLOWO /TTPoKABAPLOUS. TO 1OXUPE KAKKALKA KXBAPLOTUKA KATAOTPEPOUV TX TIAKOTIKA KAL TIG
OVOOLWMEVEG ETKAAVYELG.

To epyadeion Oev TTPEMEL VO KTTOCTELPWVOVTAL OF KTTOCTELPWTES BEPHOY XEPTK.

Mn XpNOLUOTIOLEITE KAVOTIKA KXBKPLOTIKA. MN XpNOLUOTOLELTE 10XUPA 0EEOWTIKA KXBKPLOTIKA. OL T PAyovTES
pe oudeTepn T pH (7,0) TapLddouv KXAUTEPC.

12 ANA®OPA NPOBAHMATQN NPOIONTOX

SOHEWVA PE TIG KTTXITHOELS Tou KOvoviopoU (EE) 2017 /745 yiox T& LXTPOTEYVOAOYIKA TTPOIOVTO KOL TO
OOOTNUX BLaYE(PIONG TTOLATNTAG, OA TOX TIPOPAHATO Tou TTPOTOVTOG TTPETTEL VO KV (QEPOVTOL OTOV

A KOTROKEVOOT.
KOTa TIG EpyAOIUES WPEG UTTOPEITE VX ETILKOLVWVIOETE KL MG TNAE@wVIKA OTo +49 (0) 07461 / 1701-0.
EXTOG Tou K&vovikoU wpapiou AetToupying, oTeidTe évax email oTo safety@tekno-medical.com.
T coBapa MEPLOTATIKA TTPETTEL EMIONG V& XVXPEPOVTAL OTNY KpUOOLX Gpx1} TNG TTIEPLOXTS TOUG.

13 EITYHZH

T TIPOTOVTH EIVAL KATXOKEUKOUEVO KO VALKA LWYNANG TTOLOTNTAG KL UTTOBAAAOVTEL OE TTOLOTLKO EAEYYXO TIpLV
armo Ty mopadoon. Eqv e§ockoAovBolv v uTidpxouy OQAAUKTX, EMKOLVWVNOTE JE TNV UTTNPECIX UXG.

H Tekno-Medical dev pmopel voe eyyunBel TL T TIpolOVTx £{vaiL KATAAANAK YO TNV GvTioToyN SlaxdIK&Koia. AuTo
TpéneL vax kaxBopileTa od Tov (dlo Tov xpromn.

H Tekno-Medical dev avaAxuBavel kaxpiot euBBVN YLt TUXXKIES 1) EMOKOAOVOES {NUILES.

H Tekno-Medical dev @épeL kit euBvvn edv amodeyBel OTL £xouv MXPAPLAOTEL GUTEG oL 0ONyieg xpnong.

Mpoooxn: Ztnv mepinmmwon xprong Twv epycxAeiwv oe xoBeveiq ye vooo Creutzfeldt-Jakob, n Tekno-
Medical amorole(Ta kaBe vBHVN YL EMXVOYPNOLUOTIONON.
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14 XEPBIZ KAI ENMIZKEYH

Mnv MpOyUXTOTTOLE(TE ETTIOKEVEG 1) TPOTIOTTOOELG OTO TTPOi6Y HOVOL OXG. M6vo ££0u01000TNHEVO TTPOCWITIKG TOU
KXTXOKELOOTT] E{VOL LTTEVOUVO KOL TIPEXETAL YLK KUTO.

T EAKTTWHATIKG TTPOTOVTA TTPETTEL VO €X0UV TTIEPATEL KTTO OAN TN DLAOIKAKOIK AVAKATROKEUNG TTPLY
EMOTPHPOVY YLK ETTIOKEVT).

Mo EMOTPOPES, XPNOLUOTIOMOTE To £vTuTTo &iTnong RMA kot To oTomoiNTkd AmoAVPXVONG.

Mropeite vax BpelTe T £VTUTIQX OTNV GpX Lk oG oeAlda: https: / /www.tekno-

medical.com/de/service /reparaturservice/

15 ZYMBOAA

Ta GOMBOAN TTOV YPNOLUOTTOLOVVTAL O GKUTHV TNV 0dNY{X KL OTNV ETIKETK €x0UV TNV GikdAoUON ONUGOIX
oVOP@wvo Je To DIN EN ISO 15223-1:

[Ipocoxn! Blopmxcvog

Blopnyovic

[aTpkdg

= L R

Mn amooTelpwiévo Tnpeite TS 0dNyieg xp1oNg

KataAoyog [IpoOTHOILX KTTO TO NALKKO PWS

apll
il

XopOKTNPLOUAG Mo PTG duAGooeTe e ENPO HEPOS

Y

20ENG AVOYV@PLON Tou TIPoToVToS

BB >

2nuovon CE pe oplBuod kowvotoinuévou opyaviodoy
0483 mdc — medical device certification GmbH
Kriegerstrasse 6, 70191 Stuttgart

C

m
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16 KATAAOTOZ NMPOIONTQN

ExTunw6nke omig: 12.12.2025

5258-00 6350-02 | 6381-15 | 25221-01 | 25227-91 | 25236-00 25258-07 704-609
5260-00 6350-21 6381-16 | 25221-05 | 25227-92 | 25236-04 25258-08 704-642
6291-35 6350-27 | 6383-01 | 25221-07 | 25227-93 | 25236-06 25258-09 704-644
6292-31 6351-00 | 6383-02 | 25224-01 | 2522794 | 25236-08 25258-10 704-646
6293-30 6351-01 6383-04 | 2522402 | 25228-06 | 25236-10 25258-11 704-650
6294-33 6351-02 | 6383-05 | 25224-03 | 25228-26 | 25238-15 25258-12 704-652
6295-01 6351-03 | 6383-06 | 25224-71 | 25228-27 | 25238-20 25258-15 704-654
6295-02 6351-04 | 6383-07 | 25225-01 | 25229-05 | 25238-34 25259-06 704-656
6297-00 6351-05 | 6388-01 | 25225-02 | 25229-06 | 25238-35 25259-07 704-658
6297-01 6351-06 | 6388-02 | 25225-03 | 25229-07 | 25238-36 25259-08 704-660
6297-10 6351-07 | 6388-03 | 25225-04 | 25229-08 | 25242-13 25259-09 704-660-45*
6297-11 6351-08 | 6483-01 | 25226-03 | 25229-09 | 25242-15 25259-10 704-661*
6297-12 6358-01 6483-03 | 25226-05 | 25229-10 | 25242-18 25259-11 704-662
6297-13 6358-02 | 6483-05 | 25226-07 | 25229-11 | 25242-20 25259-12 704-665*
6298-00 6358-03 | 6515-01 | 25226-53 | 25229-12 | 25242-21 25259-15 704-720
6298-01 6359-23 | 6515-02 | 25226-55 | 25229-15 | 25242-22 35520-08 704-721
6298-10 6361-20 | 6517-11 | 25226-57 | 25230-06 | 25242-24 35520-10 704-722
6298-11 6361-25 | 6517-12 | 25227-01 | 25230-07 | 25242-25 35520-12 704-730
6298-12 6361-30 | 6517-15 | 25227-03 | 25230-08 | 25242-26 35530-03 704-731
6298-13 6363-20 | 6553-30 | 25227-05 | 25230-09 | 25242-27 35530-04 704-732
6308-22 6363-25 | 6553-40 | 25227-07 | 25230-10 | 25242-35 35530-06 704-745
6310-22 6363-30 | 6553-50 | 25227-08 | 25230-11 | 25243-00 35530-08 770-100*
6310-22-30* | 6371-16 | 6553-60 | 25227-10 | 25230-12 | 25256-06 35530-10 770-111
6310-22-35* | 6372-16 | 6555-06 | 25227-12 | 25230-15 | 25256-07 35530-12 770-111-25
6310-22-40* | 6373-21 6583-05 | 25227-14 | 25231-01 | 25256-09 35530-14 20000120829
6310-22-45* | 6374-00 | 18130-01 | 25227-19 | 25231-02 | 25256-10 35530-50 20000123873
6310-22M* 637401 | 18130-02 | 25227-20 | 25231-03 | 25256-12 704-580 20000125890
6320-23 6381-02 | 18130-03 | 25227-21 | 25233-06 | 2525701 704-582 Z0000127804
6325-16 6381-10 | 18130-04 | 25227-22 | 25233-08 | 25257-02 704-605 20000129588
6325-26 6381-11* | 18131-01 | 25227-23 | 25233-10 | 25257-03 704-607 Z0000131104
6325-27 6381-12 | 18131-02 | 25227-24 | 25233-12 | 25257-04 | 704-607-45*
6335-32 6381-13 | 18131-03 | 25227-26 | 25235-03 | 25257-05 704-608
6350-01 6381-14 | 25221-00 | 25227-28 | 25235-04 | 25258-06 | 704-608-45*
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