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LHMEIQMA IIPOMHOEIAY. YAIKON - $APMAKON

Ztolxeia IZnpeLdpatoq OLKOVORLKA ZTtoLlLxXeia
KENTPO KOZTOYX: XEIPOYPT'IKO EPTAZLTHPIO ** TMHMA TIPOYII.: NOZOKOMEIO
ATAMOPOQYH: XEIPOKINHTH ATIEKIIEPAIQXH: IPOMHGEIEZX

ENIOYMHTH HM/NIA I[POMHOEIAS:

INAPATHPHZEIZ: AVTLOAAEQYLKA XE€LPOUPY LKA YAVT LA YEVLKAG XELPOUPYLKAG amd ouvBeTLKO TOAULCOTPEVLO
(PI) pLog xpHonc omoote lpwuéva Xxwplc moUdpa pe £owIeplkh enioTpwon amnd TOAUREPEC 1
emilnAéov TexvoAoyla DERMASHIELDTM, vylia yphayopn Kol €UKOANR Uyph 1§ OTeyvh tomobéTnon
Noa diLaBétouv Texvoroyla PI-KARE™ mou emitpémel 1NV £f&AelPn TV TUIONOLNUEVOV
XOULKOV ETLTOAXUVIQOV TIOU TMPOKAAOUV OAAEPY LKA depuatitida €& emo@ic Kol Vo €XOUV
éykplon amd Tov FDA-510(k) twv HIA. No dlLabétouv texvoroyla A.R.TTM yia e€mLTIAEOV
en{medo avOexT LkOTNTAC.NO £€x0oUV PoVOoETa pe pefep Kol Texvodoyia SUREFITTM,
oupBdAioviag otnv €&AAeyn tng oavoad {mAwong TNG UOVoETAC KAl OTnv €vioxuon 1ng
npootoo{ag.No exouv Agio @Lviplopa pe PLXKPO-UQPH YL COQAAECTEPO KPATNUA KAL XELPLO
Tov gpyodelwv. Na diabétouv miotomoinon and tnv Epyovopla tewv Hvopéveov MHoALTeLOV 1
v texvoloyila ERGOFORMTM, mou e€&aopoi{lel povadikd avoatoptkd oxediaopd. No
exLTUyx&vouv AQL 0.65. No umopoUv vo XPENOLUOMmOoLNOoUv e XCQEAAE LK O ula o€ LpX
XNUELOBEPATIEUT LKAV QuPpudKWV oUuowva pe 1o mpdtuno ASTM D6978. No mAnpoUv OAa To
Evponoik& mpdIUNX KOl T LG MIPOdLAYPUPEC OUCKEUXCIOC TOV XE&LPOUPYLKOV YOVTI LOV KAOOC
KO L omOTeAéoUATA SOKLUOV (test reports). No @épouv OLTAN aVvOEKT LK OUCoKeUuxola
aopaAielag (eowteplKy otTabepn YoavtoONKn kKol c€fwteplkh oadLl&Bpoxn OAKN kal oOTLg OUO
nAeupéc) .Na vnbdpyxel diLdxkplon defi-apLotepd Omou avaypdeeTal OTINV €0MTEPLKN YOVIOOn
KOOOC kol ot yovT L. No eival KaTdAANAa kKol yla €foteplkd 1§ €owteplkd yavil of
LA yévtia. No eival xaTtdAAnAa via dLadLlKAOLEC €EWOWUAT LKAG Yyovipomoinong (IVFE)
KoBOOc va éxouv mepdoel 1n doxklun MEA (Mouse Embryo Assay). MAkog yoaviioU 300 mm.
Hayxog d&xtuiou 0.23 £ 0.02mm, n&yxog moddung 0.21 £ 0.02mm, néxog povoétag 0.17 +
0.02 mm. No ovaypdeoviol €UKPQLVOC OTO KOUTL ING OUCKEeUNO(OG KOL OTINV €00TEPLKA OAK
oL Texvoloyleg mou SdLabétouv Ta ydvtia.No 6,5 TMX600, No 7 TMX600, No 7,5 TMX1000,
No 8 TMX 1000.
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