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$hpuyned £ Qunpnh L dwbdwnnnh dheol Gpyynnd hwunmwundwéd thwuwnwpneny Uptbing
hwunwpnerh jugddwl wduwphyp:
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6.6 Mwjdwlwagnpny sguwhiwwnbuywé ntwpbpnid Ynndtpu hptug wwpunwynpnepynLtuutpp
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2wnpnibwyyned £ 3 (GpGp) wduhg wybh, www Ynndtphg jnLpwpwlgnipu hpwyniup ncup
(NLoG Wwjdwluwaghpp™ wn dwuhb bwhiwwbu inbnwy wywhbiny JjnLu ynnudhu:

8. UW3L mu3uuiLer
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8.2 Mwjdwlwagnphg Swqwé™ ynndh Jowpwihu ywnpuwynnnipiniup ¢h Yuwnpnn nwnwnb] wj|
wwjdwlwanhg Swagwd™ hwypunnbtd wwpunwynpnipjwl hwyywugny, wnwug Ynndtph
ghwynn W Yuphpny hwunwuwnywd hwdwadwjuncpjwl: Mwjdwlwagnphg éwagwd wywhwlugh
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8.3 Uju nbwpned, Gpp ontupny bwhiwwnbudywéd Ywpgny optuph wwhwusUbnh ywwnwnpdwl
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wnpnynitupnud wpadwuwagnynid £, np wwjdwluwahpp Yuptint bwwnwyny yuwgdwybpwywéd
gudwu gnpépUpwgned, Uhbglw wywjdwlwanph Yupnudp, Ywbdwnnnp UGpywjwgnk| £ ybnd
hwuwnwpnprtp (nGnGynLpyntlutp W nnjwiutn), ywd yepehuhu puinpywé Jwulwyhg
dwlwgbint JwuhU npn2nudp ¢h hwdwuwwunwupiwunid Qwjwuwnwuh Qwupwwbunnipjwl
onpGUunpnLpjwlp, www wjn hhdptGpu h hwjwn qwintg hGnnn Yunpnp JhwynndwUuhnptu
(ntonwd £ wwjdwluwahpp, Gpt wpdwlwagnpwéd puwpuinnuduGnp Jhugz ywjdwluwaph
Yupnudp hwjwnuh |hubint nGwpnd qunudubph JwuhU Qwjwuwnwluh Qwupwwbunnipjwl
onGuunpnipjwl hwdwaéwju hhdp yhwunhuwlwjhu wwjdwluwaghpp ¢yuptint hwdwn: Cun
npnid, 9unpnp ¢h Ypnd wwjdwlwagph Jhwynndwuh (ntédwlu hGunnlwupny Ywéwnnnh
hwdwp wnwowgnn Juwulubph ywd pwg pnnujwé ognrinh nhuyp, huy ybGpghuu
wwnunwynp £ Qwjwuwnwuh Qwupwwbwnnipjwl optupny uwhdwludwé Ywpagny
thnfuhwuwinigt) hp JGnpnd 9unpnh Yypwéd Juwuutplt wju swywiny, nnh Jwuny
wuwjdwluwaghpp nLoyb) E:

8.4 Mwjdwlwagnh hGn juwwywd ytétpp Gupwlyw GU pulniLpjwl Qwjwunwluh
Cwlpwwbtwnnpjwl nwwnwpwlulbpned:

8.5 Mwjdwlwagnpnud thnthnpuncpynituutbp W (pwgnudutp wpnn GU ywunwnpybp Jhwju
unnutph hnpuwnwnd hwdwawjunLpjwdp” hwdwawjuwaghn Yupbint dhengnd, npp
yhwunhuwlw wwjdwlUwagnh wupwdwlubth dwup:

UpagbGynwd £ wwjdwuwagpnid, huy Gpt wwydwuwagnph ghup gnpénuwjhl £, www bwl. wjn
wwjdwuwagpht Yyhg hweonpnnn jnipwpwlginip tnwphutphu Yupwé hwdwaéwjbwagnpnid
Jwunwnpb] wjuwhuh thnthnpfunwpjncuutp, npnup hwugbgunwd GU guynn wwpwuph
dwywutph ywd atnp ptpynn wwpwuph vhwynnph quh juwd wywjdwlwagnh guh
wnphGuunwywu thnthnpudwl:
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8.8 Uwypwuph dwwnwywpwpdwl dwdybGwnp Yupnn £ Gpywpwaqytb] Uphugle ywjdwluwagpny
wyn dwdybwnp (pwlwp” Ywbdwnnnh wnwownynipjwl wnwjnpjwl nEwypnid, ywjdwuny,
np Qunpnh Unwn ¢h yGpwgb| wwypwuph ogunwgnpédwl ywhwlep, huy Ywéwnnnh
wnwownyncpyntup UGpYwjwgdb] £ ng N2, pwl ywjdwlUwagnny h uygpwub
dwunwlwpwpdwl hwdwp uwhdwudwé dwdyGunp (pwlbwintg wnujwql 5 opwgnrgwjhlu op
wnwe: Cun npned unyu yGinn uwhdwuwé nGwpnid wwypwuph dwwnwywpwnpdwU
dwdybwunp Ywpnn £ Gpywpwaogyb] UG wugwd JhUgle 30 opnwgnigwjhl opny, pwjg ny wyb)
pwl ywjdwlwagnny uwhdwlwd dwdybunl E:

8.9 Mwjydwlwagph wywuwwd uunwnpdwl ywjdwuuGpnud ynndtph (dwédwnnn wd Qunpn)
ognLwinutnpp (hubwynnnipjncbutp) ywd Ypwd Juwultbpp nndjw) ynndh ogninp Ywd Ypwéd
Juwul Gu:

MNuwjdwlwagnph Yynnutph®™ Gppnpn wuadwug Ujwwndwdp ywpunwynpnipjnLtuubpp® Ubpwnjwi
wwjdwluwagph ywunwnpdwl 2ppwlwyncd Ywédwnnnh Yupwéd wj gnpbwpputinp b npwughg
phunn wwpwunwynpnepjntuutnp, nnepu GU Wwjdwluwagnph YuwpgwynpdwlU nw2unhg W gGu
Jwpnn wanb wwjdwluwagnph ywwnwpdwU wnprynitupu punniutine ypw: Wn gnpéwnpputbph W
npwlughg phunn wwpunwynpnepjntbutph juwnwnpdwl hGn yuwwwd hwpwpGpnipjnLuutpp
ywpgwynpyned GU wyn gnpéwpputph htn ywuwwéd hwpwptpnipjntuutpp ywpgqwynpnn
unpdtpny, L npwug hwdwp ywuwnwupiwlbwwnnt £ Ywbéwnnnp:

8.10 Mwjdwlwaghpp ¢h wpnn thnthnpuyt| ynndGph wwpunwynnpnepyntbutGph Jwulwyh
sJwunwnpdwl hGunlbwupnd ywd wdpnnenipjwdp nLéyb YynndGph thnpuwnwpé
hwdwawjunLpjwdp” pwgwnnipjwdp” Lwjwunnwlh QwupwwbwunnipjwUu optuunpnipjwdp
uwhdwludwé ywpgny wwpwuph dwunwlywpwpdwl hwdwp wuhpwdtn $htwlbuwlywl
hwuwnwgndubph Ujwagbgdwu nbwpbph: cun npnud, wwjdwlUwagph Yynndbph®
wwpunwynnpnepyntbutGph Jwulwyh guunwpdwu ywd wdpnnenipjwdp (nLddwl YnndGnh
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wwwnwd Juwuinwnbint hhdpny wwjdwuwaghpt wdpnnencpjwdp Jwd Jwulwyh
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wwjdwluwaghpp Jhwynndwuh |nwétinL ypwpetpjw), hwdwpynwd £ ywwnpwé swuntgywé®
dwunLgnudp, unyl yennny uwhdwluywéd hpwuwwnpwyybintu hwennpnnn opnqwuhg:
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#1296 Gt Jwswnnnh Ynnuhg qUwhl wnwewnlyp UepLwywgyt £ wnwlg UUL-h, www
wuwydwlbwaghnnp upbihu «uGnwnjw; UUL-U» pwntnp hwuyned Gu:

#3807 ywswnnnp Ywpnn E hpwdwpyt] wnwewpydwsé Ywlpiwdswphg Ywd npw Uh Jwuhg:
Ccun npncd Yupybipp wwydwlbwagnnid quwUhiwddwpp uwhdwlynid £ dunpnh W Hwéwnnnh
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13 Ept wwdwlwaghnn Yupyned £ "quncdubnh dwuplU" &< onGuph 15-nn hnnywéh 6-nn
dwuh hhdwl ypw W wwydwlbwanh ghun ;h gqGpwqwugnid qunidubph pwquyhl dhwiynnph
nwulwwwwnhyp, www unyl Yewnp fudpwagnyned £ yenghuhg hwubinyg 3-nn
bwhiwnwuncpniLup, huly 4-nn bwpiwnwuncpiniun udpwgpyned £ «, huly tnnLdwuph dleny
bapyuwywgdwé nnwlwynndwl b wwydwlwagnh wwwhnynidubnh thnfuwphudwl nGwpnid
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dwdybunh 1/2-h wnyuwjnLp)nLu: [BGuwn-Gphap
hwdwuwwwnwupiwunwd £ 1SO 15197, ISO 13485 swihnpn2hgutpnh
wwhwlgubphU: Ugywd £ 4913da75.doc
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