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«Fuwswywn» UMC-h wnnuontu

U. Pwjwuwtujwup (wEnwlwu gpuugdwt Jyuwjwlwuh hwdwp' 264.110.05665)

Luubiny  «$Hnwpnt RY»  PPL-b Ywphpubph hwdwp pdojuwywt  wywpwgqwubph
Gbnppbpdwu twywwwyny hwjunwpwpywsd «FHPY-FLUMNAR-20/3» dwdlywagpny quwuodwu
hwpgdwl pupwgwlwpgh 2powtwlyubpnd  «Fuwswywp» UMNC-h Ynndhg 17.01.2020p.
ubpyuwjwgywsé L 17.01.2020p. Jwpnyp punnujwd  pnnnpp W Updwd  pnnnpp
opowuwyubipnd  «Uwwuwu  gpnuwy» UNC-h Ynndhg 24.01.2020p. ubplyuwjugwd U
24.01.2020p. Jwpnye punnujwsd hwdwudwtu pnnnpp  (hGunwjunt'” +RLU-LI-2020/09

pnnnp) U Yhg thwuwmwenpbpp, wwngtigh htubywp.

1. «hvwswyuwp» UNC-h ubpjujugpwéd thwuwmbpp, hhduwynpnudubipp b wwhwuop.

«fuwswywp»  UMC-U  (hGnwjunt  twl' Culbpnyeynu) 17.01.2020p.  ubplujwgpwd
pnnnpny hwynuby £, np «3nudpnt PY» PPL-U (hbnwyunt bwl’ Mwwndhpwwnnt) pdolulw



wwpwgwubiph  dbnpptipdwt  bwwwnwyny  hwynwpwpniginu £ hpwwwpwybp «GRY-
A<LUMAR-20/3» dwdlwagpny quwurdwlt hwpgdwt dwuht (hbunwjunt twl' Cupwgwywng),
npp hwuwnwwnyb| £ quwhwwnnn hwuduwdnnnyh 2020 p. hnwwdwph 13-h phy 1 npnadwdp,
nph hpwybiph eyny 7 swihwpwdhuutiphg «tuwgwwp» UMC-u pnnnpwpynud £ 2-pn, 3-pn U
4-pn swihwpwdhuubipp:

Cupwgwlwpgh hpwybph «SGfuupluwlwu Punypwghp - Sudwu Jdwdwlwlwgnyg»
Cwyblyws phy 1-h «wudwundp» unwwlubpnd 2-pn, 3-pn b 4-pn swhwpwdhuubiph
dwubpny  wwhwugynn wwpwupubph hwdwp gpwd £ dplunytu’  «Fhwihquunnps»
wudwunudp, huy «inbfuupyulwu punypwghpp» yniuwlubpnd ubpwndwsd ywhwugubpnid'
wyn 2 wwpwupubph hwdwp, wnlw £ dhuunyt’ «.... dJwupwgbpddwu dbpnnp ..... gwddw
dwnwqgwjpdwdp ....» Wwhwuop:

Lojwd  dwupbwgbpddwt  dbennp  hwunhuwunwd £ dhwtudwg ogunwgnpddwu
pnidywpwaqwubph  dwupbwgbpddwu hwdwp Yppwnynn nwnhwghnu dwupbwgbpdnid
dbennh dh nmwpwwnbuwyp:

Cwdwdwju £<-h Ynndhg ywybpwgpwsd Uhowtimwlywu Unwunwpun «FOCT ISO 8.651-
2016»-h  «LbLpwdniejniu»  pwduph  bGpypnpn wwppbpnigjwu  «....  Mtwnhwghnu
dwupbwgbpénudp nw  $pghlwlywu wpngbu £, npp Juwwywd L hnuhqugunn
dwnwgwjpdwdp  pdoljwlywu  wwpwgwubph  Swnwgqwjpdwu  hbwn:  Mwpwqwubpp
Gupwpyynd LU  Gwnwqwjedwu  Jwutwghunwgywd nwnhwghnu-nbluuninghwlywu
Yuwjwupubpnud'  ogunwgnpdting 60Co Ywd 137Cs nwnhnuniypnutiph quuddw
Swnwquwjpdwu wnpnipubp Ywd EGYunpnuubph wpwgwgnighsubp, npnup unbtindnid Gu
(gbubpwgunid Gu) filGYwnpnuwihu Ywd wpgbwlydwt dwnwguwjedwl thugtip: Mfwnhwghnu
dwupbwqgbpdndp 6hoin uunwpbint nbwpnd wju hwunhuwund £ wudunwiug W hnwwih
wpryniwpbpwywu  wpngbu: ... Nwnhwghnt  Jdwupbwgbpddwtu  gnpdpupwgp
hwunhuwunw E dGjwuquddw oguwagnpddwu pdolwlwt bpwlwyniejwu wwpwupubph
wpunwnpnejwu  Ggpuithwlhs  thnyp:»  uwhdwunwubph'  pdouwlwu  wwpwqwubph
nwnhwghntu  Jdwupbwqbpénudu  ppwywuwgynwd £ hnuhqugunn  dwnwquwjpubpny
pdoluwlwu wwpwqwubphu 2 depnnubpnd dwnwquwjpbind’  ogunwgnpdtiny' 1. quddw
dwnwquwjpdwlu wnpniputin, L 2. EGunpnutubph wpwqugnighsubin, npnup untindnwd Gu
ElGYunpnuwiht Ywd wpgbiulydwt dwnwqujedwu thugtp:



Cuytpnigyniup Jyuwywynst) £ «Sunwdubiph dwuhu» << optiuph 13-pn hnnwdh 2-pn
dwuh 4-pn YGwnp, unyu hnnywsdh 3-pn dwup:

Muwwdhpwinnih Ynndhg Cupwgwlywngh hpwdtiph 2-pn, 3-pn U 4-pn swihwpwdhtutiph
dwubipn upwé bLu wbhuupywlywu puniewgph untbwyubipnd  hutwpwynppuu  swihny
ubpwnjwd s6U qudwu wnwpywubiph wdpnnowlwu W hwdwnpdbp Uywpwgpnie)niuutipp,
npnup wnlw tu << -h Ynndhg Jwybpwgyws «OCT ISO 8.651-2016» unmwunwpunud,
hwdwdwju nph pdolwlwtu wwpwqwubph nwnhwghnt Jdwupwgbipdnwit  hnuhqugunn
dwnwaqw)putpny hpwhwuwgynid £ 2 dGpnnny, nnnughg dhwju dGyh ubpwnnuip hpwybph
wbfuuhywlwu puniewaghpp  untwyubpnd  wdpnnowywu sk, L hwdwpdbp & wju
uywpwagpnyejwup, npu wnyw £ <<-nwd gnpdnn utnwunwpunty:

<&-nud  gnpdnn unwunwpunnd - wnlw'  dbnppbpdnn wwypwuph  unwunwpunpu
ytpwpbpnn ywjdwuubph hunwy tyuwpwgpnigjw ns wdpnnowlwu ubpwnndp hwlwunwd
E «Qunwiubph dwuphu» << optiuph 13-pn hnnwéh 2-pn dwup 4-pn Yeunnd U 3-pn dwuny
uwhdwuywsd wwhwuoutiph bW wpgbp £ hwunhuwund pnidwywpwgwubph nwnhwghnu
dwupbwqgbpénwdu  hnuphqugunn  dwnwqwjpubpny hpwlwuwgynn Gpypnpn  dbennny
nwnhwghntu dJdwupbwgbpddwtu Gupwpywd «thwihquunpy W «Upniiwnwp  ghd»
wujwunwing wwpwupubpu  wnwowpynn htwpwynp dwutwyhgubph' wn pYnd twb
«fuwswywp» UMC-h  hwdwp' ppwlwuwgubint «Funwubph  dwupu» << opbiuph 7-pn
hnnwdh wwhwugny uwhdwudwsd guwulugwsd wush' wnyjw; nbwypnd’ «luwswywn» UMC-h,
qudwt  gnpdpupwght Jdwutwlygbint  hwjwuwp  hpwynwip  nwbuwnt  ulygpniupp
Cupwgwlwpgh hpwybiph 2-pn, 3-pn U 4-pn swihwpwdhuubph dwuny:

«ruwswwp» UNC-u, ntywdwpybing «Funwubiph dwupu» << opbuph 46-pn hnnywsdh
1-pu dwuny b 3-pn dwup 1-hu Yewny, pnnnpwpynud £ Mwndphpwwnnth’  «$nwdpne PY»
PPL-h  «FPY-GFCUMAR-20/3»  Sdwdywgpny quUwurdwu  hwpgdwt  quwhwwnn
hwuduwdnnnyh 2020p. hniudwph 13-h phy 1 npn2dwdp hwunmwndwsd' pnidywnpwgquwubph
Gtnpptipdwu tywuwnwyny hwjnwpwpywsd «FRPY-FCUMAR-20/3» dwdywagpny quwurdw
hwpgdwl pupwgwywpgh hpwybph 2-pn, 3-pn U 4-pn swhwpwdhutbph dwubpny, L
nhdbiny << qunuubiph htin Yuwwywd pnnnpubip puunn wudhu, tuunpb) £, nGlwdwpdting
«Funwubph dwuhu» << opkuph 50-pn hnnJwdh 7-pn dwuny' punniub; npnanud, npp
Ywwpwwynptiguh  «Hnwpnt - PU»  PPL-h «FPY-GLUMAR-20/3»  Sdwdywagpny
pupwgwlwpgh quwhwwnn hwuduwdnnndpt® punniubine npnond updwd  Swdlwgpny



quwupdwu hwpgdwu pupwgwlwpgnid hindinfuniegyniu Yuwnwpbine hwdwp' hpwybph 2-pn,
3-pn U 4-pn swhwpwdhuubiph dwuny:

CuybGpnipyniup h (pnuwit gpniejwdp hwjnub  hGnlywp.

b wwwwupuwt «lvwswywnp» UNC-h pnnnph  22.01.2020p. Mwwudhpwwnnu Atq k
ubpyuwjwgnt) _hy 122 gpnieyntup, npwnbin hp nhppnpnandubpp hhduwynpbint hwdwn
ubpywjwgnpt) £ << UL gjjuwydnp pwpuninuph gpnigniuubpp b npwtg Yhg << UL
dwutwgbinubph Ynndhg dowyqws nhwihgh wwpwqwubph nuhybpuw| punyewagptipp,
npnup  Mwuwydphpwwinth - Ynndhg  Yhpwnyly bGu  «FRY-GLUNAR-20/3»  Sdwdlwgpny
puRwgwlwngp Ywqdwlbpwbihu:

Mwwdhpwwnth  gpngjuup Yphg ubpyuyugwsd’ << UL dwutwgbnubph Ynndhg
dowlywd nhwihgh wwpwquubph nwhybipuwg punipwagptiph wndwiutpp wwpniiwlnn,
wnnuwynud «thwhqwuunp» dhiunytu wudwunwdp nwibignn phy 1, 2 W 3-pn wwpwupubiph
hwdwp wnwownpyjwsd Gu dhliunyt’ «... Jwupbwgbpddwu dbpnnp ongny Ywd nwnhwghnu
dbpennny...»  dwupbwqgbtipddwu dbpnnubpp, npnup punhwupwywu Gu W dpguyguwiht,
pwuh np sbU wwpniuwynw uwhdwuwthwynwubip b wpgbip s6U hwunhuwunwd huwpwynp
pninp Jdbtennutipny dwupbwqbpdJwsd « thwihquunnp»-ubp wnweownpynn huwpwynp pninp
dwutwyhgubtiph hwdwn:

Muwuwuydhpwwnth  «FRY-FLUMAR-20/3» dwdwagpny pupwgwlwpgh hpwybph phy
2-pn, 3-pn U 4-pn swhwpwdhuubph dwubpn wwhwugynn' « Hhwhquwnnp»  dhlunyu
wudwunuwip niubkignn, wwypwupubph hwdwp wnyw £ dhlunyt’ «... dwupwgbpddwt dbennp
veee. quidw Swnwqgwjedwl dbpnnny ....» ywhwuop, husp hwlwunw £ Mwunghpwnnth
gpnipjuup Yhg ubpyuyugws << UL dwutwgbwubph Ynndhg dowldwd nhwihgh
wwpwaqwubph nwhybpuw] puniewgptippt, wwpniiwynw £ uwhdwuwdthwynwutip, npnug
wwwnbwnny b «fuwswwpy UMC-u pnnnp £ ubipluywgnty hpwybiph phy 2-pn, 3-pn b 4-pn
swithwpwdhuubph dwubipny:

Lpwgnighs wbntywgund bd, np «FPY-GLUMNAL-20/3» dwdwagpny dpgnyeny
wwhwugynn pUYnY 7 wwpwupubiph hwjnbiph ElGYunpnuwihu pwgnwip Yuwjwgb) £ 2020p.
hniujwph 24-pu, hwjwnbp Gu ubpyuwjwgnpt) pYny 3 dwutiwyhgutip, npnughg hpwytiph rhy
2-pn, 3-pn W 4-pn swihwpwdhuubph dwubpny quuwihtu wnwowply b ubipyuywgpb) dhwju dby
dwutwyhg' «Lwnwh wpd» UNC-u:



Cuybipnieyniup,  wwwowd  Swungwd |hubiny  pnnnph  pluniejut  bwywwnwyny
23.01.2020p. dwdp 10:40-hu L 30.01.2020p. dwdp 10:40-hu hpwyhpwd uhuwnbph
Ytpwpbipjwi, wwwhnyby £ hp ubiplujwgnigsh dwutiwlygnieiniup, ng wunti £ pnnnpp:

2. «Uwwuwtu qpniy» UNC-h ubpjujugpwéd  thwuwmbipp, hhduwdnpnudutipp b

wwhwgp.

«Uwwuwu gpnuy»  UNC-u  (hGwwjunt - twl'  Ywgdwybpwnyejnu)  24.01.2020p.
ubipyuwjwgnpwd pnnnpny hwjnub) £ hGinlywip.

«Hnuwpnt  pdoyuywt  YGunpnu»  PPL-U  pdjwlwl  wwpwquwubph  GGnppbpdw
uywuwnwyny 06.01.2020p. hpwwwpwyb| £ «FRPY-GFLUNAR-20/3» dwdywagpny quwurdwt
hwpgdwtu  pupwgwlwng: <pwdbph phy 1 swhwpwdund®  «Upjniuwwnwnp  ghd»
wuwunwind wywwdhpwwinitt Ywaqdbp £ wjuwyhuph puniewghp, npp funpuwywu £ L
uwhdwuwthwynw £ dpguygnyeniup, dwutwynpwwbiu inbluuthjuwywtu puniypwagpnid sGu
wnybi| 2indwt dhgwlwyptin:

Uunnpl ubipyujwgywsé £ ehy 1 swihwpwduh nGluuhywywu puniewghpp:

«Upjntbwwnwn  dwghunpwiutp (qupybpwy-wune pwlwqd): Mndwywjht  hwndwdh
ubippht npwdwaghdp 8dd, Gpwlywihtu onwdninuyh wpwdwaghd 2244, |gdwu dwywp 1614;
+-20%, dwupbwgbpddwu dbpnnp' dwnwquwjpdwdp Jwupbwgbpdnd, wbwp £ swwpniiwyp
jwwnbipu: SGnpoénn Dialog + uwpph hGwn hwdwwntintijh: 1ISO 13485 W CE Ywd hwdwndtp
ubipinhdhywunh wnfwjnientup wywpuwnhp b»:

Pwgh wjn, dwuptwgbpddwu dbpnnp upwd kb Swnwquypdwdp, uwlwiu dhowqgwhu
wpwyumphywjnd, gnpdénn unpdwwnhy wlywmbipnd pnyjwunpdwséd b uwb Ephtu opupnny
dwuptwgbipdnwip, npu hptiuhg ubpyuwywgunw £ dwuptwgbpddwu wybih dwwskh dbpnn,
htinbwpwnp win nwuwyny dwupbwqbpdywd wpnwuwwmwp gdtph huptwnpdbptu wytih
guwon L:

Wuptpt' wnwug npwlh Ynpuwnh, htwpwdnp b puuwbp wybwnwlwu  dhongubpp'
ubpwnbtiny wbuupywywu punipwgpnd  twl  Lphlbu  opupnn Jdwupbwqgbipdniudp:
Cwywnwy nbiwpnd pninp wju htwpwynp dwutwyhgubipp, npnup Jwbéwnnd Gu Ephibu
opuhnny Jwupbwqgbipdwé wpniuwwmwnp goétip, s6U Yupnnwuwnt dwutwlygb] uodwd
pURWgwywnghu:



«Uwwuwtu gpniy» UMNC-u ubipyujwgpb) £ pnnnph hwunnwgh bW hpwywywt hbinlyw
hhdptpp.

1. whwnp £ dpgwygnigjwu  hwjwuwp  wwjdwutbp  wwwhndbt  huwpwynp
dwutwyhgubiph hwdwn,

2. swhwp £ hwugbgutu qunuiubph  gnpdpupwgnud  dpgwygnuypjwu  hwdwnp
shhduwynpqwd funspunnnubiph wnwyowgdwup:

Syjw| nbiwypnud dpguygnipjwt hwjwuwp wwjdwuubp sh wwwhnyynud Ephitu opuhnny
dwupbwgbipdywsd wpyntuwwnwp gétip wnweownpynn puybpnieiniuutiph hwdwp:

«Uwwuwu gpniwy» UNC-u ubpyuwjwgwd pnnnpny Gunwdutiph htin Juwywd pnnnpubp
puunn wudhu fuunpby £ punniub) npnond «Synwdpne RY» PRC-h hpwwwplwd hpwybiph
rhy 1 swihwpwduh wbuuhhwlywu punygwghpp thnihnfubine tipwptijwy:

Ywqdwybpwnyentup, wywuwpwb swunigwsd [hubiny pnnnph puuniejwu uwwwnwyny

23.01.2020p. dwdp 10:40-hu L 30.01.2020p. dwdp 10:40-hu hpwyhpywd uphuwnbph
yGpwpbpjwi, sh wwwhnybip hp ubpywjwgnigsh dwutwygnyeniup:

3. «Ynuipnt . PY»  PPL-h  Ynndhg pnnnph  JGpwpbpjw  ubpluwjuqywuéd
nhppnpnanudp b hhduwynpnudubipp.

«Hnudpnt PY» PPL-u 30.01.2020p. ubplywjwgpwsd gpnigjudp hwjnubp £ hGnlywp
nhppnpnonudp.

22.10.2020p. << wnnnowwwhnyejwl  twfuwpwpnyRjwt  Jdwutwgbnubph  Ynndhg
dowlyt Gu nhwihgh wwpwqwubph nwhybipuw] wnbuuhluwlwu punyewgntinp, npny whinp
E wnwounpndbu whwnngjwtu Ynndhg Gpwotuwynpywd wudbwp b wpnntjw) ywydwuubpny
pdo2ywlwu oqunipntt b uywuwnpynw hpwlwuwgunn Yugdwybpwnienwuubipp:

«Hnupnt - PY»  PPL-h  Ywpppubph  hwdwp  SPY-GLUMAR-20/3  dwdlwgpny
pupwgwlwngp  Ywquwybpwbihu panp swihwpwdhuubiph dwuny, wyn peynud® 1-hu
swipwpwduh dwuny, Yhpwnyby Gu Jbpp uadwd niupdbpuw) wbluuhlulwu punypwgpbpp’
wybjwgutiin dbp Yaunpnunwd gnpénn uwpph wuyjwunwp, npnup hwdwwwunwufuwuntd
GU Yuwqdwybpwnyejwu Ywphpubphu:

«FHnuwpnt R4Y» PPL-h Ywphpubiphg Gubind, dwunwwpwpdwtu Gupwlw wwpwlph
wbfuuhywlwu puniewgptp uwhdwub)p, nw MNwwudhpwwnnth optiupny wdpwagpywsd



hpwyniupu £ «Funwdubph dwupu» << opbuph 13-pn hnndwdh 2-pn Yanh 3-pn Gupwybnp
hwdwdawju:

«FHnuwipnt P4» PP puybipnyeiniup dJhwdwdwuwy hwjwnub) £, np 2019 pdwlwuhu unyu
swithwpwduh wbuupyulwu punipwagpph dwuny «fuwswwp» UM puybpniyeiniup pnnnp £
ubpywywgntb, npp sh pwywpwpybp Sunwdubiph htin uwwywsd pnnnpubip puunn wudh
Ynniphg: Wn huy wywwbwnny 2020 pwlwuht wnweounpnyb) £ unyt wnbuuhlwywu
puntpwagpny:

«FHnupnt RY» PPL-U, wywwnpwd dwungwd |hubiiny pnnnph putnypjwi uwywwmwyny
23.01.2020p. dwdp 10:40-hu L 30.01.2020p. dwdp 10:40-hu hpwyhpwd Uhuwnbiph

yGpwpbpjwi, sh wwwhnybip hp ubpywjwgnigsh dwutwygnyeniup:

4. PLU-LSI-2020/09 pnnnph putunipjut hwdwp bwhwt tywtwlnipinii niutgnn
thwuwbipp.

GPLU-ULS-2020/09 pnnnph putnyejuu hwdwp twlwu bpwuwynyeinu nubu hGunbyw|
thwuwnbipp.

1. «Snuipnt RY» PPL-h Ywpphpubph hwdwp pdoyulwu wywpwqwubph &dbnpptipdwu
uywwwyny hwynmwpwnyt £ «FPY-FCUNAR-20/3» dwowgpny quwupdwt hwpgdwu
pURWgwlywng:

2. Cupwgwlwpgh hpwytph hwybwsd 1-h phy 1-4-pn swhwpwdhuubiph  dwuny
Uwfuwwnbiuyb) Gu hGnlyw| wmbluuhywlwu punyewagptpp.

s/h wuywunwdip wnbkjuuhluwlywt punipwqghpp
1

Upyntuwwinwn ghd Upjniuwinwp dwghuinpwiubp (QqupybGpwy-wunp pwlwqd):
Mndwwjht hwwnywdh ubippht inpwdwghdp 8dd, Gpwywhu
onwdninwyh wnpwdwghd 2244, (gdwu dwdwp 161d] +-20%,

dwupbwgbpddwu dbpnnp’ Swnwquwjpdwdp dwupbwgbpdnud, whwnp

E swyywpniuwyh jwinbipu: Gnpdnn Dialog + uwpph htinn hwdwwntintih:

ISO 13485 L CE Ywd hwdwnpdtip uGpinhdhlwwnh wnfwinieiniup

wwpuwnhp k:

2 THhwhquunp Qbpgudwu gnpdwlhgp 88 (£20%) Uj/dwi/ud Hg, pwnwupeh ujntep'
uhupbtinhy, wpryniuwybwn dJwybpbup 2.1 (+-0.1)U2, pwnwueh
hwuwnnyeintup 30-40d4d, ubpphtu wpwdwswihp 200dyd+-10%, |gdwu
Swywip dhusl 1200), dwupwqbpddwt dbpnnp ongny Juwd quiddw




Swnwquypdwt dGpnpny (hwdwdw)u htdnnhwihgh
uwppwynpnudubiph mbjuthjuwywu wuduwgph wwhwugubiph):
Qnpdénn Dialog + uwpph htinn hwdwwnbntih:

ISO 13485 b CE Ywd hwdwpdbp ubpnhdhlwunh wnlwniyeiniup

wwpuwnpp £

3 “Yhwihquwunnp Qbpqudwu gnpdwlhgp 76 (+20%)d)/dwd/dd Hg, pwnwueh ujniep'
uhuptitnhy, wpryniuwytun dwybpbup 1.8(+-0.1)u2, pwnwueh
hwuwnnyeintup 30-40d4d, ubppht wpwdwswihp 200dyd+-10%, |gdwu
dwyw|p dhusk 1204|, dwbpwqbpddwt dGpnnp onqny Yud quddw
Swnwquypdwt dGpnpny (hwdwdwju htdnnhwihgh
uwppwynpnudubph wnbjuuhluwlwu wuduwgph wwhwugubph):
Qnpdénn Dialog + uwpph htin hwdwwnbntih:

ISO 13485 b CE Ywd hwdwpdbp ubpnhdhlwunh wnlwnyeiniup

wwnwwnhp £

4 “Yhwihquwnp Qbpqundwu gnpdwlhgp 68 (220%)d)/dwd/dd Hg, pwnwuph ujniep’
uhuptwnhy, wpryntuwytun dwybipbup 1.6(+-0.1)42, pwnwueh
hwuwnnyeinitup 30-40d4d, ubppht wpwdwswihp 200dyd+-10%, |gdwu
dwyw|p dhus 1204|, dwupwqbpddwt dbpnnp onqgny Yud quddw
Swnwquypdwl JGpnpny (hwdwdwju htdnnhwihgh
uwppwynpnudubph wnbjuuhlwlwu wuduwgph wwhwugubph):
Qnpdénn Dialog + uwpph htin hwdwwnbntih:

ISO 13485 L CE Ywd hwdwpdbp ubpnhdhlwunh wnlwnieiniup

wwnwwnhp £

5. €L qunuiubph hbwn Ywwywé pnnnpubp putinn wudh hpduwynpnidubipp b

qpwhwugnidp.

<L qunuiubph hbin Ywwywd pnnnpubip  putunn  wud  Sphgnp  Lbpuhujwuu,
nwunwuwuhpbiin «fluwswwp» UNC-h Ynndhg ubpluwjwgywd pnnnpp b updwd pnnnph
opowuwlubtipnd «Uwwuwtu gpnwwy» UNC-h Ynndhg ubipuwjwugywd hwdwudwu pnnnpp,
«FPY-GFCUMAP-20/3» dwolwagpny pupwgwywngh hpwybpp, hwjnunwd Gd hGinlywp.

«Funuiubiph Jwupu» << opbuph (hGwnwyunt twl' Opbup) 3-pn hnnwsdh 2-pn dwup
hwdwdwju' qunwiubiph gnpdpupwgp hhduynid £ hbwnlyw| uygpniupubph Ypw.

1) qudwu gnpdpupwgh Jhwutwlywu Ywunuubpny dpguygwiptu, pwihwughy,
hwdwswth, hpwwywpwlwjht b ng funpwywu hhdniupubipny Yugdwybpwnid.
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