<U3UUSULh CULMrUNESNhE3UL
TuLnrULENh <6S UUMNYUD ANNLLEN

£uLLN1 uLa
p. Gplwu 14.01.2020p.
nernc Ny
<& qunudubipp htwn uwywsd pnnnpubip puunn wudéh
rhy 4FPLU-LG-2019/89

Cwjwunwuph Lwupwwbwnyejwu qunwubph hbn uwywsd pnnnpubp puunn  wuép'
h ntdu Sphgnp LEpuhujwuh
Uwutwygnipjudp' «Lhynwy Lwuppjwuph wudwt LnjGdpbpjwuh PY» PPL-h nuopbl’
S. Anywuh (hpwjwpwuwlywu wudwug whwmwlwu dhwutwlywu gpwugwdwwnjwuhg
pwnywdp, gpnwugdwu hwdwp' 222.120.22562)
«fuwswywp» UMC-h wnuopbu’ U. Pwjwuwljwup (hpwjwpwiwlwu wudwug wbunwlywu
dhwutwywu gpuwugwdwunjwuhg pwnjwdp, gpnwugdwu hwdwp' 264.110.05665)

puubny «Uhynwj Lwuppjwuh wujwu LnGdptpwup PY» PPL-h Ywphputiph hwdwp
pdo2ywlywu uwppwynpndubph b gnpdhpubiph dbnpptipdwtu bwwwnwyny hwjunwpwnpywsd
«LRY-GCUMAR-20/1» dwolwagpny quwuodwt hwpgdwu pupwgwlwpgh 2pswuwlyubipnid
«ruwswywp» UNMC-h Ynndhg 19.12.2019p. ubipywjwgywsd (20.12.2019@. Jwpnye punniujwd)
pnnnpp (hGunwjunt twl' 3PLU-LF-2019/89 pnnnp), ywpgbtigh hGwnlywp.



1. «luwswywp» UMNMC-h ubipyuwjwgpwé thwuwmnbipp, hhduwynpnudubipp b ywhwugp.

«fuwswwp» UMC-u 19.12.2019p. ubipywjwgpwsd pnnnpny hwjnub) £, np «Lhynjwy
Lwuppjwuph  wudwtu  ULnbdpbpjwtuh PY»  PPL-U «Pdjwlwu uvwppwynpnudubiph W
gnhpdhpubiph»  dbnppbpdwtu  bwywwnwyny hwjnwpwpneiniu £ hpwwwpwyt «ULRY-
GLUMAR-20/1» Swdlywagpny quwupdwu hwpgdwt dwuht, npp hwuwmwuinyb £ quwhwwnnn
hwuduwdnnngyh 2019p. untdpbph 28-h phy 1 npn2dwdp, nph <pwybph pyny 13
swihwpwdhuubphg  «tuwswywp»  UMC-U  pnanpwpynud £ phy  1-hu, 2-pn b 3-pn
swithwpwdhuubpp:

<pwytiph «SGRULLYUYUL PLNREFUSHN - FLUUL JUUULUYUSNR3S» Lwybywd
rhy 1-h «wuydwunwdp» uniuwyubpnud phy 1-hu, 2-pn U 3-pn swihwpwdhuubph dwubipny
wwhwuoynn wwpwupubph hwdwp gpdwsd £ dhuunyu’ «Hhwihgh qunps hbdnnhwihquwnnp»
wujwunwp, huly «nbluuhyulwu punypwghpp» unwwyubpnd utbpwndwsd ywhwugubipnid®
wyn 3 wwpwupubph hwdwp, wnlw £ dhlunyt’ «.... dJwupwgbpddwu dbennp ongny Yuwd
qwddw dwnwqwjpdwu dbpnnny ....» wwhwuynp:

Cwdwdwju £<-h Ynndhg Juybpwgpwsd Uhowbtinmwlwu Unwunwpwn «FOCT ISO 8.651-
2016»-h  «LbGpwdnipniu»  pwduh  bGpypnpn wwppbpnpjwu  «....  (fwnhwghnu
dwupbwqgbpdnwip nw Shghywywu wypngbu k, npp Yuwywsd  hnuhqugunn dwnwqwjpdwdp
pdolwlywu  wwpwqgwubph  dwnwqwjedwu  hbwn:  Mwpwqwubpp  Gupwpyynd bGu
dwnwquwjpdwlt  Jwulwghwnwgywd  nwnhwghnu-inbluuninghwlwtu  Yujwupubpnud'
ogwnuwgnnpdtiin 60Co Ywd 137Cs nwnhnunyjhnubiph quddw dwnwquwjpdwu wnpnipubp
Ywd EGYwpnuubph  wpwquwgnighsubip, npnup  uwnbndnd  Gu  (qbubpwgund L)
EiGYunpnuwiht Ywd wpgbjuwydwu dwnwqujpedwu thugtip: MNwnhwghnu dwupbwgbipdnudp
dhoin Ywunwnbnt nbwypnd wju hwunhuwunw £ wudunwug b hnwwih wpryniiwpbpwywu
wpngbtiu:  Mtwnhwghnu  Jwupbwgbpddwu gnpédpupwgp hwunhuwund £ dElwuquddw
ogwnwgnnpddwl pdroljwlywi vpwlwynipjwl wwpwupubph wpunwnpnyeuu  tgputhwyhs
thnyp: Pdjulywu  wwpwgwubph nwnhwghnu  dwupbwgbpénwt  hpwlwuwgynd Lk
hnuhqugunn dwnwquwjpubpny pdrwlwu wwpwqwubphu 2 deennubpny dwnwqwjpbny’
ognwgnpdtind’ 1. qwddw  Swnwquwypdwu  wnpnipubp, L 2. EGYwpnuubph
wpwquwgnighsubip, npnup unbindnid Gu ElGYunpnuwht Ywd wpgbjuwydwu dwnwqujpdwu
thuobip:



Mwuwuyhpwwnth Ynndhg <pwytiph phy 1-hu, 2-pn b 3-pn swihwpwdhutbph dwubipny
upywd bLu  pdjulywu  wwpwqguwubph nwnhwghnt  Jwupbwqbpdnuip  hnuhquigunn
dwnwquwjpubpny  hpwlwuwgunn  Gpynt  dbennubphg  Jhwju dbyp' «....  quddw
dwnwquwjpdwu dbGenn ...»-p, pwg  pnnujwd 2-pn dbpnnp, husp wdpnnowlwu sk,
hwlwunud £ << Juwnwywpnygjwu  Ynndhg unnpugpwsd «FOCT ISO  8.651-2016»
Uhowtinwywtu Unwunwpwnhu, nwwnh sh hwdwwwwnwufuwund «Gunwdubph dwuhtu» <&
opnkuph  13-pn hnnwdh  3-pn dwuny  «3. bGubnd  qudwu  wnwpluwip
wnwuduwhwuwnynipniuhg' npwug  hwwnlwuhoubpp  huwpwynphuu  ubpwnnd Bu  abinp
ptpnn  wwpwuph, woluwwnwuph Ywd Swnwinyejwlu  npwyhlu,  unwunwpunnpt,
wuywnwugnyejuup, ywjdwluwlwu bpwulbphu, wbipdhtwpwunyejwup, thwebpwynpdwun,
ptnuwpw)hdwup, swihhtu, Uwluwgdtpht, puswbu  vwlb  qudwu  wnwpwh  wy
hwwywupoubppu  JGpwpbpnn  wwjdwuubph  hunwly  ywpwgpnyeyniup' hhdudwd
dhowqgqwiht  unwunwpuutph UL <wjwunwup  Lwupwwbnnggniund  gnpdnn
unpdwuinhywwunbfuuhywywu thwuwnwpnptinh, utnwunwnuwubph, huly npwug
pwgwlwniejwt nbwpnu' dwdwuwlwynp nbluuhyulwu wwjdwuubph ypw:» uwhdwudwd
wwhwugubpht L wpgblp £ hwunhuwund pdoljwlywu  wwpwquubph nwnhwghnu
dwupbwgbpdnuip hnupqugunn dwnwquwputpny hpwlwuwgunn Gpypnpn dbennny’ «....
EiGYunpnuutiph wpwquwgnighsutip, npnup unbindnud tu (qbubpwgunud Gu) EGYunpnuwjhu
Ywd  wpgbwydwt  Swnwqwjedwu  thugbkin....»-ny, nwnhwghnt  Jdwupbwqgbpddwu
Gupwnyyws «Yhwihgh qunhs htdnnhwihquunp» wujwunwing wwpwupubpp wnwownynn
huwpwynp Jwutwyhgubph® wn pYnd twl «fuwswywp» UMC-h hwdwp' hpwlwuwgubint
«Funwiubiph dwuhu» << optiuph 7-pn hnnjwd ywhwugny uwhdwudws guwuljwgwd wush’
ndjw; nbwpnd'  «luwswwp»  UMC-h, qudwu  gnpdplupwght  dwulwlgbint  hwjwuwp
hpwyniwup nwubuwint uygpniupp <pwybiph ehy 1-hu, 2-pn b 3-pn swhwpwdhuubph
dwubipny:

«fuwswwp» UMC-u' nbhwdwpybiny «Funwubph Jwupu» << opbiuph phy 46 hnndwsdh
1-pu Jwuny W 3-pn dwup 1-hu YGwnd, pnpnpwpynd £ Mwndppwnnth’ «Lhynjwy
Lwuhpjwup wudjwt Lnjtdpbpjwup PY» PPL-h LRY-FLUMAR-20/1 dwolwgpny quwtpdwl
hwpgdwu quwhwwnn hwtduwdnnnyh 2019e. untdptph 28-h phy 1 npnpdwdp
hwunwwnws' «Pdojwlwu uwppwynpndubph W gnpdhpubiph»  dbnppbipdwu uwywwnwyny
hwjnmwpwpwsd  ULPY-GLUMAR-20/1  dwdlywagpny quwupdwtu  hwpgdwtu  <pwybiph
pupwgwlwngp” <pwytiph phy 1-hu, 2-pn L 3-pp swihwpwdhutbiph dwubipnd, b nhdbing



<< qunuubph htn Yuwywd pnnnpubp putnn wudhu, fuunpnud £ abq' nalwdwpyting
«Funwiubph dwupu» << opbuph hy 50 hnnwsdh 7-pn dwuny'

Cunniubint npnpnd,  npp - Yuwpunwynpbguph'  «LhYynwy  Lwuppjwuh  wudwu
Unjtidpbpjwup  PY» PPL-h LRY-GLUMAR-20/1 dwdlywgpny quwurdwu hwpgdwu
quwhwwnn  hwuduwdnnndht'  punnibine npnonid® LRY-ALUMAR-20/1  dwdlywgpny
quwupdwu hwpgdwu pupwgwlwpgnd ghinthnfunyeyntu Yuwnwpbine hwdwp' <pwdbpp phy
1-hu, 2-pn L 3-pn swhwpwdhuubph dwubipny:

5) pnnnph thwuwnwgh U hpwdwlwu hhdpbipp, wwwgnygutipp” Mwwnyhpwnnth Ynndhg
<pwdbph phy 1-hu, 2-pn L 3-pn swihwpwdhutbiph - «nbfuthywlwu  punyewghppy
untuwyubpnud ubpwndwé wwhwugubpnud wnlw' dhwju «.... dwupwgbpddwu dbennp ...
gwddw twnwquwjedwu dbpnnny ....» wwhwuop sh hwdwwwunwufuwunud <<-h Ynndhg
quytpwgpwd Uhowbtivmwlwu Uwnwunwpun «FOCT ISO 8.651-2016»-h uwhdwunwdubippu,
ptph L, nph wwuwbwnny k| hwywund £ «Funwdubiph dwupu» <L optiuph 13-pn hnnwidh
3-pn dwuny uwhdwuwd wwhwugubphu b wpgbp £ hwunhuwund «luwswywp» UMNC-h
hwdwp' ppwlwuwgubine «Funwdubph Jwupu» << opbuph 7-pn hnnwé  wwhwuony
uwhdwujwsd gwulugws wush' ndjw) nbwpnd’ «ruwswwp» UNMC-h, qudwu gnpdpupwghu
dwutwygbnt hwjwuwp hpwyniup nubuwint uygpniupp <pwybiph phy 1-hu, 2-pn L 3-pn
swihwpwdhuubph dwubipny:

Cuybpnieyniup h |pnwdu pnnnph futunpt) £ JGpwihnfubp pnnnph - wywhwugp  hGuinlyw
wwhwuony' wwpwwynpbiguby «LhYnwy Lwuphpjwuph wudwu LnGdpbepwuh RY» PPL-h
LRY-GCUMAR-20/1 dwdlywgpny quwhwwnnn hwudwudnnnght' punniubine npnand® LRY-
QLUMAR-20/1 dwdywagpny pupwgwlwpgnd Ywwwpbint ginthnfunigyniu’ <pwdbph rphy
1-pu, 2-pn U 3-pn swihwpwdhuubph Jdwubpnd' hwdwwywwnwuluwubgubingd Opkuph 7-pn
hnnwdh 1-hu b 13-pn hnnjwidh 3-pn dwubtipny uwhdwuywé ywhwugubtiphu:

«ruwswywp»  UNMC-h  wuopbup, wwwowé Swunigwd [hubind pnnnph pulniygjw
uwywuwnwyny 27.12.2019p. dwdp 10:20-htu hpwyhpjwsd uhunp ybpwpbipjw), wwywhnybi £ hp
dwutwygnipyniup, ny wunb) £ pnnnpp:



2. «LhYynwy Lwuppjwth wtjwt Untdptpjwuh PU» PPL-h Ynnidhg pnnnph

YyGpwpbtpjw; ubpywjwgwé nhppnpnyndp b hhduwynpnidubpp.

«Lhynwy Lwuppjwuh wujwtu LntdpGpwuh PY» PRL-U, ywwnwd dwungywsd |hubiny
pnnnph pulnijwu  Uwwuwwyn 27.12.2019p. dwdp 10:20-hu hpwyhpywd Uhuwnh
ybGpwpbpjwi, muoptup wwwhnyb £ hp dwutiwygnieyniup, ny hwynub £, np LAY-GLUMAR-
20/1 dwdlywagpny pupwgwlywpgh qudwu wnwpluwih wbuuhywlwu puniewghpp Yuqddb) £
hhdp punnuwbiny << wnnnowwwhniejwt Uwiuwpwpniejwu  Ynndhg Mwwnyhpwnnthu
wpwdwnpwsé << wnnnowwwhnijwt  bwuwpwpnyjwt  dwutwgbnubph  Ynndhg
dowlywd nhwihgh wwpwquwubiph wnbuuhluwlwu punipwagptipp:

3. 9PLU-LSI-2019/89 pnnnph putinipjuu hwdwp twjwt tywuwlnipinit niitignn
thwuwbipp

GPLU-ULSF-2019/89 pnnnph puuniyejuu hwdwp [fwlwlu vpwlwynientt nwbu hGunbyw|

thwuwnbipp.
1. «Lpynwy LVwuppjwup wtdwu UntGdpbpwuh PY» PPL-h Jwphpubph hwdwp

pdo2ywlywu uwppwynpnudubiph W gnpdhpubph dtinpptpdwt twywwwyny hwjwnwpwpytb; &
«ULPY-GLUMAR-20/1» dwdjwagpny quwuodwt hwpgdwu pupwgwlwpg (hGnwunt twl'

Cupwgwlwnq):
2. Cupwgwlwpgh 1-hu, 2-pn b 3-pn swihwpwdhuubph dwuny bwjuwwmbiuybip Gu hbunlyw

wbfuuhywlwu punipwagptipp.

Qbpqudwu gnpdwlhgp dhusl 68+-Uj/dwd Hg,pwnwuph uniep’
uhupbtinhy,wpryntuwytitn dwybipbup1.6(+_0.1)J2pwnwuph hwuwnnientup
30-40 dyd ubipphtu npwdwswihp 185dyd+-10%,|gdwu dwywp dhusl 1004y,
dwupwqbipddwt dbpnnp ynqgny jud quddw dwnwquypdwt dGpnnny
(hwdwéwju htdnnhwihgh uwppwynpnuwdubph wkluuhyulywu wuduwgnh
wwhwugubiph) 1SO 13485 Ywd hwdwpdtp ubpunh$hlywnh wnywniejniup
wwpwnwnhp b <wdwpdtip gnpdnn Dialog+ dtipiuwih hwdwnp
Qtipqudwu gnpdwyhgp dhusl 76+_204d)/dwd Hg,pwnwueh
ujniep uhtuebwnhly, wphyniuwybun dwybpbup!.8(+_0.1)J2pwnwueh
hwuwnnipyntup 30-40 dyd ubipphtu wpwdwswihp 200dyd+-10%, | gdwt dwyw|p
dhusk 1004}, Jwtpwqbpsdwt dbpnnp 2ngny Yud quddw dwnwquipdwi
dbpnpny (hwdwdw)ju htdnnhwihgh uwppwynpnwdubpp wbuuhyuywu
wuduwagph wwhwugubinh) ISO 13485 Ywd hwdwpdtp ubpunh$hlywinp
wnlwjniejniup ywpunwnpp b: Kwdwpdbp gnpdnn Dialog+ dbipbuwih hwdwp
Qbpgudwu gnpdwyhgp dhusl 88+_20d|/dwd Hg,pwnwuph
Ujnuep'uhupbnhy,wpryniuwybn Jwybpbup2.1(+_0.1)J2pwnwueh
hwuwnieniup 30-40 dyd ubpphtu npwdwswihp 200dyd+-10%,|gdwu dwwp

1 “Huwihgh quhy
htdnnhwhqwuwnp

7 “Huwihgh quhy
htdnnhwhqwuwnp

3 “Hhuwihgh qunhg
htdnnhwhquunp




dhusk 1204, dwapwqbpddw dbpnnp yngny Jud quddw dwnwquiypdwi
dbnnny (hwdwdwiu htdnnhwihgh uwppwynpnudubiph wnbuuhywywu
wuduwgnp wwhwugutiph) 1SO 13485 Ywd hwdwndtip ubpunhdpyuwnp

wnywjnuejniup ywpunwnhp k: Kwdwpdtip gnpdnn Dialog+ dtipbuwih hwdwp

4. L qumudubph htwn jwwywé pnnnpubp puunn wuéh hhduwynpnudubpp L

tgpwhwugnidp.

{L qunwiubph hbin Yuwwyws pnnnpubp  puunn  wud  Sphgnp  Lbpuhujwu,
nwnwuwuhpbin «luwswywp» UMC-h Ynndhg 19.12.2019p. ubplwjwgywd pnnnpp, «R4-
GCUMAR-20/1» dwdywagnpny pupwgwlwpghtu Ytpwpbpnn thwunwpenebpp, gnund Gd, np
pnnnpu wuhpdu £ U Gupwyw £ depddwu hbinlyw| wwunbwnwpwunyejwdp.

«Funwiubph dwupu» << opbuph (hGwwjunt twl' Opbtup) 3-pn hnnwsdh 2-pn dwuhp
hwdwdwyu' qunidubph gnpdpupwgp hhduynud £ hbwnlyw) uygpniupubph pw.

1) qudwu gnpdpupwgh dJhwutwlwu Ywunuubipny dpgwlygwiht, pwithwughy, hwdwswih,
hpwwwpwwjhtu b ng funpwlwu hhdnwpubpny Yuqdwybpwnid.

2) ywjdwuwagph Yupdwt twywwmwyny dwutwyhgubiph 2powtwyh punjwjund b tpwug
dhol dpgwygnipjwt fupwfuntuntd.

3) gwulwgwd wudh hwdwp, wulwju Upw owwpbpypw  $Ihghywlywu  wua,
Ywqdwybpwnientt jwd pwnwpwghnyeiniu sntbignn wud [hubnt hwuqwdwuphg, qudwu
gnpdplpwghu dwutwygbnt hpwywhwywuwpnyeniu:

Optuph 13-pn hnndwdh hwdwdw)u'

1. Gudwu wnwplywih punypwagpbpp wbwp £ wdpnnonygjwdp W hunwy uwpwagpbu dtinp
ptipynn wwpwuph, w2fuwwnwuph Ywd dwnwjnyejuu hwwnlwuppubtipp, npwug dtinppbpdw
U Jéwpdwu wwjdwuubpp' pwgwnbing nwpwybpy deluwpwunyeniup: Sudwt wnwpYuwih
punipwapbipp, npnup  ubpwnnd  Gu twb  wywpdwuwgph ghup, pungpyynw  Gu
wwjdwuwgpnd:

2. Qudwt wnwpywyh punipwgpbpp’

1) wbwnp £ dpgwygnpuwt  hwjwuwp  wwjdwuubp  wwywhndbu  htwpwynp
dwutwyhgubiph hwdwp.

2) swybwp £ hwugbgubtu qunuiubph  gnpdpupwgnud  dpgwygnyejwt  hwdwnp
shhduwynpqwd funspunnnubiph wnweowgdwup.



3) wtwp E hubu opjywhynptiu hhduwynpwd b hwdwpdtp |hubu wju Ywpphpht, nph
pwywpwpdwu tywunwyny Yuwunwpynd £ indjw) gunedp.

4) ubpwnnu Gu qudwu wnwplwih dwulwgph, wbjuuhyulwu wnduutph, huy
wofuwwnwupubph nbwpnd’ twb woluwwmwupubph dwywjwebipeh, dwdwuwywgnygh W wy
ns quwhtu wwjdwutbph wdpnnowwu b hwdwpdtip uywpwagpnyeiniup:

3. bubind qudwu  wnwplwih  wnwuduwhwwnynyejniuhg' npwug  hwnywupoubpp
huwpwynpptu Ubpwnnud Gu &bnp pbpynn wwpwuph, woluwwmwuph Jwd Sdwnwjnyejwu
npwyhu, uinnwunwnuhu, wuywnwugnypjuun, wwjdwlwlwu upwuubiphu,
wnbpdphuwpwunyjwup, thwpebpwynpdwup, pbnuwpwhdwup, swihht, Uwluwgdtphu,
huswbu Uwl qudwl wnwpYwih wy hwwnywuhoubphtu JGpwpbipnn wywjdwuubph hunwy
uywpwgpngniup' hpdudwd  Jdhowqguyhu uinwunwnwubph L  <wjwuwmwth
Lwupwwbwnnieiniuntd gnpdnn unpdwunhywwunbiuuhywywu thwuwnwpenptiph,
unwunwnpuubph, huy npwug pugwywngjuu nbwpnud’ dwdwuwywynp nbluuhluywu
wwydwuubph Yypw:

4. Qudwu  wnwplwh hwwlwuhoubpp  Ywpnn  Gu  uwhdwldbp Uwb  npwbu
Ywwwpnnwywuh Ywd gnpdwnnipwihtu  ($nibyghnuwyp) ulwpwgpbip, npnup wbwp Lk
ubpywjwgybu  pwdwpwp  Gonngywdp’  huwpwynpnyeniu wwiny  dwutwyhgubphu L
wwwnyhpwwnntht 62gphin puywib ywjdwuwgph wnwpyw:

5. Qudwt wnwplyuyh hunpywuprubpp swbpp b wwhwty Yuwd hpnid wwpniwlyba
npul wnluppughtt  tpwup, $Phpdughtt wbjwadwap, wppnbwgphti, kuphqphti Jud
dnnbipti, Swqdw Gpyphtu Yud Ynuypbyppy wnpymphtt ud wpgpwnpnnpti, pugunnipyudp
uytr nbypbpph, Gpp wbhtwp b qudwt wnwpluyh punipwgpmdt wnwtg nppwig:

Lnnudulin oqypuwgnpdbynt nGwpnid hunpyuwuh>uliph puniypwaghpp wbpp E wwpniiwyh

«ywd hwdwpdbp» pwnbpp:
<L Ywnwywpnipjwu 04.05.2017p. N 526-UL npnodwdp  hwunwunywd «Sunwdubiph

gnpdpupwgh  Ywquwlybpwdwu» Ywpgh 22-pn Yenp  hwdwéwit' qudwu  wnwplwih
punippwaptpp W Jdwutwyhgubiph npwlwynpdwtu  hwwnwuhoubph  quwhwwndwup
ubpywywgynn swihwuhoubipp uwhdwubihu wbwp £ hwodh wnub, np npwug wbwnp L
pwdwpwnpbu deyhg wyblh huwpwynp Jwutwyhgubp b wpnwnpnnubp' pwguwnniejwdp
opbuph 23-pn hnnywsdh 1-hu dwup 1-phtu Ywnn Uwjuwwnbujws wwyjdwuubipng qunwd
Ywuwwpbint nbwptph:



Wuwhuny' «LhYynjwy Lwuppjwuh wudwu Lnjdpbpjwuh RY» PRPL-h Ywphpubiph hwdwp
pd2ywywu uwppwynpnwiubph b gnpdhpubph &bnppbpdwu twywwnwyny hwjunwpwpdb) £
«ULPY-GLUMAR-20/1» dwdlwagpny quwuodwu hwpgdwu pupwgwywpg (hGnwunt twl'

Cupwgwlwpg):
Cupwgwlwnpgh 1-hu, 2-pn W 3-pn swhwpwdhuubiph dwuny twfuwwnbuygb) Gu hGunlyw

wbfuuhwywu punypwagpbpp.

Sbpqudwu gnpdwlhgp dhugl 68+-dj/dwd Hg,pwnwueh uniep’
uhupbunhy,wpryniuwytitn dwytipbup1.6(+_0.1)U2pwnwueh hwuwnieniup
30-40 dyd ubipphtu npwdwswihp 185dlyd+-10%,|gdwu dwywp dhusk 1004,
dwupwqbpddwi dbpnnp yngny jud quiddw dwnwquypdwl d6pnnny
(hwdwéwju htdnnhwihgh uwppwynpnuwiubiph wbluuhyulywu wuduwgnh
wwhwugutiph) 1SO 13485 Ywd hwdwpdtip utipinhbhlwinh wnywjnie)niup
wwpwnwnhp b Kwdwpdtip gnpdnn Dialog+ dbipiuwih hwdwp
Qtipqundwu gnpdwyhgp dhusl 76+_204d)/dwd Hg,pwnwuh
ujniep uhtuebwnhly, wpnyniuwybn dwybpbup!.8(+_0.1)d2pwnwueh
hwuwnnieyntup 30-40 dyd ubipphtu wpwdwswihp 200dyd+-10%, | gdwt dwyw|p
dhusl 1004}, dwtipwqbipddwt dbpnnp 2ngny juwd quddw dwnwquypdwi
dbpnnny (hwdwdw)ju htdnnhwihgh uwppwynpnwdubph wnbuuhyuywu
wuduwagnph wwhwugubinh) ISO 13485 Ywd hwdwpdtp ubpuinh$hlywnp
wnlwjniejniup wwpunwnhp b: <wdwpdbip gnpdnn Dialog+ dbipbuwih hwdwp
Qbtpqudwu gnpdwyhgp dhusl 88+_204)/dwd Hg,pwnwuph
ujniep uhtupbwnhly, wpryniuwybun dwybpbup2.1(+_0.1)d2pwnwueh
hwuwnnieniup 30-40 dyd ubpphtu wpwdwswihp 200dYd+-10%, | gdwt dwywip
dhusk 1204, dwaupwqbpddw dGpnnp yngny Juwd quddw dwnwquiypdwi
dbpnpny (hwdwdwju htdnnhwihgh uwppwynpnwdubpp wbuuhyuywu
wuduwagph wwhwugutiph) ISO 13485 Ywd hwdwpdtip ubpunh$bhlwnp
wnywjniejniup wwpunwnhp b: Kwdwpdbip gnpdnn Dialog+ dbipbiuwih hwdwp

1 “Hhuwihgh quhy
htdnnhwhqwuwnp

5 “thwihah quhy
htdnnhwhqwuwnp

3 “Hhuwihgh quhg
htdnnhwhqwuwnp

Wuwpuny'  nwniuwuppbind  «LRY-FCUMAR-20/1»  dwdlwgpn  pupwgwlwngh
hpwybph nbGluupywlwu puniewaghpp 1-hu, 2-pn W 3-pn swihwpwdhuubph dwuny, gununwd
Gd, np npwup hwdwwwwnwujuwund bGu qundubph  Jdwupt << opLiuunpnipjwl
wwhwugubphu htinlyw| hhduwynpdwdp.

Optuph 13-pn hnnywodh 1-hu Jwup uwhdwund k, np qudwt wnwpywjh puniyewgpbpp
wbinp £ wdpnnonyejwdp b hunwly uywpwgptiu dtinp ptipynn wwpwuph, woluwwnmwuph Yuwd
Swnwynipywu hwwnlwuhoubpp, npwug dbnppbipdwu b Jéwpdwu ywjdwuubpp' pugwnbing
wmwpwlybipw dEluwpwunie)nLup:

Unyu  hnnwsh  3-pn dwup  hwdwdwiy'  Gubnd  qudwu  wnwpluwgh
wnwuduwhwuwynpniuhg' npwug  hwwnlwuhoubpp  huwpwynphuu  UGpwnnd Gu  Gbinp
ptpnn  wwpwuph, woluwwnwuph  Jwd Swnwjnyejwl  npwyhl,  unwunwpunpu,
wuywnwugnipjuup, wwjdwlwywu tpwulbpht, wnbpdhtwpwunygjuup, thwebpwynpdwup,



pGnuwpwhdwup, swihhu, Uwluwgdtphtu, puswbu  vwlb  qudwu  wnwpuh  wy
hwwwuhoubphu ybpwpbpnn ywjdwuubph hunwy uwpwagpnyeniup:

Unyu hnndwsdh 5-pn dwup hwdwdwjt' qudwu wnwpluwih hwwnywupubpp swbwp &
wwhwug Ywd hnnud wwpniwwybu npuk wnlwnpwiht tpwuh, $hpdwiht wujwudwun,
wpunnuwgpht, tuphght Ywd dnnbijhtu, dwqgdwu Gpyphtu Ywd Ynuyptn wnpnippu Yud
wnuwnpnnht, pwgwnnejwdp  wju  nbwpbph, Gpp wuhtwp  qudwu  wnwplwih
punipwgpnuit - wnwug npwug:  <nnuiubp  oquwgnpdtint  nbwpnid  hwwnlwuhoubiph
puniyerwaghpp wtwp £ ywpniuwyh «ywd hwdwndbp» pwnbpp:

Jbipnhhgjw) unpdbph dbipinénieyniup gnyg £ wwihu, np nbfuuhywywu punyewaghpp
wbiwp k£ |hup huwpwynphtu hunwy' ubpwnbing qudwu wnwplwih pninp hwnywuhoubpp L
dhwly wwypdwuu wju £, np nbuuthjuwywu punipwaghpp swybiwp £ wywhwtue Ywd hnnud
wwpnwwyh npuk wnbnpwihu tpwuh, $ppdwjhtt wujwudwup, wpwnnuwagpht, Luphght
Ywd dnnbpu, Swqdwu Gpyppu Ywd Ynuyptwn  wnpnppt wd  wpnwnpnnpt,
pwgwnnipjwdp wju nbwpbph, Gpp wuhtwp £ qudwtu wnwplwih punypwgpndu wnwug
npwug, huy hnnuiubip oguwgnpdtiint nbwpnid hwwnywuhoubph punipwghpp wtwp L
wwpnwwyh «ywd hwdwndtip» pwnbpp:

“thw htin dGYwntin qunwdubph b qunwiubph gnpdpupwgh hpwwuwgdwu Yuwplunpwgnyu
uygpniuputiphg £ hwunhuwunwd qudwu wprynibwybicn W oguwybtitn  hpwlwuwgnudp,
htinmbwpwp  wwwdhpwwinth  Ynndhg ppwlwuwgynn qunudp wbwp £ |hwpdbp
hwdwwwwwufuwuh Ybpohuhu qudwu wwhwuoht U wwwhnyph wwwndhpwuinnth wju
Ywppph pwywpwpnwip, nph tywunwyny Ywqdwybpwyb) £ pdwd qundp L dphluunyu
dwdwuwly shwlwuh «Sunuwubph dwuptu» <L optuph 3-pn W 13-pn hnnywdubiph
wwhwugubphu:

Nwnuwuwuppbiny Cupwgwlwpgh wbfuupyulwu puniewghpp’ gunund G4, np wju
Ywqddwsd £ qunwiubph dwupu << opbuunpnigjuup hwdwwywwnwufuwt W sh hwywund
«Funuwiubph Jwupu» << opbuph 13-pn hnnjwdny uwhdwuywsd' nbfuuhyuwlwu punypwgph
Ywqddwup ubipywjwgynn wwhwugubphu:

Uwutwynpwwbu' hpwdbph 1-hu, 2-pn b 3-pn swhwpwdhuubpnd  uwhdwuyby Gu
dwupwqbipddwu dbennp 2ngny Ywd quddw dwnwquwjpdwl dtpnnny wwhwuubpp, npnup
funpwlwu sGu W hnnw sGu uwwnwpnd npuk wnbinpwiht bpwuh, $hpdwiht wujwudwun,
wpwnnuwgpht, fuphght wd dnnbht, dwgdwt Gpyphtu Ywd Ynuypbin wnpiniphtu Yud



wpnwnpnnht, nnh bdwt wwdwutbpnu sh fuwfunynud «Sunwdutiph dwupt» << opbiuph
3-nn hnwsh 1-ht L 13-pr. hnpdwdh 5-pn. dwubipny uwhdwuwd wwhwugutipp:

Cwpyh wnubiny Ybpngpyup' guunud Gd, np «fuwswuwp» UMC-h pnnnp hhduwynp sk L
Gupwlw k depddwl:

blukny Yepngpywihg U nEywywpdtiny «unwubiph dwuhtu» << opbiuph 50-pn hnnywdh
7-pn Jwuny’

nrncegsnp

«huwswwp» UMC-h Ynndhg 19.12.2019p. ubiplwjwgywsé pnnnpp dbipdty:

<< qunidubiph hbiwn uwywd pnnnpubp putunn wudh npnanwit hpwywwwpuwnhp £
nidh dbig k duinunud wbinblwgpnd hpwwwpwyybne hwenpn opp:

<< qunwiubiph htinn Yuwwywsd pnnnpubin puunn wudh npngnwdp Ywpnn E thninfuyb) jud
Jtpwgyby, wn pynud’ dwutiwlh, dhwjt nwwnwpwuh Ynndhg:

Qunufubiph htin qwuquW
pnnnpubip pitinn wud® \! arhanr LEPUPUSUL



