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«Gpuwup  Uluppwp <bpwgnt wujwu  wbwwlwu pdolulwt  hwdwjuwpwu»
hhduwnpwdh Ynndhg pd2lwlwu gnpdhptiph L wwpwqwubph dbnppbpdwtu Uwywwwyny
10.02.2020p-ht hwyrnwpwpywsd  «FKUMAR-2020/16-9-6MPL»  dwdljwgnny  quwlrdwu
hwpgdwu pupwgwlwnpgh hpwybph phy 1 hwybywon twjuwwnbujwsd wnbuuhjulywu



punipwghp-qudwt  dwdwuwlwgnygh hwdwdwju' 3-pnp b 55-pn  swihwpwdhuubpny
uwhdwujwd nbluuthywlwu punypwapbph hwdwéwu® uwfuwwnbuyb E dknppbink.

3-pn swihwpwdht' «bwpbptp e 186G, Ywpbipbpn wbphdbphly Gpwlubph hwdwp,
wubinfi - sunpup’ 18G, pwndp npwlh sdwbqnyninn wnnuuiphg, puhwlghl' Gplpnpnwlwt
Swhnuwihg wwpypwwinn Yihuund, puplubpny, bbpwpldwt Lnkp Lnp ipbuwlp wnpyny
wuwiipuywitps  hwlwuny, plnunpdws Guppwlwbwebu - puplubph dpw:  Ogiywgnpdynn
mpbipp’ wnihypnuwplt, wmpkphitt, FEP' pyunplphbb-ypnwpt: Mbpp L hup bnp,
soquugnndywd: <whdubint wwhht wbpp £ nibbbw wdpnne whipwbbihnypywt dwdliipnh
wnbfwaqt 1/2-pnp: Npwlh ubpiphphluiph/ulinh wnluynipgnip wwpywunpp L:»:

55-pn swihwpwdhu' «Ywpblipbp U/ 246G, Ywpbinbp wbphdbphly Gpwlbbph hwdwp,
wubinhr - swihup” 246G, pwpdp npwih sdwbgnydnn wnnuuiphg, puhwlghl’ Gplipnpnwlwt
Swhnuwihg wwpypywinn Yihuund, puplubpny, bbpwpldwl Lnikp Lnp ipbuwlp wnpying
wupypuwhs  thwlwind, pbnunpdws Gippwhwbwwbu  pupljubph Ypw: Oqyugnpéynn
mipbinp’ wnihypnwplt, wmpbphitt, FEP' byunplphibt-wypnwpt: Mbpp L hup bnp,
soqupugnpddwd: <whdubint wwhht wbpp b nibGbw wdpnne whippwbbihnipyuwt dwdljpnh
wnbwaqt 1/2-pnp: Npwlh ubpiphphluiph/ulinh wnluynipgnip wwpywunpp Lo

Cupwgwywpght  Jwutwygbiint  twywwwyny hwjn  vbpyujugpwd  «Muhybipuw|
hnuwhwnw] wpnnwlw» UNC-U dwutwlgnipjut hwjnh phy 1 hwdbwdny' quuupdwu
hwpgdwup Jdwutwygbiint nhdnw-hwjnmwpwnpnigjwdp, hwjunwpwptp W hwdwunb E, np
pwywpwpnud £ «3<UMAR-2020/16-9-6MPL» dwdwagnpny quwupdwu hwpgdwu hpwybpny
uwhdwujwd dwutwlgnipjwu hpwynituph wwhwugubtiphu:

Uwutwlhgp ehy 1.1 hwdbywsdnd  wnwowplynn wwpwuph wdpnnowlwu
uywpwgpny, 3-pn U 55-pn swhwpwdhuubph hwdwp wnwowpyb| £ hGnlywp.

Quithwpwduh Unwownlynn wuwpwlph
$hpdwyht wwpuwpwyht wpwnnnnh
hwduin wlwtnwip Upwitip wuwtnwip wbfulihjujuity pinpuignting
U/t Yuwnbiinp N 18: Uinpwydwwnhly dwjpnd,
Ubpbpwluhtt | RAMANLAL LAD hhghtiuhYy ubipwpydwu LnepLnYy wnpwind,
3 Hwpbwntn U/ Ywwnbwn (Netherlands inbinwnnwd & pUplutnh ynu,
18G 80U/ m UK) ’ wwwnpwundwd, wnihnipbnwuhg: G18: 1SO
vn 9001:2008/1S0 13485:2016, 1SO
13485:2016/NS-EN
U/t Yuuwnbiinnp N 18: Uinpwydwinhly dwjpny,
Ubpbpwluht | RAMANLAL LAD hhghtiuhYy ubipwpydwu LnepLnYy wnpwind,
55 Hwptintin /s Ywwnbwn (Netherlands intnuinpquid £ plplutph dnu,
24G 204y m UK) ’ wwwnpwuinywd, wnihnipbitnwuhg: G18: ISO
vn 9001:2008/1SO 13485:2016, ISO
13485:2016/NS-EN




Cwuduwdnnnyh 24.02.2020.-h phy 2 wpdwuwgpniegjwu 3.26 Ybwnh hwdwdwu'
«Nwhybpuw] hnuwhunw| wypnnwyw» UNC-h Ynndhg ubpluwjwgwd hwjnmnd wnlyw Gu
wwhwugynn thwunwpenetpp, vwywu <wybywsd 1-nd pbph U pwgwsd puybpniejwu
Juybpwwwjdwuubpp, <wybywsd 1.1-nid 3-pn b 55-pn swihwpwdhuubpnd  pEph &
ubpyujwgdwsd  wnbuupywywu  punpwghpp’  pwgwluwind  F o wwpwuph  wwhwugynn
uhwpwahpp  Ywpbinbn  wtphdbiphly Gpuwlubph  hwdwp, pwpdp npwlh  sdwugnnynn
wnnwwnhg, rwthwughly' tpypnpnwlwt dwynwhg wwownwwunn Yihwund, rULhyutipnd,
ubpwpydwu Lnkp Lnp wmbiuwyh wynpnnd wywonwwuhs thwywuny/, ufuw § ubpluwjwgdwsé
oginwgnpdynn  uniep, pwgwlwind £ ounwdu - wju dwuht, np wwpwupp unp L,
soginwgnnpdywd U wnbnGlwuinynipniup whwnwubihnipjwu  dwdybnh dwuht, huy 55-pn
swihwpwdund ufuw) £ Updwd Ywpbnbph swihup: UWwwywwnwufuwbngegniubbph onydw
htiin wbwnp § ubpyuwjwgut] bwl onywsd nbnGYwnynientup ywpniiwynn wpunwnpnnp
hwywuwnnudp:

Unyu wpdwuwgpnipiwu 4-pn Yewnh hwdwdwju' nblwdwndbing Ywpgh 41-pn Yenng
L hhdp punnubiny «F<UMAP-2020/16-9-6MPL»  dwdlwagpn qldwl pupwgwlwngh
hpwybpp 1-pu dwup 8-pn pwduh 8.9-pn Yhnh ywhwugubinp, Lwuduwdnnnyp npnatip £ dGy
woluwwnwupwihtu opny Ywubigub| upuwnp L Unyu opp npw dwuhu LiGYunpnuwihu nuwuwyny
nbnblwgub] dwutwlyght' wnwowplbing Jdphusk Yuubgdwu dwdlybnh wdwpwnp oyt
wuhwdwwwwwufuwuntynuubipp:

Lwuduwdnnnyph 27.02.2020p.-h phy 3 wpdwuwgpniypjwu 1-hu Yewnh hwdwdwu’
uwhdwujwd dwdybinnd  «Mmuhdbpuwg  hnuyhww;  wpnnwywn»  UNC-u  sh onyby
wpdwuwgpqwd wiuhwdwwwuwuluwungnuubpp' ng dh hwunwenine sh ubplujwgyt,
husn wwdwuwynpjws <wuduwdnnnyp npnoty £ dbpdt] Uwutwlygh hwjnp' hpwybpng
twjuwwnbuws ywydwuubphtu shwdwwywwnwufuwubnt hhdpny:

Optuph 6-pn hnnwdh 1-htu dwup 6-pn Gupwlybwnh  hwdwdwju' qundubph
pupwgwlwpgbpht  dwutwlygbint  ppwyniup  sniubt wyju wudhup'  npnup  hwjnp
ubpywjwgubint opyw gpnipjwdp ubpwnjwd Gu qunwdubph gnpdpupwght Jwutwygkint
hpwynitup ¢niubignn  dwutuwyhgubph  gnigwynud:  Uwutwlyhgu pungpyynd £ updwd
gnigwlnid, bpt’

w. fuwfuwnb b ywjdwuwagpny twhuwwnbujwd Ywd qudwu gnpdpupwgh 2nswtwynid
utnwuduwsd wwpwwynpnieyniup, npp hwugbigpt| b wywwndhpwwnnith Ynndhg wwjdwuwgnh



dhwynndwuh  nddwup  Ywd qudwu gnpdpupwght  wnyw| Jdwutwlygh hGnwgw
dwulwygnipjwl nwnwnpbgdwup,

p. npwbu punpjwsd dwutwyhg hpwdwnyb £ ywydwuwaghp Yupbnig,

g. hwjunbpp pwgbing hbwnn  hpwdwpyb, £ qudwu gnpdpupwght  htinwgw
dwutwygnipjniuhg:

Lbwpgh 45-pn Yenh hwdwdwiu® «Funuubiph dwupu» << opbuph 6-pn hnndwdh 1-hu
dwuh 6-pn YGwnny twjuwwnbujwsd hhdpbpu b hwjnn quint opjwu hwenpnnn hhug
woluwwnwupwiht  opjw pupwgpnd  wwwyhpwwnt  ndju; Jwutwlgh  ndujubpp’
hwdwwwwwujuwu hhdptipnd, gpwynp ninupynd £ [hwgnpwé dwpdhu, npp npwup
uinwuwnu hwonpnnn 5 woluwwnwupwiht opyw pupwgpnd bwfuwdbnund £ wnyjw
dwutwyghtu gqunuwiubiph gnpdpupwght dwutwygbiint hpwyntup sniubignn dwutwyhgubiph
gnigwynid ubipwnbint pupwgwlwng:

Optuph 6-pn hnnwdh  2-pn dwuph  hwdwdwju'  qunudubph  gnpdpupwghu
dwutwygbint hpwyniuphg qpyqwé dwutwygh ybpwpbipjw) niubgwd wnbnbyniyeyniuubpp
hhdwu Jpw [phwgnpywd dwpdhup pupwgwlwpg £ Uwjuwdbnunw: SYjw| dwutwlygh
Ywpdhpp [ubnig hbinn qunwiubph hbn Juwywd pnnnpubip putnn wudp unyu optiuph 50-pn
hnnqwdh 6-pn dwuny vwhdwujwd dwdlytitnnd npnond £ Yujwgunud dwutwyghtu unyu
hnnwdny twhuwwmbudws gnigwynd pungpybipne ybpwpbppw: Uudp tpdwd gniguynud
pungpyynud £ Gpynt tnwpph dwdybtivnny:

Loqwé  ppwywunpdbph  JGpinwdnyeyntuhg wbnp £ thwuwnb, np o OpGuunhpp
dwutwyghtu gqunuwiubiph gnpdpupwght dwutwygbiint hpwyntup sniubignn dwutwyhgubipp

gnigwynid ubipwnbint hwdwp twjuwwnbub) £ uywnhs ywydwuubp, npnup BU Wwpdwuwagnpny
Uwjuwwnbuws Ywd qudwu gnpdpupwgh 2powtwynd unwuduwd wwnpwwynpnipjniuutiph
fuwfuwnnwip, npp hwugbigpt  ywwndhpwwnnth Ynndhg ywjdwuwgph dhwynndwup niddwup
Ywd qudwl gnpdpupwght wnyjw| Jwutwlgh hbnwgw dwutwlgniyejwu nwnuwpbgdwup,
npwbu punpywd dwutwlhg wwjdwuwghp Yupbiingg hpwdwpybip b hwjwnbpp pwgbinig
htitnn qudwu gnpdpupwght htinwgw dwutwygnipntuhg hpwdwnyb): Wuhupu dhwju unyu
nGwptipnwd £ huwpwynp dwutwyght Ubpwnb| qunwiubph gnpdpupwght dwutwlgkint
hpwyntup ¢niubignn dwutuwyhgubph gnigwyned:

Pnnnpubip puunn wudp thwuwnnd £ bwl, np dwutwyhgp wwpunwynp b ubpyujwgub
hpwytpny uwhdwujwd wwhwugubpht hwdwwwuwwufuwunn thwunwpenebp (wjunthbn'
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Pwuwnwpnpebp): 6y bet Pwunwpenebpnid wpéwlwgpynwd Gu - wuhwdwwywwnwufuw-
unieyniuubp’ hpwybiph wwhwugubiph uywwdwdp, huly dwutwyhgp vwhdwuwsd dwdybnnud
sh onynud wpdwlwgpywéd wuhwdwwwunwufuwunyeniuubipp, www wjn hwiqwdwupp
hwdwpynwd £ npwbu qudwtu gnpdpupwgh 2powtwynd unwudlwd wwpunwynnpniejwl
fuwfunnw: Ldwu nbwpnid wnwowunwd § «Gunwiubph dwuphu» <L optiuph 6-prp hnnywsdh 1-
hu dwuh 6-pnp Ybwinh «w» Gupwlytinh npnypubph Yhpwndwu wufunwwihbihnyeinitup, pwup
npn  Uwutuwlhgt hp gnpédnnnipyniuubpn  Ywd  wugnpdnipjwdp,  fuwfunbin  qudwu
gnhpédpupwgh 2nowlwynid unwuduwd wwpwwynpnieyniup, hwugbigund £ wwunyhpwuinnth
Ynndhg qudwu gnpdpupwght nyjw| dwutwygh hGnwgqw dwutwygniejwu nwnwnptgdwup:

dbpp  pwpwnnwsdhg  Gubind’  dwutwbhgp  wbwnp £ opungpldh - qunwdutiph
gnpdpupwght  Jwutwygbint phpwynitup sniubignn dwutwyhgubiph  gniguynud, pwuh np
fuwfuinb| £ qudwu gnpdpupwgh opowuwlynd unwuduws wwpuwynpniniup' onlbing
hwjinnid wnlw wpdwuwgpywsd wuhwdwwywwnwufuwunyentuubpp, npu £ hwugbgpb) &
qudwu gnpdpupwght nyjw| dwutwlgh hinwguw dwutwlgnipjwu nwnwnpbgdwun:

Loqwony  wuwjdwuwdnpdwd'  Pnnnpubp  pluunn  wudu  wpdwuwgpnd £, np
dwutuwyhgp wbiwp £ pungpldh qudwu gnpdpupwght dwutwygbint hpwyniup ¢niubignn
dwutwyhgubph gnigwynud® 2 (Epynt) nwph dwdytinny:

Wuwhuny, ybtpnhhojw) hwunwlwu hwuqudwupubph bW hpwjwlwb unpdbph |nyuh
ubppn, npwug hwdwlwpgywd ytpndniejwu wpryniupnd Pnnnpubip puunn wudp hwugntd
E wju Ggpwlywgniygywu, np «Niuhybpuw] hnuwyhww] ypnnwyns UNC-u, Mwwnyhpwnnth
Ynndhg hpwdbph  8.9-pn Ybwny uvwhdwudwd Hnjdwu  Jdwdwlwlwhwnydwsdnid,
subipluwjwgubiin wpdwuwgpywd wuhwdwwwwnwufuwuninuubph anynwubpp, fuwfunb £
gudwu gnpdpupwgh 2powlwynd unwuduwd wwpwnwynpniginup, npu b hwugbgnt) &
qudwu gnpdpupwght nyjw| dwutwygh htnwqw dwutwygnigjwu nunwpbgdwup:

Giubkiny Jbpngpwihg b nbywdwpybiny «Sunwdubiph dwupu» << opbuph 50-pn
hnnwdh 7-pn dwuny' << quniudubiph htin Yuwwsd pnnnpubip puunn wudp

nrneces

1. £ $huwuuubph wfuwpwpnygjwu Ynndhg 05.03.2020p.-h phy 26/26-1/3389-
2020 gpnigjwdp «Mupybpuw| hnuwyhww] wypnnwyw» UNC-hu qunwdubiph gnpdpupwght
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dwutwygbint  ppwynitup sniubignn  dwutwlyhgubiph  gniguynud  ubpwnbint bywwwyny
Uwfuwabnuwé U8-L0-2020/70 dwdywapny pupwgwlwngp pwywnwnbi:

2. «Muhytipuw) hnuwyhwnw| ypnnwyw» UNC-hu pungpyb) gundubiph gnpdpupwght
dwutwygbint hpwyniup sniubignn dwutuwypgubiph gniguynd’ 2 (Gpynt) tnwph dwdlybunny:

£ qunuwdubiph hbwn Yuwwywd pnnnpubip puunn wudh punniuwd npnondu ndh dbg L
dintunud wju inbnGlwgpnud hpwwwpwybinw hwenpnnn opp:

<L qunudubph hbn wwydwd pnnnpubp  puunn  wudh punnuwd  npnonwdu
hnwywwwpwwnhp £, npp Ywpnn £ inthnfudt jud Jepwgyb), win pynud’ dwutiwyh, dhwyt
nwwwpwuh Ynndhg:

<L quLNhULerk <6S YuNJ4Uo

ANNLLEN £LLNT UL 4Nt OKUL3UL
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