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«Udwpuhdu» UNC-h 01.08.2017p. ubipywjwgnws pannpp (wjunthbn' twl Pnnnp) L Uhg
ujniptinp, wwngbig hbunlywp.

1. «Upiwpupdu» UMC-h  ubipyuwjwgpwéd thwuwmbpp, hhduwdnpmudubpn U
wwhwugp

«Udwpuhdu» UNC-U (wyunthtin® uwl Culbpnieynit) << qunwiubiph pnnnpuipldw
funphpnht 25.07.2017p. d. 09:42-hu ubpluywgpby Ep pnnnp, nph wwhwtgp skn
hwiwwwwwufuwund  «Yunwubph  Jwuhtu» << opbuph  (wjunthbun'  Opbup) 30-pn
hnnywéh 7-pn dwuny uwhdwudwsd wwhwuubphu:

ULnyu opp funphnipnp® hhdp punniubing Opbkuph 50-pn hnnwsh 3-pn dwuny,
uwhdwudws wwhwugutipp, Ytpwnwndpt bp «Udwpuhdu» UMC-h Ynndhg 24.07.2017p.
ubpluywgpwd  pannpp’ - wpdwuwgpywd  wuhwdwwwwnwutuwungeniiubipt— bplyn
wituwnwtpwjht opduw pupwgpnd aunytint b funphnipn UbpYwjwgubint hwdwp:

Cuytipnueyniup - 01.08.2017p.  hunphpht £ ubipywjwgpb  pnnnph onlywd
wnwppbpwyp, npny hwjnub b hbunlywp.

«L.<ndhwuthujwth wijwt upnwpwnipjwl ghnwhbnwgnunwlw huunhnnuny
PRL-U, npp gunuynud k p. Gpluwt, M. Ulwyh 5 hwugbind, hwynwpwpty £ USh-3<UMAP-
07/4 dwdlwgpny quuwupdwu hwpgdwl hpwybp, npnd twuwwnbujws b plunpdws



dwulwlght  wnwownyky Yupkp  pdolwlwu wwpwqwubph  dwnwlwpwpdwu
wwydwuwghp: YUdwl wnwplu hwunhuwgnn pdolulwt wwpwqwutpp fudpwynpywd
tu 10 swihwpwdhuubpnuy, npnughg unyt pnnnph opowtwlutipnid Abn nuwnpnyenLu
tup hpwdhpnd  2-pp L 3-pn swihwpwdhutbiph  Ypw, npnugny wwwinyhpwnntu
Uwfuwwbub | quby « Yanwwwin unblun Xience XPEDITION» L « Hanwwwun uinbiuin Xience
XPEDITION bplywip»:

Uwutwynpwwbu, USh-3<UMAR-07/4  dwslwapny hpwdbpnud — Upwd
swihwpwdhuubipny wwpwupltiph inbuthhuywt punipwanptipp Yuquyws bu «Runwiubph
dwuht» <L opbuph U << Ywnwywpnipjwt 2017p.  Jwjhuh 4-h N526-U npnodwu
npnypubph  fuwfundwdp,  wwpnitwynd b wuhhdu  wwhwgubp'  uwntindting
wuhwqwuwp  wwydwuutp' unbndtiing  wthwdwuwp — wwydwtbp huwpwynp
dwutwyhgubiph hwdwp»:

Mpwjbu prnnph thwunwgh b hpwdwlwt hhdptin, wawgnyglibin, pannpwptinp b &
hGunlywip.

«Mwwndhpwnnih Ynndhg  fuwfundt) bl «Funwiubiph dwuht» << opbuph 13-pn
hnnduwsh 1-hu, 2-pn. L 5-pn. Yhwnbpp! dwutiwynpwwbu, wnbuuhywlwu punipwagnny nnyty
GU wjuwhuh  wwhwlgubip, npnup hwugbigunud U unyt  hpwytiph pupwgwlwngntd
dpgulgnipgjut  hwdwp éhhdUwL{nnL[uJé‘l'unmhr}n_m‘ubnh wnwowgdwup, wuhwywuwp
wuwjdwuubiph unbnddwuu nt htwpwynp Jwutwyhgubinh uwhdwuwthwydwup, huswtu
twl sbU Ywpnn |hub) opyluinhynpbt hpduwynpjwsé << wnnnowwwhwljuwu hwdwywpgh
hwlwwwwnwufuwy unwunwpunttph b ninpuh hpwdwlwt wy) whunbiph opowliwlubpnuy:
tunupp  ybpwpbpnd £ 2-pn L 3-pn swhwpwdhuubpny v wd wwpwupubph
nbuthlwywt punipwgpbpnud Wwhwgynn ISO 13485, CE-MARK, FDA Upwgnpdwup, npp

wwwndhpwnnth wwhwuows unyu ibfuthlwlwt punipwgpny wwpwupp ubnyujwgubint
wuhpdu  uwhdwuwhwynd wnwowgunw:  Lokd, np  Jbpnhhojw wwnpwuph
wuywunwubp wpnbt puy wwpniiwlnd Gu wpwnwnpnn puybpniygjwup hnnid, nwinp
wnwwnpnnh ibhndl,ujhh wudwudwu hwdwpdbpnipywt hnnidp wupdwuwn £ L ybpnhhojwy
Wuwpwauwynw  wnwybip bu  huwpwdnpnyeniu £ pudtinnud  htwpwynp  dwutwlyhgutiph
funpwywuniewu npulinpdwty:

Cuybpnipyniup Funphpnht ubiplwjwgyws pnnnpny fuunpb k.

1.4wubguby  «L.<ndhwuuhujwuh wudwu  upnwpwuniejwu ghunwhbunwgnunwywu
huunhwnnun» ®PL-h Ynnihg hwjnmwpwpdws UGh-a4LUMAR-17/4 Sdwélwagnny quwlodwu



hwpgdwu hpwybpny bwhiwwnbujwé qudwl gnpdpupwgp 2-pn U 3-pn swihwpwdhuubiph
dwundy;

2. dbpwtwyty wyn swihwpwdhtubpny Updws qudwy wnwpluwubph nbuuhywywu
puniewapbpp’  Jbpwgubiny  wwpwuptbph  wbuuhlulw punipwanptph  hbwn
wudhowlywunpbt Yuuw sniubignn wwhwugubpp:

funphpnnud pnnph putiniejw bwwwnwyny, tnbinh nlubigwsd Uhunbpht dwutwygntd
Ep «Ujdwpuhdu» UMC-h inliopbit Quywut SCwdhpjwup:

2. L.4ndhwubhujwiup wbdwb  upnwpwunipiwy ghunwhbunwgnuuwljwu

huumpwnnun»  ®PPL-h  Ynndhg pnnnph  Jbpwpbppug ubpyuwjwgywd  hwuwnnbipp,

hhduwynpnidubipp b nhppnpnonudp.

«L.<ndhwtihujwtuh wujwt upnwpwniejwt ghnwhbunwgnuwlwl huunpunwny
PRC-U (wyunthtn® bwl Nwndhpuwwnny 09.08.2017p. gpnipjudp «Udwpuhdus UMC-h
Ynndhg 01.08.2017p. funphpnhti ubpluywgywé pnnnph Jtipwpbipjug hwjunub & hGunlywp.

«L.<njhwtbhujwth wudwt upnwpwuniejwt ghunwhbnwgnnwlwy huunhnnwny
PRL-h  (wunthbiin' Nwindhpwwnny)  Yuphpubiph  hwidwp  pdolwljwt wwnpwawubipp
Gunppbipdwt  Uwwwwlyny,  USh-QLUMAR-17/4  Swdlwgpny quwlodwl  hwpguiwl
pupwgwlwngh 2-pn L 3-pn swhwpwdhubiph  wkfuhywywl  punewgntipp <<
optlunpnipjwup shwdwwwinwutuwubnt Yyepwpbipjuwy.

2017p. ognuwnuh 1-ht «Updwpupdu» UMC-h Ynndhg Sunwiubiph pnnpwnplydw
funphnipn UGphuywgdty £ pnnnp wn wys, np Mwndppuwinnth Ywphpubiph  hwdwp
wuhpwdbipn pdolwlwl wwpwogwubph dbnpptipdwt uywwnwyny USh-9<UMAR-17/4
dwolwgnny  quwtpdwt  hwpgdwt  pupwgwlwpgh 2-pn U 3-pn swithwpwdhuubiph
nbfutihlwlwt punipwgptinp sbU hwdwwwwnwufuwun «unwubiph» dwupl << opkuph b
04.05.17 . Ywnwywpnipjwt N526-U npnpdwt wwhwglbphu:

Muwwdhpwwnih - Ywphpubiph  hwdwp - wuhpwdbon  pdoyulw wwpwguutph
dGnppbipdwt  bwwwnwyny, UQh—Q<UﬂQp—1f/4 odwdljwanpny  qUwupdwu  hwpgdwu
pupwgwlwngh wwwnwuuwlwwnnt unnpwpwdwudwt Ynndhg 12.07.2017 p. Yuwjwgywd
quiwt hwjnnd b wwinwufuwlwnne unnpupwdwtdwt Ynndhg ubplujwgdws qudwi
hwjwh hhdwt Jpw' dbpp tpdwd dwdlwagnpny hwynwpwpdws  quwodwy hwpgdwu
pupwgwluwngh  2-pn L 3-pn swihwpwdhtubph  wbuthywlwt  punyewgpbpnd



wdpnnoniejwdp U hunwly  Uhwpwapyws U dtnpptinynn wwpwuph  nblubhywywu
wwhwglbipp, syw ng dh dwintiwtgnd nplk wpnwnpnn Bplyph, huly «<ABBOTT Vascular»
wupwupwiht bpwuh Ynnpht wnlw £ «qud hwdwpdtip» pwnp:

Cwlwdwj «Funwdubiph  dwupt» <& opbuph  29-pn hnnywdh,  Jtipp Updwd
swihwpwdhutbiph - wbuuhhwlywt  wwhwuoubiph  Ybpwpbpwy  «Udwpupduy - UMNC-u
hpwyniup nwbip opkitpny twfuwwbuwsd dwdybnubpnud wwpqwpwunwd  wwhwbebin,
htugn dwutwlgh Ynndhg sh wnyb; |

«Udwpupdu» UNC-U hp 01.08.2017 pywlwuht ptpdwsd pnnnpnud sk Ep, np Jbpp
upywd pupwgwlwnpgh 2-pn b 3-pn swihwpwdhtubph hwdwp Mwwndhpwnnth Yynnuhg
nbluupywlwt  punipwgpnd Updws ISO 13485, CE-MARK U FDA Upwagpnudubipp
uwhdwbwhwynuwd B dpgwlygnipejw ulygpniupp:

Lotid, np ISO 13485, CE-MARK U FDA-u hwunhuwunw tu dhowqquih npulp
hhduwynpnn ubpunh$hlwintubip, husp wwpuwnhp £ yspp updws swihpwdhuubiph hwdwp,
huy hwdwdwju << Yunwywpnipjwi 04.05.2017 pwlwuh N526-U npnpdwt’ 21-pn. YGwnh
1-ht Bupwytwh wwpwuph qudwu nbwpnwd npwyh ubipinnhbhlwwnh  wnywynipyniup
wuwpuwnhp k, Geb nw Yhpwnbih £ ndjwg wunwuph hwdwp:

Uu  wwpwguynu  «Udwpuhdu»  UMC-h Unndhg - ubplujwgdws  pnnnpp
wdpnnonipjwdp wuhhdu b W hwlwund E:

Glutiny Jbpngpjwihg, fuunpnd by Uhndh[ «Ujdwpuhdu» UMC-h Ynndhg 01.08.2017
. pbpdwd pnnnpp wluhwpn  wuhpdu |pubine wwwnwnny b pnywnpt ybipuhubi
qnpdpupwgp USh-9<UMAR-17/4 dwoljwanny quwlgdwu hwpgdwl pupwgwlwpgh 2-pn
b 3-pn swihwpwdhuubph dwuny»:

tunphpnh Upunbpht dwubiwygnd bt Mwwndhpwnnih ubipywjwgnighstin Usnin
<nghwuthuyjwtp b £nhthuhdt Lwwuwprywup:

3. GPh-EU-2017/28 pnnnph putinypjwt hwdwp kwlwu tywbwlnisintt niikgnn
thwuwbipp, lunphpnh hhduwynpnwubipp b bgpwhwugniudp.

tunphnipnu nwnwWuwuppbp & «Uldwpuhdu» UNC-h  01.08.2017p. tunphpnhu
ubpluwywgdws pnnnpp, pnnnph Ybpwpbpyw; Mwwndhpwnnih 09.08.2017p. gnniejwdp
ubplwywgyws nhppnpnonudp, «USh-A<UMAR-17/4» Swdlwagpny quuwtodwl hwnpgdw



quwhwwnnn hwuduwdnnnyh 2017p. hnthup 14-h N 2 npnpdwdp hwunwndws hpwybipp
(wyunthbin' bwb <pwiybip), Mwwnydhpwwnnth 'ubnubujujgmggh nhppnpnandp W Ywpdhpp.

«L.<nyhwbthujwuh wujwl upnwpwuniyejwl ghunwhbunwgnunwlwu huuwnhunnny
PPL-U  (wyunthbi'  uwl  Mwuwdhpwwny  pdojwlwu  wwpwquubph  dbnppbpdwu
Uwywwwlyny  Yugdwhbpwb) £ USh-GCUMNAR-17/4 dwdlwagpnd qUwlodwlt  hwpgdwu
pupwgwlwng (wjunthbin' bwl Cupwgwlywng):

«Updwpuhdu» UMC-U funphpnht Ubpluywgpwsd pannpny hwjnub) £, np «USh-
FLUMAR-17/4» dwdywagpny quwtodwl hwpgdwu hpwybph Mwydwuwagph twfuwgdh 1-hu
Cwybwdédp  hwunhuwgnn  wbfubhlwlwu  punpwghp-qudwu  dwdwlwlwgnygny
uwhdwuywsd' 2-pn swihwpwdth (Hnwwwwn  unbn Xience XPEDITION) U 3-pn
swihwpwduh (HEnwuwwun unbuwn Xience XPEDITION Gpywn) wwpwupubph wnbuuhlulywu
punipwapbpp Yuwaddws bu «Funwdubph dwuhts <€ opbuph b << Gunwdwpnipjwu
2017. dwjhuh 4-h N526-U npnodwt npnypubph fuwfundwdp, wywpniiwynd Gu wuhhdu
wwhwlgubp' unbindtiiny whth{wan wwjdwulbin htwpwynp dwutuwyhgubiph hwdwp:

Uwutwynpwwbu, Cuybipniginiup hwynub) £, np dbpp Updwd swihwpwdhuubpny
Uwfuwwnbujwd wwpwupubph wbfuuplulwu punypwgpbpnud 1ISO 13485, CE-MARK L FDA
Uowgpnuiubpp funpwlwu Gu b hwugbgund B dpgwygnipjwu hwdwp shhduwydnpdwd
funspunnunuiph wnweowgdwup:

«UGh-GLUMNAP-17/4» Swdlwanny quwupdwu hwnpgdwu hpwybpp
hwdwwwwwuuwtwpwnp 2-pn b 3-pn swihwpwdhuubpny twuwwnbujws' «Henuwwn
uwntiin Xience XPEDITION» L «Henwuwwwn unbiun Xience XPEDITION bplwp» qudwl
wnwnlwyh wkfuuhhwlwu punipwgntipp wwpniiwyn Gu bwb hbnlyw| hwnwupoubpp'
«ISO 13485, CE-MARK, FDA L Swaquwu ubpinphdphlwuntubph wnlwjnipjniu: ABBOTT
Vascular luwd hwdwpdtip»:

Pnnnph puunipjwt twywwnwyny 09.08.2017p. wbnh nubgwd Uhuwnh dwdwuwly
Muwuwdhpwwnth  Ubpluwywgnighsp punniutg - wyiut thwuwnp,  np nbluthyulwu
punipwapbipnd Ubpwnywd' 1ISO 13485, CE-MARK, FDA tpwapnuiubpp twiuwnbunid bU
wpinwnpnn - pulbpnigywt Yondhg hp wpuwnpwd wwpwupht wpdwd
hwidwwwwwufuwuniejwl wpnnuwgph wwhwuop, huswybu twl wju, np I1SO 13485
ubpinhbhwwp  hwunhuwund £ «ABBOTT  Vascular»  wpwwnpnn  pulybpnigjwt
wijwiwlwu  wpwnuwaghpp, ptlk wunbg, np Clpwgwlwpgh wwwnwuluwbwnnt
unnpwpwdwudwtu  Ynndhg  UWWwu  wbubhlwywu  punipwgptph uwhdwunip



wwdwuwynpywé £ Muwwindhpwwinth  Ynndhg  uwfuhhund  &bnp  phpqud’ tpdwd
wpnnuwonpbpp  ¢niutignn  uinbunbph ny pwdwpwp npwywlwt  hwnlywuhoubpnyg, b
npwuhg pfunn’ ubpyuynwiu dbinp pbipdnn wwpwuph npwyh Uywwndwdp  hulynnniew
fuunwgdwt wuhpwdbonniejwdp:

tunphnipnt wpdwuwagnpnd k, np ppwgwlwpgh 2-pn U 3-pn swihwpwdhuubipng
Uwfuwwnbuwsd wwpwupubiph nbuuhlwywu punyewgnpbpnd updws' 1SO 13485, CE-MARK
L FDA wpuintwgpbpp hwunhuwund Bu pwgwnwwbu ndjw; wpnwnpnnh' «ABBOTT
Vascular»  puybipnigjut Ynndhg  wpunwnpyws  wwpwiupht wpdwd  wuwiwywu
wpwnnuwagpkip:

tunphnipn - wpdwUwagpnd £ twl, np <pwydbpnd  bwiwwnbujws'  Ybpnugjw
swihwpwdhuubiph wnbfuthywlwu punypwgnpbpnid «fwd hwdwpdbp» Upnwip Yepwpbpnid &
njw]  wpunwnpwuph  wujwudwup  («ABBOTT  Vascular»  Ywd hwdwpdtp), U sh
Ybpwpbpnu dwntwuadwd wpnnuwagnpbiphu: |

hug JGpwpbpnud £ Mwwdhpwwnth  gpwynp  nhppnpnodwt dby  uodud' &£
wnwlwpniygywu  04.05.2017p. N 526-U  npnpdwdp  hwunwndwsd  «Funwiubph
gnpdpupwgh Ywqdwlbpwdw» Yunpgh (wunthbn' Ywpg) 21-pn Yhwnh 1-hu Gupwltinp
«w» wuwppbipniygiwt hwdwdwju' wwpwlplbph qudwu nbwpnd npwbh ubipinh$hlwinh
wwpuwnhp wnlujniejwt wwjdwuhu, www tunphnipnp qunund £, np ugdws hnnwip
Ybpwpbpnd £ wwydwuwagph Yuwnwpdw thnygned wwjdwbwaghp Yupws wudh Ynndhg
wwwinyhpwinniht ubiphuywgynn npwbh - ubpunp$hlwnh - wwpnwnhp wnlwgniejwt
wwhwboht, wy ny pb qudwl wnwplwih wbluhluwlywt  punewgpny’ Ynulpbin
ubpnhdhlwn uwhdwubiint wwhwuohu:

«Funwutiph dwuht» << opbiiph (wjunthbin bwl' Opbup) 13-pn. hnnwsh'

o 2-pn dwuh hwdwdwu' qudwt wnwplwh punypwagnpbpp'

1) wbwp £ dpgwlygnigyut  hwdwuwp  wwpdwutbp  wwwhndbt  huwpwynp
dwutwyhgubph hwdwp.

2) swhwp L hwugbgubt qunwiubph _gnpdplpwgnd  dpgulgnipjwt hwdwp
shhduwynpywd funspunnnubiph wnwywgdwun (...).

e 5-pn dwuh hwidwdw' qudwt wnwpluwih hwnlwuhoubpp swbwp £ wywhwte Yud
hnnud wwpniiwly&u npbk wnlunpught upwth, $hpdwiht wudwudwlp, wpunuwagphu,
Fuphghtu Ywd dnnbihu, dwqdwu bGplyphtu Ywd Ynuypbn wnpjnipht ywd wpnwnpnnhu,
pwgwnnipjwdp wiu ntwptiph, Gpp wuhuwp £ qudwu wnwpluwih punipwgpndt wnwtg



npwug: <nnuiubip  oguwgnpdtiint nbwpnd  hwwnlwuhgubph  punipwghpp whnp £
wuwpniwyh «fud hwdwpdbip» pwntipp:

“wngh 22-pn Yownh hwdwswit® qudwt wnwpluwih punyewgptpp W dwutiwlyhgubiph
npwlwynpdwt hwwnlwuhoubiph qguwhwwndwup ubpluywgynn swhwuhoubipp uwhdwutihu
wbwp £ hwyyh wnub), np npwig wtwp L pwjwpwpbt deyhg wybh huwpwynp
dwulwyhgubp®  pwgwnnipjwdp  optiuph  23-pn hnnqwdh  1-hu dwuph  1-hu Yhnng
Uwhuwwnbujwd wwydwuubipny qunwd Yuwwpbint nbwptnh:

Ujuwhuny, Funphnipnp quund £, np Cwuduwdnnnyp'  «USh-GCUMAR-17/4»
dwolwagpny quwtdwu hwpgdwt hpwybpny twuwwnbuws qudwt wnwplugh 2-pn b
3-pn swihwpwdhuubiph  wbfuuhyulwt  punewgpbpnd uwhdwubing  Ynulypbin
wpwunuwgpbiph Uepujwgdwt wwhwuy, fuwfuwnby £ «dunwubph dwuhu» << opkiuph
13-pn hnnwdh 2-pn. dwuh 1-hu b 2-pn. Yewnbipnd, 5-pn dwuny b Ywpgh 22-pn Yenny
uwhdwuywd ywhwuoubpp: _

GiuGind  Jepngpjuihg b nEywdwupybind  «Yunwiubph Jwupu» << opkiuph 50-pn
hnnwsdh 7-pn dwuh 1-ht Yinh p) Gupwlbinng' << qunidutiph pnnnpwpydwt funphnipnp

(FENEGE S

1. «Ujdwpuhdu» UNMC-h 01.08.2017p. hbnqijgpwé pnnnpp pwywnpwnb) dwutwyh:

2. Mwpuwynptigutp <wuduwdnnnyht seyw| hwynwpuwpbp «USh-GCUMAR-17/4»
dwdlwagpny  quwlpdwu  hwpgdwt  hpwybpny  Gwpiwwnbudws  2-pn L 3-pn
swithwpwdhuubipp:

<L gqunwdubiph pnnnpwnbdw funphpnh npnonudt hpwdwwwpunwnhp k:

<< qunudubiph pannpwnydwu funphpnh npnondp wpnn £ pannpwipyyb) nwnwlw
Ywngny;

<L qunufubiph pnnnpwpldw

funphpnh wunwd' V i
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