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(( qtrnrdtrbnh hbr"n Lluqr{rub pnrlnpLbn ptrtrnrl ultrdp (uilunrhbr.n' bulh FnrlnpLbp pLLnrl

urlrd)'ptrLbln{ (l.Jbqhhl) UrnC-h qnqdhg 05.12.2018p. LbpQurlugpurb pnqnpn (ulunrhbun' Lrurtr

Fnrlnp) U qhg r.huur,nupqpbnn, qr.unq.bg hbrntrlrup.

1. ,.Ub$hhL> .UT IC-h fuEnhuJrugnru0 tlrwurnbnE. hhrltru4nnnrtltrbnE Lr uluhtutrgp.

(LJbqhhlll UrnC-L (urlunrhbun'Lutr CLl.lbpnrplnrtr) (( qtrnultrbp[ hbun !ruq{ru6 pnrlnptrbn

pLLnrl uLdfrL 05J22018p. LbpQrulugnbl h pnqnp, nnn4 hupntrbl f hbrnl.rlup.

<<bptlutrlr Llfuhpun (bplugnr rrLt{urtr qbunurQurtr pd2QutluL hrudurluurnurLo

h[dtrurryputlfr (urlunLhbun' trurtr qurin{ftpurunn$ Llnrplfrg hurlr"nurnrun4bt h kU6U'nAp-2019/16-3-

b'lF< 6u6!uqpnr{ qLrlurtr pbpurgru!unq:

1.2 hUdUrneP-2019116-3-b'lP< 6ur6lluqpn{ hpruu[bpp hpuqupur!{bt h 28.11.2018p.,

durrlp' 12:44-llt:

1.3 (ulunbpfr ptrrynrtrrlurtr rlbp2trurdrudlbunp' 05.12.2018p., dudp' 14:00:

1.4 U6nrprylr Qulurgdrutr opp' 07.12.2018p., dudp'14:00:

1.5 <nu4bnh r{bprupbplul hr.r.rpgnrd nrrlurp!b1nr {bp2trurdurrlt.1bun I uuhrlu.rL{bg

03.1 2.201 Bp., dur,lp' 14:00:

1.6 hUdU.neF-2019116-3-b.f|F< 6rubQurqpnt{ qtrdrutrp rfuuutrr.uLlgb;.nr tiqurrnurQn{

(LtbqhhL,, Urnn-L hpru{bpfr rnbfuLfr!rutawL ptrnrpruqplr urntrlnrplurrlp (pur{bpnr"[ tl



<9trnrdLbpfr rlurufrtrr, << opbtrpnr{ uuhrlurtrr{ur6 durdl.4bunnrd u{uJnqwpLutrtftutr Lqruunrulnr{

h ur p g ru qn rd h Lr bn L| urj u g n b L q u un {fr p ur m n rlrL :

1 .7 (rupgrur|.pnrrlp trbpllurlug{bt h 0t ]2.2018 pr{u!urtrlr durdp 16:26-frb tr 16:28-frtr:

1.8 (tupgrurypdrlti r{bpurpbplul qrurn{frpurnnrtr tnutbt h qtuunurufrrtr, npL puun fnrpjutr 1[

uL ryp u ryurpd b1 h u pg ru rlp rJutr p:

2.1. <$trnrdLbp[ rJr.uufrtr> (( opbtrpfr (hbr"nrulunr'Opbtrp) 3-pr] hn4qru6fr 1-frtr rluu[ 2-pq.

l{br'nh huiluudrultr' OpbLplr trquunullL h h phrlu ur.yfr <qbnrdtrbpfr Lr qLnullhnh qnnbnt pr.rgh

untr rn bu n 11, u p 41 n Ltr ur r{brn Lr oqun ru u{brn fr p ru L1 utr ur g n rdp : >

2.2. lwlwdulL Opbtph 3-n+ hn4{ur6fr 2-prp duuh 1-ht, t4b,rh'qlnrdLbpI qnp&ptrpurgir

utlqpnrLrptr h nqLrftuL qnp6pLptugfr rlftluutrrut,1urL LlrutrnLtrbpn{ dpgruLlgurlfrtr, purfrutrgfrQ,

hurftu|rr.h, hpuqurpurQtulftr tL n1 fuunpr-ulurL hfitlnrLplbpnr{ lluqdru!bpqnrd>:

'huunr{frpurunnrfrtr qLunqurptuLdrutrtr trqurrnurQn{ htupgurlpnLrl hn Lbplulugr{b1

kudu,.qeF-2019116-3-b'\P< burbLpuqpn{ hpurr{bp[ unbfuLfrlurt4urL plnrpurqph 3-nq, 4-n+, tt

5-nq:urr'htupurdfrtrLbpJr t{bpurpbrurut (Lf hg lrbnqulug{nrrl btr hrupgnrdtrbpp):

Opbltpf 29-nry hnrp{u6fr 1-frL druufr hurdtudrultr' durutrrutafrgL frpru{nrtrp nrLlr hrulinbp[r

trbp!urlurgdurL {bppLudrirrILlbr"np ptutrrulnrg urntr{uiqL hfrtrq onugnLgurthtr on unru2 gnu4nn

quhurl2b;.nt hpulr{bpI u{urnquFu.rtrnul: (urpgnrdp Lluuunrupurb rluutrru!gfrL u{urnqupLuLnulp

rnprudrurypr{nLd I qpu{npl hupgnultr uunurtrurlnr opr{urL hurgnpqnrl bpQnr onugnrgulfrtr op{ur

phpugpnul:

1-,nqL opbtrplr 40-ntl hn+LtLu6fi 4-nry durufr hurdudurltr (rupnbptr trbptlurlurgrfutr

{bp2Ludutl!bunp prutrurlnrg nt nLZ, prutr bpQnr ofiugnLgurl[rL op wnru2 hpurr.{bpnrd L1upnry btr

lluunLup{bt uhnthnfunrplnrtrtrbp, npntrp trnqtr onn hpruqurpu!{nuI btr unbqblruqpnrd: U.lq

rybqpnrd hrulLnbplr trbplrupugrluL t{bp2trudurdlbrnp hur2{urp!{nrd h urtq r.hn{rnfunrplnrLtrbpfr

rftuufitr r"nbqbQuqpnrd hpur4upru!blnr onhg:

f-dblr Opbtrpnrt tr (pruu{bpnr{ hrupgu4prlurL h qr.upqruputrrlurtr hurfi-up uuhdrutrriub btr

huunurQ durlllbunLbp, uur!ru1tr alurun{frpurrnnrtr qurr"n6r-unuprutrb;. f, nn opbtrurlpfr qnrt,Ihg

LrlunqulFtLlLtlultr hulrlurp uruhrlutr{ru& dudruLulp Zwvr Uuun6 h, hbuntnuprup} th LlunnrL

q ur unu u fu utr b I db p q n rtLlfi g L bp L1 uil rl g r.trub h ru p g ur rpp durtr I :

0pbtruryfrptr opbtrpLbptr pL4nrtrnul I hurrlurquunurufurutr pbpurgu!*nqn4 tr hbrntrurprup

LpuLgnrl uurhtlurtrr{urb durdtlbrnLbpp 4frunurpllbl btr nrpurilJrun' lnLl.,lpbun hrupgbpJr ptrLruptarlurtr

Lr bqpruhurLqrlurL qu Lnr hrurlurp :



alurn{frpuunnrL purn fnrpluL qunqLupruLrlutr runnuln{ nrLh hn quunLlbprugnrdLbpp tr

hutpgurypdrutr hrudrup qulpqruputrnul LnuLnL hn urlhrlulrru& Lprngn' lrnu, 4frppnpn2nnlp

luputrnrrl I hbr,n[1u1nrd, pbLr' opbtru+hnn durllbrn I ur-uhdurtrbl qupqruputrrfutr hrudrup,

utuQuultr ryul Zw.;ir Utun6 durdutru! h, nruun[' qupqurpruLnrd th rnprurlurqpr{tr U qtrrlutr

pL pu g ur ! Lu n qn L1 h n u U utr Lug 4h op bbpfr t 
1 
nr4 un urqn r1L fu u fu r"n tlru rlp :

Ouun{fipurr"nnrfr llnrllfrg opbtrpn{ ylnr-u2Lnprp{b1nr tr.rprylnrtrpnul furufurnrtbt h (Ubqhtl,
U,.n C-h qL rlutr ptr purg ur L1 LU nqhtr rlur uL u ! g b gn r fr p ru {n rtrpp:

OpbLu4pur!rulr Lnprlbnh fuu,lurnrlurdp frpru!urLurg4nq qtrdurtr ptrpugurl.lurnqn th UrunnrL

uqurhn{b1opfiLur!r-utr ltrprugurUunq, npp trurfuurunbubl I opbtruqfrpp' <gtrnrrlbbpfr duruirL> ((
opbtrpnrl tr ryprulrg frpru!urtrug4urL hudurp ptrrlnrti{ru8 [purr{urtaurb rulunbpn{:

(LIbqhhL,, U'lC-lr 05.12.2018p. Pnrlnptrbp pbtrnry urtrdfrL trbp!u1urg{ur& pnnqnBn{

trbpIruluigpbl I hbuntrlurl qruhuLgp'

- (urludrulL <$trnrdtrbplr rluufrL> (( opbtrph 50-nry hn4{ru8Jr 7-pry rluu[' <bplrtuLfr

uluhpun (bprugnr utrr.{rutr ulbunwlurtr pd2lrutlurtr hrurftu;_ur-upr.utr> hfrdtirurypurdh kUdU.neP-

2019116-3-bqF< 6ru6!ruqpnr{ f1b!unpnLullrtr ru6nrpryfr hpuru{bpn{ urpqblbl llurrnrlpbl npn2ur[lr

qnpbnrlnrplnrtrtrbp Lr ptr4nrbbl npn2nrdbbp, uJtr h' lutrglqtugtrbl qLnultrbpfr qnpbptrpu.rg Lr

qurpunurr{npbgtrbl' ptr4nrtrbl hrurftrqrur"nr.r.rufuuub npn2nrd' trbp!ulrugr{ru6 hrupgurqprlurL

urnLlnLplurlp:

(UbqhhL') U,.qC-L 11.12.2018p. Pnrynptrbp ptrtrnrl ruLdfitr trbp!urlugnbt h 05.12.2018p.

Pnrlnpnr{ trbpQulurgt{ur} qurhruLlh hurnur!bgnrd, r.r.r1tr t' qr'rprrr{npbgtrbl qrurnr{frpurunnrfrL

lllurlurgurb hurdurpbl hUdU.neF-2019116-3-b'qP< 6ur6llurqpnr{ qtrrlurtr pLpugurL,1unqn:

h pntdtr 05.12.2018p. bbpllurlurgr{u6 pnnrlnpfr (UbqhhL), U'lC-L 12.12.2018p. qpurr{np

+hnBnnn2druilp hu1untrb1 | hbrn[r1urp.

*Ahq +Pfu-ku-20181121 pLLrupLl{n11 Fnqnph unLlnrplurlp qum{frpuunnL bpLlltrfr

uiuhpurn (bpurgnr rutr{uL qbrntul.4rutr pd2Qurt4utr hurdruluurputr (firltruqpudfr (hbuntrluni

trurtr qruunr{irpurnnr) bbpL,;rulugpur6 rlfrppnpn2r[uL nLunulbuufrpdurtr upq.ynrtrBnLrl

r.updurtrruqpnrd btrp, np rultl q.LunqugLlbl I r.huruunbpJr rulpu{rnfudurtr nqqnrpJultlp, frLlqb Luuh'

qhnpnnnZdurb bppnpq prudtrn{ trbp!u1ugnuib unbutullbrnp r{bpupbpnrd I rlngnupn hrurpblnrg

h bLn n ! urqrftu ! bn Lq {n q qn p6ptr pr.ug frb :

alur"nt{frpurunnrfr qnttLlhg hpurr{bplr {bpupbplurl qrupqpurtrnul umrutrurlnr trqruunurQn{

pnrlnpupbpp hpru{bpn{ uurhrlurtrr{ur6 dutll4bmnrd trbp14rupugpbl I hrupgnul: UJtr, nn

htupgul4pntdpLbpt.1ru1ugr{b1hu{unq.rupurtrnrdurnuliu,r1nrhtlrIurp<9Lnrdtrbp|rrIuru|rL><<



opbtrpnd (hbuntulunr' opbtrp) lr qurrn{frpurunnrfr hpurr{bpnt{ uluhrlrutrrlub dutltlbunntd' pnrlnBn{

tr bp L1 ur1 ur g {u 6 t{bd I r.u nru p Q ub $ h urL ry[ u r.r.rtr n rd:

Pnrlnpnr{ trbp!ur1ug{uE {b6fr ulnurp!rutr I hutrryfruurgbL qurunrlfrpurunnrfr qnqUhg [uLn

fnrplurtr, pn{urtrrplQrrtht urnnrdnr{ {bprupbpbflr, hurpgurrypdutrp {bptupbpnrl r{bpgntbnLplurtr

u!L! rufiBn{ qupqr-upurL nrd 1mpuilwrybp:

alruunr{lrpruunnrL pnqnph ptrLrupl.lrlurtr durlurLru! Lbptlutlutgpub hn qhnBnnn2durrip

hurpnbbl I unburuQbuntrbp, npntrp :btr hurrlurqurr"nruufur.utrnrd oplbtlm[{ ltpulluLnrplubp:

Ouunr{[puunnrb rllrr"nnrdtrrur{np qbnr..lnr.t ufuuL I Lbp!tulurgtrnrd u.r1L, np pnrlnpurpbnn ufuLUI

pnrlutrryut4nrpludp Llnrp h unpurrlurrlnbl pnnnpp pLtrnrl urtrdfrtr, rl[L1rybn' qrurnr{frpurrnnrfr

qurnurufuurLp pwpdprudultr pLpbpgr{b1. I pnqnph pbtrnrplurL ptrpurgBnrrl, pLUgh LUJr1,

armeps.am quLphg Lurfuurr4bu Lnr4Luqn{ub opfrLruQp pnrlnphL qhg Lbp!tultug{.bt hn'

alruun{frpurunnrfi LUJL unburuQbunp, nfi pnrlnprlpbpL urdpnq2ur!utr rnbqbt4nrplnrtr th

trbplurlrugnbl, ryur lrp unrplbQrnh{ qrurnlbprugnrrlL h h LbpLqurlurgr{urb Fnrlnph, r.huurnbpfr Li

LuLqLugnLJgt,bnh rnpnh{ru6 pLllulnrrlp. dfrtrypbn' pnrlnpurpbptr udpnqguQtutr unbrlbtlnrplnrtrp

trbp!urlugpbg h pnqnpnr{, tlhg trbp!ulurgr{urb trlnrpbpnr{ U pntnBh pLLurp!rlul hurdurp

hp u r{[ p r{ub tr fr u rn n {:

OpbLpfr 3-nrl'hnryt{urbp utuhdrutrnrd I opbLBlr trqrurnurUp, uQqpntlpUbpp Lr qnpbnrlnrplrutr

nlnnLnn: bpb nlnprnn Uurnqru4nfrnt opbtrpfr ul4qpnrtrpLbnn fur.ufrr"nr{nrd btr, firuqnp rluprlfrtrp 1lr

r1b!ur{upr{nrd urJrl ulqpnLtiBtrbnn4, 2p2ubgnrrl h +nruLp, huLl opbtip[ Lqurunur!p ,h

|rpur!rutrugrlnrd, urr{u lbtrp Qrupnrl qtrruhurrnbl, np Lhurq.nn rlurpdLfr |.1nq,lhg Ipru!rulug{nrt

qnpbpLpurgn tllu1urg{b1 | opfrtrur!urL l.r Qupnrl I urntugurgtrb;. frpru{urtpulr hbuntlubp: u[Lypbn'

qurunr{[pruunnrtr nLtrfr urltr ryhnpnpn2nulp, np opbLph 3-nr] hnryr{urbp th Uunnq hurtrry]ruutrLu1-

pntnph fpur{ulul hfrtlp:

alurunrlfrpuunnrtr trbp!rulugr{rub pnqnph {bpurpbplurl nLtrfr pLryq&r{ur6 r.{bpurpbprlnLLp,

pbpl.ru urJU dulunu[, nfi d[ prutrI rutrqrutl hfr2rurnrut4nrd h, nn pnrlnpurpbpp Lbp!ru1ugpb1 h

u.lurnqLuFurLdurL u[nfnfuu[ub unuppbpruQp, uurllultr, hblLqbu {bnn tr24bg, LbpLlulugr{u6

LlnLpbpJtg nnUh r.Ibt{h pn{ubryruQnrplnrbp th fn{nfu{bl, rynrulrB Lutr hpruquupurQ{bg btr

pnrlnph pLbnLplurtr duidurtrru!, dfrtrlrybn' qurrnr{[prur,nnrtr h pnqnpurpbp pLQbpnrplutrp

tlbrlurypnrd qpr.qruprnuLph hurdurp :

Fnrlnpfr pLLrupllr.ftutr drudurtrru! nuLn qurnr.{frpurrnnrfr LuJtr unbuuQbunfr, nfl

nopbburypnrplnrtrp 1fr uuhrlrulrnrd.qurpqupurbdulb pnt{urL4ru!nplutr {bpurpbplrul pnqliuunpbfr



qurhurL2Lbp>, nruunfr tlur2tautr4{ub th gurtrLlurgurb pn{ruLryur!nrplurlp qruunruufuurtr

unpurrlur;pb1nr:

0pbtruq[pI nLnnLnn Quupqur{npn11 opbLpLbnh pL4nrtrdrurlp uurhdruLnul h frprur{nLtrpLbp,

qurprnurQurtrnrplnrtrtrbp tr qnpEptrpugfr QurqduQbpqdurtr huiltup qnpbfrprulruqrl: PtrtriunU{nrt

4h6bth hruprupbpnrplurlr tanrtLlbph hurlurp qLunquputrnrd quhurtr2bp druutrurllgfr flpur{nLtrptr

h, huU ur14 hrupgur4pdurtr pnu{urtrryur!nrplurLp {bpupbpbfi qrupqurpurtrnrd unpurdruq.pbp

fiuqnp{ub tlupdLlt quprnrul4lLnrplnrtrtr h: alurrnt{Jrpturnnfr u[bpnh[2ru1 rlnunbg.nrdp, npqbu

qbunuu!urtr durpdtrlr bbp[1ulurgnrgth' l4L2urtrurQfr 2p2uutrgb1. opbtrpp tr Ipru!urtrurgtrbl

qn pbptr purg, n n 0 1[ h u tftq ru un ru u fu rutr n rrl 0p bLpfr q ur h urtrgtr bp lrtr : u :

Fnrlnplr pLtrnrplutr truluunu!nr{ Fnrlnptrbp ptrtrnrl urtrdI qnqLlhg hpur{[pr{urb tr]rur-nbpfrtr

rluulurl1gnrd [p CLL,1bpnpjurL firuqnn4ur6 bbpl4ur1rugnLght ULbr,nu Uupqulr,ubp:

2. <bpl.rutrh I,IluhpruF (bnurgnr rut{qrtr qbmuqut Fd2l{ul,lutr hudutuunuL,,

hhdtrturlnurlh llnnrlbg-pnrynph {bpupbplut trbnllulugrlru6 riuurnhnE, hhrltrtu{nnnrdtrbnn tr

+hFpnnnZnrdE.

nbptruL[ l.Jfrhptn (bpugnt uL{urtr qbrnulluL pd2llurluL hurrluluurprutr> h[rrltrurqprudp

Irbplurgu{urb pnqnph {[purpbpltul 11.12.2018p. qpnrppurlp Fnrlnptrbp pLtrnrl ruldfrtr

Lbp!urlurg pb1 | hbmtrlLu L qhnpnnn2n ulp.

*kU6UrlCIP-2019/16-3-b,.qP< 6rubl|ruqpn{ qtrdruti pLprugru!Lunqn frprullurLrug{nLd h

(e-auction ) hlbQ un p nL u1 frtr u6 n rp 4fr h ur dur ! ur pqn r{:

hUdU..qep-2019116-3-brnF< 6rubQurqpn{ qLdurL pbpugurQurnqh (urlunrbrn'

pLprugruQurnq) hprur{bpp hpruu4rupruU4bt h' 28.11.2018p.:

kUdUrneP-2019116-3-b.qF< 6urEQruqpnr{ qtrdurtr pbpugut,1urnqh hurlunbpfr trbp!rulrugrlutr

r{bp2tr udur d! bun h uru h rlurL {ur&' 05.1 2.201 Bp. dudp 1 4: 00-tr :

$tr rlr.uL ru nu p Ll tu' hb 4.l q.h 4 Lr u p rn ur putr ur Ll uL ru q p utrpu un bu u Qtr bp :

Strnrdtrbpfr druu[tr (( opbLph 40-n+ hnrp{ur&fr 5-pr1 lbunnr{ uruhrfuuL{urb durdlbrnnul'

01.12"2018p. (n: ru2fururnutrpurl[tr op), <ub9hhl, U'l0-h Qnndhg Lbplrulrug4bt h hurpgnul

pLpugutt.1Lunqh hptu{bpni{ uurhrlurtrr{urb 3-prp, 4-nry Lr 5-n+ :rr.hurpud[LLbpir {bpurpbplurl:

(upgruq-pdruL pn{urL4uQnrplnrlr' <Medtronic> rutrr.{urtrnLrlnr{ ru14pruLBlurnbur,ut4]r rurlpnqgru!urtr

unbfuttItautauL ptrnrpurqpfr hudrupdbpnrplutr qLruhur"ntlurtr unpurdurrlpnrd hpru{bpnL{

u ur h rlurtr r{rub qtr durtr ru nw p ! ur1 [ un bfu L I L1 u I ruL pb n rpuqp frL :



E-auction hrurfuu!urpqnd duruLurQfrgtrbphL qupqrupurtrnul unpurtlurrlpblnr uruhdrutr{rub

dbp2L urdru rlll bun' 0 4.12.2018 p. dru dp' 1 4 : 0 O-tr :

Uruhdrutrr{116 dtudl.lbunnLtl alurnr{frpurr"nnrfr Llnrydfrg mpuitltur}n4bt h ulunq.upurbnul:

h qur-nruufuruL <lJbghklu Url0-h qnrtLlhg 05.12.2018p. LbpLlutltug{ub Fnrlnph, hurlunLnrd

bLI tbq., nfi Fnrlnpfr r.rlurhuLgb tutrhfrtlb h, npqbu Pnrlnplr h[dbuu{npntd LbpLluiltugt{ub

{rruuunrugh t, hn,r,4iuQurL h[dpbpp lbtr hflrltrurr{npnrd unturl Fnqnp[ urnurpllul[ quhuLln, hutt

'rlurund[purunnLfr qnqLlhg rnpurdru4p{urb u{unqurpultrrlurtr pnr{urtrq.rutlnrplurb qhnqhnfuntdp Lr

rlblltrurprutrnrdp, fltrlqbu Lrru[r rh.r"runr{[purnnrfr llnndhg u1unqurpr.utrrluli r.unnuln{ ubr.lrLul.lutr

r4urun!bpugnu.ltrbp nrtrbLurlnr rlbrlurqpuLpp, hurrlurpnnl brl, npqbu nLIbQhhl-) UrnC-h t{nqdhg

qpqurpLnurLp:

1. Fnrlnpfr 1.8 !br"nn{ tr2r{nLrl h' hurpgruq.pdutr r{bprupbplurl 'lurunt{frpuunnrL un{bL h

q w unru u fu utr, n plr [u un f n rp1 utr th rutr qp u 4tupd b1 hurpg ur4p rlurL p:

alrur"nr{JrpuLnnUh qnqr.lhg e-auction hurrlu!rupqnr[, hurpgnrdp Llr.uuntupub durutrurQgJrIr

Lrbplur.1urg{bt b u{unqLuFrrtrnrd' trbplrulugr{rub hrupguryprftuL {bprupbplLul, nnn uruhrftub{urb

Urunqn4 h uurhrftubr{rub drurl!bunnrd hptuqupuQ{b1 h r4ur2rnnLuLltutt mbqb!uqpnrrl tr

hru u ruL hlfr h pn [n n hL ur p ru {n p rlur uL u Q frglbpfrtr :

2. f-lpqbu Pnrlnpfr r.hurur"nurgh t, hn.l4urQurtr hhdp' druutrru!irgp trbpt,;rulrugtrnul h qtrntlLbpI

rluru[tr

rutr g Q ru g tluL q ur1 drutrtr bp p :

3. 0pqbu Fnrlnpfi r]rurur"nurgI tr frpru{urL1r-utr hhdp, rlurubu![gp tibpQurlugLnLd h

qtrnrdLbplr durufrtr (( opbtrph 40-n+ hnrl4ubfi 4-p4 l.1btnn, nnnq uuhdurLt{nrd bb hpLurlbpnLd

r]rnr]rnfunrplnrLtibp Lluruntr.rpblnr Urnqn, uurlqurltr trnrltr pnrlnpnr"[ th quhutrp{nrd

qurpmu{npbgtrbl Oruunr{frpurunnrlrtr hpuu{bpnrrl t4rur"nrupblnt nptrf rf nqhnfuntplnrL:

4. 0prqbu Pnrlnpfr r.huruunuugfr Lr frprurlruQurtr hhrlp, tluuuburlgh qnrydhg trbp!iulugr{ub

qLnrdtrbplr duufrL (( opbtrph 3-nr; hn4u[u.r6fr 1-frtr durufr 2-nry t,2-prp tluruh 1-ht] Qbunbpp nt dh

U bn q lbtr h[tIL ru {n p n rd ilru uL tut4g h pnnnph urnur pl4 uub :

5. Prugfr r{bpntr2ur1. hfrdpbphg, npnlgnrl 1fr rupdruLurqp{nnl Ourrnr{frpuunnLfr t1nqdfrg nptif

furufurnnrrl, duuLurqhgn trbpQulurgpbl h r[uun{fiprumnrfr qnqdhg unpurrlurrypr{u&

Lrl u nqLu Furtr rftutr un bpu un fr I p dbllL u purtr n rp1 n rtr p :

Pnrlnp[r dbpdrlurtl lrpru{ur!urtr hfrdpbpp'

QLnrdtrbpfr durufrtr (( opbtrph 34-nrl hn4t{ur6fr 1-lrtr tabunfr hrudurdurlL'



(urlutbpp qLulhurr"nr{nul btr hpurr[bpnr{ uurhdurtr{ub l4urpqn{: Prur{upurp btr qLruhurunr{nrd

hput{bpn{ trrufuurunbu{w6 qruldutrtrbpfrtr hruduquLnuufurltrnrl hr.ulunbpp, hru!runu! rpbqpnul

hulmbpp qtrurhruun{nrrl bL rutrpur{upun U dbpd{nrd btr:

9Lnrrltrbpfr druufrl (( opbtrph 30-nq hnry{ur8lr 1-[tr LlbunJr 3-nr] u{runpbpnrpluL hurrluudurltr'

(upnp trbpunnrd h rluruLrut.1gfr hururnumur6' nt qtrurlfrL unrl2rup!p (inbfutrfrQutlLulr

unurgrupQ lurd mbfuL[!uLauL pLnrpruqfrn), bpb hpu{bpnrl Lrufuurunbu{u6 f.

(rurlu.rdurjtr

quppbpnrp.putr'

Unuu2ltb unbqtr qpurlbgpru6 6rrtrulr{ub druulru14frgp hprut{bpnr{ uuhrlulr{ru6

npuQur"[npdrub lurrrhruLlr2Lbp[tr frp hurrluqurrnuufurutrnrplnrtrp h[rltru{npnr1 r.huruunLupmbnh

hbun dfrtuu[L LbptaulugLnrd h trurtr'

Lu. hn t{nqdhg huumuunr{rub ruqpurtrptrbpfr qtrdurL rybqpnrrl' urnru2ruptl4nrf rurqnurtrph

rutr {uti n Lrlp l.r un bfuL I ta u ! ruL ptr n rpruqp bp p,

(uudurdurlb << !runurrlupnrplutr 534-1, npn2dutr 19-nry Ubunh 4-pry btrpruQbunh huudurdurltr'

9trruhruunnrl hurtrdLudnrlnt{lr pufrLnnLqrupp huduU*nqh dfr2ngn{ brutrnrgnrd I runru2[tr unbqtr

qpurlbgpur6 druutrru!gfrtr' urnrupup!b1nr{ 6uLnrgnultr nrrlurpLlblnr op{wtrfrg hur2r{urb bnbp

ur2fururnurLpurl[L' onqur ptrprugpnul hurtlul4urpqfr rlfrgngnr{ Lbp!r.u1urgtrb1 npruQrur{npdruL

lur.huLfr2trbnn h[rdtruur{npnrt hpu]4bnn4 trufururnbu{ur6 {rtuurnurpqpbnn, prugtunnrplurdp

qLnLdLbp[ tJurufrL (r.ulurumutrfr (urLpurqbunnrplurL opbtru4pnrplurrlp uruhrlutrrlub rybqpbpfr,

frtrlqbu Lrulr unqtr Urrnqh 11-nry llb,"h 3-p4 btrpr.ullbunnr{ Lufuurunbut{urb r.huuunuprtpbnn.

(( lunurulurpnrplurL 534-L npn2dluL 22-fry llbrnh hrudrudulL'

UnqL llrnqh 19-n+ !bunnr{ uurhrluL{rub drud!brnfr ru{ruprnfrl hru2nnqnry ru2furuunurhpurlirtr

onn pLunLnnqurpb flbllmpntrutlfrL brlurbruQn{ hurtrdtrr.udnrln{[ urtrryurrltrbpfrtr rlfrurdurtftuLLul.l

mpludruq4nul I urnurpJrL rnbqb qpurrlbgpru} duruLurQgh hnqdhg Lbpl4urlurg{urb

r.hruurnr.upqpbnh qrurn6bLtrbpp, qtrurhurndurtr pbppfrllLbplr bpQnulQutr opfrtrutl |.r qnrlhunbfrg

uunrug{ub unbrlb!urunr{nrplnrtrp: (rulunbplt qtrruhruundruL uprplnrLptrbpfr huruunur"nrliuL

Lqurr"nruQn{ trfruunp hpur{frp{nul I n1 nr2, putr qhruurnupqpbnn hutrdtrudnqnqh urtr4urdtrbpfrtr

mprurlurrpp{b1nrL hugnprynrl bnnnnry ur2furuunrutrpulfrlr opp: Ctrry npnuI, uqprutrptrbpfr qLrlutr

rybqpnrd huLdtrrudnqn4n qtrruhurrnnrd h trutr trbp!ulurgu{urb rnbfuLlrQutarutr pLnrpuqpbplr

hutluqurunurufuuubnrplnrLp hpur{bpnr{ uurhdurLr{r.uE rnbfuLfr!ruQrul ptrnrpruqpbpfr

quhul2trbpfrL, ftu! utrhuduqruunuuufututrnLplnrtr urpduLruqpblnr rpbqpnul hr.utrdtrrudnqn4h



Lfruun[ urpdulruqpnrpllutr r"lbl durtrpurdruutr Llupruqprlnrd btr hrulr"ntrurpbpr{rub

urL h ur rltu q u un ru u fu r"uL n rp1 n rLL bp p :

hUdUqeP-2019116-3-brnF< 6u8lruqpnr{ pLpurgrullurnqh hpur"[bpfr 1-frL durufr 4.3 lbunp

uurhrlurtrnrd h'

LJuuLullfrgp hrupnnr{ trbplurlugLnrd I frp qnqdhg huuuuumr{ur6' trnLlL hpu{bpfr 2-pa

dnru[ 2.1 llbunnt{ Lufuurnbu{ub 4frdnrd-huJLnupurnnrplnrti, nnn trbpunnrd h LutL'

hurlunrupurpnrplnrtr' unu2urplqr.{n11 ruqpuLpfr' hpur{bpn{ tiurfuurnbu{rub unbfutrfrQutautr

pLnLpuqpbp[L hurrluqrur"nruufurutrnrplurtr t{bpurpbp1u1, qrlldrulnr{, nn runur2frLr unbqn

qpurrybgpru& duuLut1frg 6urtrtul{b;.nr qbqBnul unrltr hpurt{bpn{ uruhrftutrt{rub Irnqn4 U

drudllbunnrrl hurlrdtrurdnrtn{htr h trbpQurlurgtrntl u.rnugup[1r{n11 ruqpurLpfr uL{urtrnrrlp,

8uqrluiL bnlqhnn, uqpurtrp[ rnbfuL]r!tuQurtr ptrnrpurqpbpp (rulunrhbun' ruqpurLpfr

ru rlpn qgru ! urtr tr ! up urqh n) :

hUdU'neF-2019116-3-bqP< burbtluqpn{ ptrprugurUrunqh hpr.ur{bplr 1-[b durufr 7.13 !bunp

uruhrlurtrnul h'

Unru2frtr rnbtp qpurrlbgpru6 rftuutrurLlgh qnltlhg trbp!urlugu[n1 r.lruuunupqpbnn

hurdrlllupqp urr.{unndruun brlurtrurQnrl dfrudutlurtrr.r.rlq nrrlurpl.4nrd h qtruhurunnrl hwtrdlrudnrlnt{fr

uLrlurdLbpfL tl puprnnLrlupfrtr: LlfrurdudutrurQ €urpunnrry-upp hurrlurLlurpq[ d[gngnr{

hutrdLurdnryn4h utrq.rurltrbpfrtr nrrlurp!nul t tandfrunbfrg uunug{ur6 unbrlb!urunr{nrplnrLp:

(rulunbpfr qtrurhurunrlurL urprylnrtrptrbpfr hr.r.rurnr-uundurL tr]rur.np hpur{frpt{nul h n: nLZ, pulr

r.lru.ruunuprypbnn urnuigt{b1nrL hru2nprynrl bnnnnry ru2fuurunr.r.rLpu4frtr opn: Ctrry npnrd

huLdtrrudnqn4n qtrurhr.urnnrd h trutr trbpQulurgr{ru8 uqpurLpfr unbfutrfrtarulurL ptrnrpruqpfr

hurluqurr"nuufuurtrnrplnrLp unqtr hpurr{bpfr u4uihruLgtrbpfrb, hu! rubhruduqurunruufututrnrplnrL

updurtrruqpb1.nr rybqpnrrl huitrdtrurdntn4h trfruunfr rupdurtruqpnrplurL r.lbl qurpunurryfrp tl

rftuLpturlruutr Ltlrupurqpr{nul btr urulprutrpfr r,nbfutrfr!uQurtr ptrnrpurqpnrd unr.;tr hpu.r{bpfr

q ru h ulti gL bp tr L ! u rn rlur dp ur p d urtr ru qn 4u b urtr h ur du q u r"n u u fu urtr n rpl n rL L b p p :

(( !unui{rupnrplurtr 526-L npn2rftub' 22-nry Llbunh, frtrlqbu Lurtr hUdUqAp-2019/16-3-

b,,lF< 6ur6lruqpn{ pLrpugurllunqh hprur{bp[ 7.16-p4 Qbunh 1-[tr quppbpnrplurL hrurftudurltr'

(u4mbpfr qtrr,uhurunnrrlL frpwQurtrrugr{nuI h rynutrg trbpQrulurgr[uL r{bp2Ludrutl!brnp

pruLrulnr op{urtr[g hru2u[ur6 rl]rL1tr hhtrq, hrU tunugJrtr Lnbqn qpurrlbgpur6 rftuuLrul4gfr

ttbp!utlurgpurb rrhururnruprlpbpfr qtrurhuunnrdp' rlpurtrp Lbp!u1urg{b1nr op{uLfrg hur2r{u& rl[rL1h

Ln u u ru2fu u-r un iuLp rul frtr o p {ru ptr pul gpn rd :

(( Llurnu{uupnrplurL 526-1, npn2druL' 1 5-n+ L1brnh hurdrudrulL'



$Lrurhruunnrl hrulrdtrurdnqnr{fr utrrprurlp u{brnp I nrtrbLrrr duuLu![gtibnh npurl4ur{npnrdp tr

runurgrup[1t,bnn qtrurhuunblnr hurdup 14uhurtrgr{n11 duruLuqfrunuQutr llwpnrlnrplnrtr, htrtn

npn2{n rd I qL durL u nu p Q tu1 frL h ur rluq ru urru ufu utr

rlbpntr2tul hirrlpbpp r.utihtlupfrL btr rpupdLnrd .LrbqhhL), UrnC-h trbpLlulurgr{ub pnrlnpfr

I p u r{ru1ur f n rp1 n rL p, h ur24h u ntr b1n u[ h bm l"r1 ur t h wtrqur dlutrptr bp p'

1. (upgnulp Lluunurpub uLd[tr Lbplurlurg{b1 h *{runq.urprltrnrd, nnn uuhrftur{rub

durdllbunnrd hpruqupr.ult{b1 | rnbrlb!urqpnrd' hpuqupuU4*6 h 2018-12-04 14:55:46-[9

utrdutlllbm:

2. Uurutruutlhgn trbpLluulurgtrnrrl b hn qnqtlhg runru2upLl{n11 ruqpuLpruunburu!}r

urrlpnqgurIurtr rnbfutrfrQul,1rutr pLnrpruqfrpp, urqpurtrpurlfrtr tr2rutrp tr uprnurrypnqfr bnUhnn'

pLpurgurQrrlnqh qtrr.uhr.urnnrl hurtrdtrudnrlnr{Jr qnrttlhg urnur2frtr mbrl qpurrlbgpub druutrurtlfrg

6urtr u1t{b1n rg hbunn :'

3. 9trrlutr urnrupllurl[r urrlpnqpurl.luL unbfuLfrllrulluL pLnrpurqp[ qtruhurr-nnrrlp

flpullutrgu{nrd I ptrprrgurllurnqh qtrurhrurnnrl hurLdLudnrlnr.{]r Unndhg hujrnbpJr qtruhurmrlLutr

u p ry1 n rLptr bp fr h ur u un ur r.n rlurtr b fr u un n rd :

4. gLrdrutr runurp!u1fr turlpnqgurLluL unbfutrIQurtaurtr pLnrpurqpfr qtruhr.uunriurtr

frpru{urunLplnrLp' unp{ub h nlrpugurQurnqh qtrurhumnrl hurtrdtrurdnrln{frtr, purtrh nfl

qtrruhruunnq hutrdtrudnqn4h lutrqr.udp u,1brnp h nrtrbtrur rluruLurLl[gtrbnh npurQur{npnrrlp tr

urnLugrup[trbnn qtrwhrurnblnr hrurlup quhrutrg{n11 druuLruqfrrnru!ruL !rupnrlnrplnrtr, hlr:n

n p n2{n uI h qL rlurb ru nur p t,; ur1 [tr h u durq uunuu fu uL :

5. *Lruhrur"nnrl hruLdLrudnrlnr{h qnqilhg runuglrtr unbrl qprurlbgpub duruLurQgh qnrpihg

trbp!ur1ug{urb mbfuLfrQu!ub ptrnrpluqpI qtrurhurrndurtr Ipur{uunrplnrLp unugrutrnul h

pLprugtu!unqh pupunnrquplr [1nntlhg tlfrultr r.unru2lrL unbn qprurlbgpurb rluruLurLlgfr

r.,hurur"nurpqpbnn, LUJ4 p{nLd Lutr unbfuLItau:!urL pLnrpurqpbpp, hruldtrurdnrlnrlfrtr

rn prir rlur rypb1n r op {trL frg :

6. (rutrbtrudnrln{[ qnqUhg unbfutrflaurlAuL pLnpuqpbpI qtrurhurunrlruL hurlurp

uruhrluL{u& druilQbunp' rlfitr1tr 10 ur2fuurrnrutrprulfitr op h:

Urnugr{nrrl h, nfr duutru!ltgp oqrnt{bgn{ hnbl ptrdbnLr{rub htrruprur[npnrp.ynrtrfrg,

LbplirulugLnrrl I qtrdurL runupQrulfr urdpnqgru[1ruL mbfutrfrtpu!utr ptrnrpurqpbpp, t1

qurhurL2nul h rl'lLuLn{[puunfrg qtrruhurrnbt hn unbfutr[taurluL ptinrpurqpbpfr

hurrlurqurmurufuruLnrplnrtrp hpur{bpn{ uuhdr.utrr{ulb qrlhr.r.rb2trbp|llr' 4bnlru thurb4frurutriulnr{

unqL pLpugrullLUnqhL puur{rupurp hrupn LbpIurlugpub U unru2frli unbt qpurrlbgpub



du.ruLru!frg: lrrlurtr dbpnrpuprutrnrpludp duruLurUhgt bnn Uunnry bL hrrrlunbpft Lbpt.;ulugdtutr

r-{bp2trurdudQbunp putrulnrg bnbp onurgnugu{ht on unug trbplrulugUbg hpbLg urrlpnqgut4rutr

hr.ulrnp' duuburqJrrnur!ub r.hnpdurnnrplnrtr, unbfutrfrtaurt4utr ptrnrpLuqnbn, unbqb!utrp hrup!ur1fitr

dupdfrtrtrbpirg, qLurlfrb unu2up! U uJ[b, h qruhurtrpbl alurrnr{frputnnrtrbpfrg' Lnu[nr

u{LunqurpuLnrd' Lunr}Jnp hnbt,p !6urtrrul{bb ptrpurgrulqurnqh unru2frtr unbrl qpruqbgprub t,L

h b un ur qrul n rd' pti rn p r{ru 6 dru utr ur Q fr gLr bp :

h pnriltr 11.12.2018p. qpnLpludp trbp!ur1ug{ur6 4frppnpn2dub <bphurtrfr tJfuhprp

(bpr.ugnr urtrr.{rutr qbunuu!urtr pd2Qurllulr huiltulur.unulr, hItltruiqpurtlp 13.12.2018p.

Lbp!u4 urgnbt h nurg nLg ht hfrdLu{npnultr bp.

<ru24h runtrbgnr{ u1tr hrutrqurtlr.uLpp, nn qLnrdbbplt opbtru4pnrplnrLp $ uruhiluLnrd

pnr11urr"npbfi qruhwtr2trbp n'1 hrupgdurtr, n't u.lurpquputrrlurtr pnr{urbqrrtlnrplutr {bprupbplul'

urpdurburqpnLrl bt p, nfr a[uunrlfrpurunnrtr uurhdutrr{r.ub Uu,nqn4 U durdtlbunnul hurpgnulp

!urunrupub l.Juutrurlgfrtr unprudru4pbt h qunqurputrnul, nnn hpuqtupul.14bt h qtrnrdbbpfr

14 ur2un ntr u ! urL un br1bl1 uqp n rrl:

Qunbnrd btrp, np dlrLlh lunru2frtr r"nbq qpurrlbgprub dtuuLru![g 6tuLrul{bp nphf htrurprui{np

rlurubruQgh UnrLdhg trbpQurlugr{ur& nprullur{nprLutr r.hruuunuupqpbnn, Lbprunlul unbfutrlrQurlurtr

pLnLpurqp[ hudrupdbBnrplnLtrp qtrruhruunbp furufuunnul h utt hLupwr{np rltlutruUhgtrbnh

ptrprugruLlLUnqhtr druutrurlgb1nr Ipurt{ruhtu{ruuupnrplurL utlqpnrLpp, nfitr urlpurqpt{ub h

<QbnrdLbpfr rlurufrb> (( opbtrph 3-n+ hnq{u&[ 2-p4 druuJt 3-nt[,qrnpbpnrpputr rypnqptrbpn{:,

Pnrlnpfr ptrtrnrplurb trqtur"nur!n{ Pnqnptrbp pLtrnrl'urtrdfr qnqUhg hpur{[p{urb Lfruunbpfrtr

rluuLrutlgnrd ffrb <bplrwlfr ufuhpun (bpurgnt uL{utL qbunulltuL pd2taullutr hurrlurluurpr.uL>

h[dtruqpud fruqnp{wb trbplurlugnrgfrlLbp Onrpbb bqurLlurtrp, Suuunlutru Lf[pqnluLp tr

Ubnh 9urpurqbunlurtip:

3. 9Ftu-EU-2018/121 Fnrlnph ptrtrnrpJurh hrurftun hruUub fuzwtrurt|nrpJnrtr nrtrbgnn

t uru rn bn n. Fn [npfu bn ptrtr n n ufu 6 h h h dfu u rlnFnrdfu bn E tr bqn ru h rutrqn rdE.

Fnqnptrbp pLLrnrl urtrdL nrunrdtruufrpbl h nUbqhhL, UrlC-h t{n,1dhg 05.12.2018p.

Lbplur1mg{urb pnrlnpn tr 12.12.2018p. Pnrlnp[L I pnrdtr LbpQulug4ub gnu4nn ryfrppnpn2nrrlp,

tr t4hg r.hruuunrupqpbnn, hUdU'DeP-2019116-3-b'nP< 6u6lquqpnt{ h;bQmpnLul[L ru6nrprl[

hprur{bpp (r.ulunrhbrn' trutr (purr{bp), nbpLrurtrI ufrhp*n (bprugnr urtr{uL qbunur!utr



pd2lutlutr hudurlurunurL, h[dtrrurppurlfr qnrldfrg 11.12.2Q18p. 1r 13.12.2018p. PnrlnBtrbp pLtrnrl

ruL6[L Ubp!ru1ug{wb qpuu[nn qhnpnnn2nulLbpp.

<bptrutrlr ufrhpun (bpr.ugnr urtr{urtr qbrnrulutr pd2!ru!uL hurrftulurunurtr,

hlttlLurrlpultlh [1rnhptrbnh hr.udtr.rp qbuurllurL qrurn{bpnr{ uubLtnrur{nprlurL burnrulnrplnLtrtrbpfr

duurnnrgdutr trquunurQn{ 6bnppbp{n11 pd2[utlurb L2r.ubrut4nrplub rlqpurlpLbpfr

drur"nurtlrupurpdurL dbnppbpdub trqurrnrulln{ htllrrruprupulbl h hUdU.nep-20l9/10-3-b.lF<

brubtlurqpnu{ fgb!unpntrrulfrtr w6nrp4fr ptrprugur!urpq (urlunLhbun Lrul.r' U6nrpq):

kUd Uq A p -201 I 116-3-b..q F< 6ur6! ur qp n { f 1bL1 rn p nL u1 frL ru6 n rp r;fr'

. huJmurpurpnrplnrtrp h hprut{bpp gnumner.am qu2unntlruLlutr unbrlbl4ruqpnnl

hpqupurll{bL bL 28.1 1.20'l Bp:

. hru1unbfr[ trbplurpugdurb {bpgtrurdrudlbun h uuhdrutrr{b1 dfrLitr trnLjL hulunupurpnrplutr

h p ru q u p u L1 rlurtr op r{uutr fr g h ru2r{ur6 7-p rp op r{ru dru dp 1 4 : 0 0-p :

. hnu4bnfr rluu Quqdnrl qurldruLurqpfr burfuurqb]rL tfhg trbpliulug{ru8 phq 1

hur{b1{ru6n{ unbfuLfrtaru!utr ptrnrpruqpnt{ uruhrfuuLu{b1 bL hbr"nlrlul huuntputrJrZtrbnn.

- 3-nry lurrlrupudtrni{ <Ufuunnpn2frl Llupbrnbp/4-Ufuunnpn2frl Llupbunbp hb{urqh4

qpngbqnLpuiLbpfr hurdurp: erurfu{rub r{frpurhrur"nu{nq hhLtut,r;h prZhg U 4hnLuhurun{nq urLnpfrg

ufuunnpn2frl Lilupbmbpfr qurhurtrl4nq tLuLhL h' 4Fr (4fr-19rl/4ntr u 23d/{pt1

rutrgnrLrulnLp.yurdp): ,9rufu{urb r.{[pruhrum{nr1 urtrnpfr urLurunndfrrul.lrutl

unutrdtruhruunQnrplnttrLbpfig tufuunnpn2frl !rupbrnbpfr r4urhultrl4nrt rnburut4trbptr bL' AL-1, AL-

2, AL-3, AR-1, AR-2, AR-3, AR-Jp, JL3.5, JL-4.0, JL-4.0, 1t-S.0, JR-3.5, JR-4.0, JR-5.0, Mp-2.5,

MP-3.0, MP-3.5, MP-4.0, ST, lM, lM-Round tip, lM-Short tip, IM-JP type, BP-JL, BP-JR, , plc,

PIG-Small, PIG-l45', PIG-'155', PIG-Round 155o, Tiger rnbuurQJr' nrtrfr{bpuru[, unLnh u2 tr 6urfu

urLurpLbp[ 6lnrrlbpft hiutftup' nruryflur;_ tr $bdnpurL dnunbgdurtr qbqpbpnul: $nprlurrn' hurun:

SruLlurgrub durunrutlupurpriur6 furlprupruLuilfr hrudlup CE MARK t1rrl FDA nnLUt.,1h

{lirupu14urtrLbpfr r.unt4ur.lnrplnrtrp qrupunrurp[p h: albmp h fhLh trnf', toqLnLuqnfi6riur6,

qnpbuprutrrujfrtr uunbpfrl rfrrupbpu{nprlurrlp: Lbpurn[ rnbfutr[!ru!urb gnrgutrfr2trbnn,

urntuLdtrurhurntlnrplnrLtrbpp [r oqunuiqnpbilutr lrlLntrtrbpp' qnpbruputrrulfrL dbnLurpQ[r dtrn{:

(urtrbLblnt quhfrL u-1br,np h nrtrbLu u.rrlpnrp qfrrnurtrb;.]rnrplub drurllbmfr runtrr{ruql 7O%-g:

Qurnu{]rpuunnrtr frprur{nrtip nrtrJr nuLn urLhpurdb2rnnrplutr r{bpruqurpdtrbl t1r,l rl nfrbt

urqpuLp[ tLULhun u11 1ur{run4, bpb r.r.rn!u I uqprutrpfr urilpnqg qfrunruLblfrnrplurL durtll;brnI

unL{ruqL 50%-g: bpb run!u btr.hrlnrdtrbp $frpdurllrtr urtr{urbdutrp, rupunnbuqnhb, huphqhtr



lud dnryblrtr, bruqduti bpllpfrtr lrud lntrllpbun urrplnrp[tr !rurl rupururppnrfrL Qfiprunur!Lut] h

n t l trr.I h u rlu p dbp )) ru fi Ln ul h ur1 m n rp1 n rtr p : > :

- 4-nry lur.huprudLnr{ <nfilurrnurghnb Qurpbr"nbp' [Lrlu1L4nrt qlr4urLnpnr/2

tfrpuunugfrnL QrupbLnbp' nL+LtuJtrrln't gbqurtrnpnr.{, pfr$nplaurgfrulfi hrurlurp: PrulnL

pL41ur1L{nr1ql4urtrnpn4, L{urpbunbpfr bptqupnrplnrLp n1 qulluru, pLutr' 145ud: FulnLp bnurptr,

nn0 pnU[ | mufru 6L2dwU ufrLuq purpdpurgnrdp ptulntrfr dh2: unrunpfr 6rtnh unpurilurqfrbn nt

u.r4bL, puL'0.4dLI'1.25dd-h prulnL]r rpbqpnul, nt ur4bL, purtr'0.42dd'rltrurgu6 tturlrbnh

purlntrLbpfr r;-bqpnul: Uwbllnqpn hhrlnn$hth!: 9uifu{urE r{frpruhuunrlnrl urLnpfl unpurrluuqbfr

:uthhg !upbunbpI qruhutrl4nq lurf bpL btr puun unprurluq6lr' 1.25rld;1.5rftI; 2.0tfu1; 2.25dd;

2.Stltl; 2.75t1[;3.0ril; 3.StftI; 4.OdLI, trnrlfrLurl 6tr2nrdp n1 qrut,1uru, prutr' 608g'lu, rftupuirdLul

6l2nrdp'1.25-]rg 3.0 dd rnprurlurq6bnh +bu{pnrd'n1 qurlruu, purtr'14199Our,3.Sdrl-frg 4.Odd

rnpurdruqbfr rybqpnitl'n1 qurLluru, purL'12169'lu: 9rufur{u& urtrnpfr r{Luur{rub rfuuufr lurhhg

!upbunbplt ulurhurLl4nq 1u{tbptr bb nuLn bpL,gurpnLpltub'1OtItI; 15rU; 20dd; 30dd; 40dri:

,bnpdrurn' hu.nn: Srutrlrugub tluunurlruprup{urb furlpulpurtrullfi hrutftup CE MARK lrud FDA

nnLuqh {lurlullurLLbp[ runt4urlnrplnrtrp qrupuur4hn f: albmp h fhtrh Lnp, loqunluqnpbu{ur8,

qnpbtupuitrulfrb urnbpfr1. ufrrupbpurr"[npdurrlp: Lbpunlr unbfutrfrQru!utr gnrgurLfr2trbnn,

urnuLdtruhurun!nrplnrbLbpp [r oqunurqnp6rlurL !uitrntrtrbpp' qnpburpu.rtrrul]rtr dbnLup!fr dtrn{:

(urLdtrblnr quhfrL qbunp h nrtrbLr.u urdpnqp qlrunurtrbfrnrp.;urtr durl!br.nfr urntrr{uqtr 70%-p:

'lurrn{[rpr.uunnrtr frpurt{nrtrp nrtr[ [uLn urbhprudb2r"nnrpputr {bpurq.up6Lb1 QrrI rlrnfubt

urqputrpfr tuLhun ur.11 1tur.lrun4, bpb run!ru I urqputrplr' udpnrp ulfrunurLblfrnrpputr drud!bunfr

unbrfurqtr 50%-p: bpb runlru btr hrlnrdLbp $[pdulfrtr utr{ruLrftutrp, rupunnLruqpfrtr, fupfrqfrtr

tltutl dnrybfrtr, 6urqdutr bplapfrtr !rurl lntrLlpbun ruqplnrpfrtr !urtl upunurrppnqfrL l.llrpurntutaLub h

u h tu tI h r.u d ur p dbp D ru fi Ln u h r.u1 r"n n rp1 n rtr p : > :

- S-nry lurr{rurpurdLnr{ <n[gurunurghntr Qrupbunbp' pb41-u1L{nr1 qLryurbnpntL/3 - Furlnlr

pL41ru1L{nrl qtrrputrnpnr..L, tlurpbrnbpfr bpQr.upnLplnLLp'n1 qrulluu, puiL' 145ud: PrulnLp bnurph,

nnn pnU[ | unufru 6l2durtr upuq prupdpurgnrdp pulntrfi db2: unrunpfr 6*tnh unpurrlurqlrbn nt

rurLbt, pLULr 0.4dU' 1.25LId-h purlntrfr r;.bqpnrd, nt ur4bt, pLutr 0.42dLI' rlLugrub turf bnh

pugnLLbpfr qbqpnrd: Uw6tlnLlpp hfrapn$frfrt,1: 9ufur{ub r{frpurhurunr{nr1 ruLnpfr

ruLruunndfrut.1urtr unutrdtrurhurun!nrplnLtrtrbpfrg QupbrnbpI qurhrut lr'lnrt lur.lrbpl blr [uLn

unpu;durq6[' 1.25rU;1.SuftI; 2.Odrl; 2.75d[; 3.0rld; 3.SrU; 4.Odil, trndfrtrrul 6tr2nrdp n1 qruLluru,

prrL' 6089Oru, rfuuBulrrftul 6tr2nulp' 1.25-frg 3.0 dLI rnpurrlurqbbnh r]bqpnul' n1 qruluru, purL'

1419941ur, 3.5dd-[g 4.0LId r.npurrlurqb]r rybqpnrd' n1 qruluru, puL' 1216941u: gurfur{urb ruLnpfr



riluiur{urb rlurufr :u-rrhhg Qrupbubpfr rquhruUl4nq 1ur{rbptr btr puun bpllulpnrplutr' 10rftI; 15drl;

20drl; 30drl; 40dd: Snprlum' hiuun: 3ruLt4r.ugru6 dumtut4urpurpr{urb lurlpurprulutllr hurrlurp CE

MARK l4u.rrl FDA nnurl{h r{QurpuQruLLbp[ runlrulnplnLtrp qupunurryfrp h: albunp | fiLir trnp,

,oqmLuqnn6{ru6, qnpbupuLrulfrL urnbpfrl rnhurpbpurr{nprftudp: 1-,bpun[ mbfuLIQutautr

gnrgrulrfr2t bnn, unrutrdLuhrur"nQnrplnrbtrbpp [r oqunurqnpbrlurb L4uLrnLtrbpp' qnp&urpurbulfrtr

dbnLurpllr dtrnr{: (utrdLblnr quhftL u{brnp h nr.trbLu rurlpnqg q[unuLbl[nrplurtr durdQbunJt

urntrr{urqL 70%-g:>:

(utrbtrudnqn{n' (ubghhl) Urn0-h qntrlhg trbplurlurgt{ub hupgtlurtrL I qruunruufurlr,

lnLpuprutrlnrp lurr.hr.upurdbfr druun{ hrulr"ntrbl I hbrntrltul Lnqtrurpn{rutrryululr

qurnquprxtrnLdp.

<(rurludrulL

<QtrntlLbpfr qnp8ptipurgh Uurqtftulbpqrftutr> Qupqh 32-n+ Ubrnh 22-nry bLpurQbr"n[' urnur2fitr

unbrln qpruqbgpru6 rftuuLul.,1gh Unrytlhg [rbp!urlurgpur& npruQrurlnpnrdp hfrrltruru{npn11

{rurumuptpbnn, huU uqpuLpLbp[ qtrdutr rybqpnul trrutr mbfutrftltul4tuL ptrnrpruqpbpp,

alruunr{frpruunnr[ t{nqdhg qtrruhur"nr{nrd btr rynurlp Lbplurlurgu[bgnr op{urL]tg hur2r{urb d[L1Lr

unuru ur2fur.urnuutrprujlrtr opr-{r-u ptrprugpnril: (( qtrnultrbpI druulrlr opblruqpnrplrutr hrurftudr-u1h'

hurpgnulp luunuprub Lftuutrulgfrb qurnqurpurtrnrrlp unpurr.luqpr{nrrl h qpurrlnp' hrupgnrdp

u un rutr ru 1n r op r{ruL h urgn p ryn 11 bp lq n r on ug n Lg LU1 frtr op t{u pL prugpn rd:

St,rt rpbqpnul 3bp lnqdhg u kUnUqeP-201 9/1 6-3-b'lP(> EurEluqnnLL f1b[unpnLurl[t.r

ur6nrp4[ pLpurgurLlLunqh 2p2ruLulltrbpnrd hrupgnrdp t]ruunurpr{bt h rlbQunbrlpbpJr 1-frL durrlp

16:26-lrb: ftuun{lrprurnnrfr qnnrlhg qupqupurtrnrd r"nprurftu4pb1nr {bp2trududllbr"np

uruhdurLr{b1f ryb!unbtlpbplr a-n h tl[L1tr durdp 14:00-tr:

tlbpnqplulhg qurnq. bpLrnLd h, nfr alurnr{frpunnnrtr qurpquprutrnulp ur"nrutrurlnr quhfrg

14bunp | !upnrlutrru frpruQuLtugtrb;. qnpbnrynrplnrtr, npfr hurdurp 'tluunr{[purunnrJrtr opbtrpn{

uruhdrutr{ru6 !urpqn{ unpwrluu4pu{nrd h rnruu lu2fur.r.runutrprrlfrtr op: (bunLruqbu, LIurulrurLlg[r

qnrldhg npu!rur{npnllp hIdLu{npnr1 rJruur"nr.upqpbnn, ur1ry pr{nLd unbfuL[!u!urlr

ptrnrpuqpbnn !qrrhurL2r{bL 1-lrL rnbrl qprurlbgpub tluuLuQltg 6ruLruir{b1nr rpbr4pnrrl, hutl

rynurt/p hurdrupdbpnrplnrtrp, htr:qbu trr-uh $nrL!gfrnLur;. runnrdnr{ htrruprur{npnrplutr

hurdurpdbpnrplurL qbr-uhurr.nnulp ta[putauburgqh r{bpntr2url durdl4br.ntrbpnrd, purLh nfl

ql;nrdbbplt druulrtr opbbplt 29-nt; hnryr{ubfr 1-[ti Qbrnn{, flrlqbu tirutr 40-p4 hn4{ubh a-nr}

!brnnr{ ur-uhrlurtrr{rub durrlllbrnntl urqptrtrp[ utlpnqpur!rutr mbfutr]tLlut!tuL ptrnrpurqp[r

h ur du pdbpn rp1 ruL np n2n rdp dur dl1 brn fr ru nn uln { rutr htr urp f : > :



Fnrlnplr pLtinrplr.ub bqr.urnurtln{ t4rulurgub trfruunfr drudurLlu11 (UbqhhL)) U'lC-h

trbp!rulugnrghtp Pnrlnptrbp pLtinrl uL6fr hrulurLhg, np CbQbpnrplnrtrp (pruu[bpnt{ uurhrlrltr{ur6

unbfuL[QuLlwL pUnrpurqph 3-f'ry, 4-f'r], lr 5-n+ 1ur]rwprudfLLbp[ r{bprupbplut u.{urnqupu"rtrnul

uunruLrulnr trqurinurl.1nr{ uurhdur{u} durdl.,lbunnul (01 .12.2018p.) alurunr{frpurmnrfrLr hupgnrd I
trbpLlulrugpb1., uuL,1ulL Quun{[putrnnrfr t{nqdhg Lbp14upug{b1 h qurunluufuuul, nnlr 0uLn

fnLplutr ulunqurpr.utrtlurtr hurpgurqprlurtr ulurrnuufuurti th Uunnq hruLq[uuLu1: LbpQurpugr{rub

qupqpurlidrudp alum{flpurnnrL hrulr"ntrbl h, np opbLurpnh qnqdhg qunqupurtrrftuL durrllbLnp

Zwn lq*n6 h, hbmtluprup CLllbpnrpputr Qnrtdhg trbpl;ru.yrugrlub hurpgurppdrulp 1fr l{urnnrl

q ur un ur u fu urtr r.n ur 1:

aluurrn{frpulnnLlr trbpt4urlurgnLghtn FnrlnpLhp ptrLnrl utr6[b hupntrbg, np qtrnrdtrbpfr

opbLurypnLplnLtrp th uuhrlurlnul pnqluunpbfr quhurL2trbp nt hr.upgrlutr Lr nt hl

Lr{LunqupLutrtftutr pn{urtrqru!nrplutr r{bprupbpluL U puun fnrplutr a[urumr{frpumnrfr qntdhg

uLuhdtubt{u& dwd!bunnrd Lbpt,1urlurg{b1 b quunq.tupurLnrd, nnn uuhdrutrt{urb Urnqn4

hpur14tuptuQ{b1 h Lurh qu2tnnbu!rutr unbqb!wqpnrd: aluuntlfrpurunnf trbp!rulugnLgh:n

hurpntrbg trurh, nn pnqnpurFbnn [p bbptlulurgprub hupguqprludp quhutrgb1. I qLuhuunhl

{bp2[ttftu mbfuLIL1uLlufr pbnrpLuqnh hrurftupdbpnrplnrtrp tr quntrnrrl h, nfr d[L1h urnur2frL unbrl

qpurqbgpurb duruLuQfrg 6ruLu1{bp nnhh hLrupurr{np duulrur!gI |.1ntilhg trbp!rulurgrlrub

npur!rur{nprlurtr {ruruunrupqpbnn, Lbprunlul r"nbfutrlr!uLlurtr pLrnrpuqpfr hrutlurpdbpnrplnLLp

qtruhuunbp, furufurnnrrl h urLt htrruprur{np r.luutrruqhgLbnh pLpugu!unqhL rluruLu!gb1-nL

frp u r{ru hru r{ru u ru pn rp1 tuL u Llqpn rtrpp:

<gtrnrdtrbpfr rluufrb> (( opbbpJr (urlunrhbrnLr' OpbLp) 3-pq. hnry{ubfr'

. 1-frtr druufr 2-p4 lbunfr hrudurdultr' LnqL opbtrpfr trqurunurll I ruqurhnr{bg qLnrrllrbpfr

qnpbptrpugnrd hruunnrgrlulL rlhLftxg urpdbp, u{L h' qtrntlbbpfr l.r qtrnriltrbplr qnp&pLpurglr

untr Ln bu nq, u p rg n rtr u {bun Lr oqun u{bun [p u Qurtr ug n rd:

. 2-nq rftiru[ 1-ht, t.1brnh hurrlurdurltr' qtrnrdtrbpfr qnpbptrprugp h]rdLr{nrd I hbinl.rlrul

ulqpnrtrpLbpfr 4p*' qLdutr qnp6ptrptugfr rllruruLuLlutr QtuLnLLbpn{ dpgu!gur1lrL,

pur*urLgfrQ, hwdurlru{r, hpuqurpuQu4[tr tr n1 fuunpur!ub h[dnLLpLbpn{ !urqduQbpqnul.

0 p bLp[ 2B-n q h n q.{urbn { uru h rlurtr r{ub I hp ru tibp fr pn r{ruL ryru ! n rp1 n rlr p:

1rnL1L hnry{rubir 1-frtr tluufr 5-pry !brnI hurludulU' hprur{bnn qbLnp I qrupnrtrrutlfr qLrlurtr

unrupLl ru1[ ptrn rpurqpbnn:

0pbtrpfr 29-nq hnrp{ru6fr'



. 1-hL druulr hurdrrrdu.;L' rfiluLurlfrgtr frpur{nrtrp nrtrf hrulrnbpfl trbpL,lurlurgtlurtr

r{bp2trurdurdlbunp ptubru;.nrg runLrlruql hht,q opugnLgru.lhtr on unu2 qnuL].nn qruhtuL2blnL

hput{bp[ qu]nqLuFLxLnrd: (urpgnu-lg [.lurunrrrpurb duuLurlqghtr qrunq.u.rpruLnrdp rnpurrlrur;pu{nrd

h qnu4nn' hrupgnrdlr urnurtrulnr opr{urtr hur2nprlnrl bp!nr ofrurgnrgLr4frtr opr{ur ptrprugpnul:

. 2-nry rlurufr rluru[ hudur6rultr' (upgdruL tr qrupqurpurlnrdtrbpfr pn{rutrrlurlinrplurtr

rhuu]rtr hurlunurpupnLplnrtrp hpruqrupur!r{nul h unbrlb!ulqpnrd' hrupgnulp Llurunupub

duuLtu!g[L Lr]unqLupLutrnulp unpwilru4pblnr onn, unlutrg tr2blnr hurpgnrdp Qurrnurpurb

tluuLurlqgI un{urltrbpp, hul'1 uhur11 dngnUph rybqpnrd hurpgduL tr qLunquputrnulLbpfr

pn{urtrryLu!nrplurtr dtuufrtr qurnqrxFuLnrdp rnpurdru4pr{nrd I hpui{bp uuntugtub

rluuLurt4[gtrbpfrtr:

OpbLpfr 40-nry hn4{ru6fr' 5-pr; druufr htududurltr' duutrruqhgL hnurr{nrtrp nrtrfr hulnbplr

trbpLlrllrugdutr {bp2LrudurrI!brnp prutrurlnrg unL{uqtr bnbp opurgnrgrul]rtr on unru2

quhutrgbgnt hput{bnh ulurnq.ruputrnrd: (urpgnulp lurrnlupuub duruLurtlgfrL LqwnqurFurlnulp

unpurlurqp{nrd I hrupgnrdL uunurLuulnr opu{tuL hrugnprynq bp!nr oprugnrgurlfrtr on{ur

pLprugpnLd:

U1 uq ]r u n u{, Pn rlnptr bp ptrtl nr1 utrdtr urpdurtrurqpn rd, n p.

. (n ru 4bp ['pn {tuL rpLu L1 nrpl n rtr p L bp u nn rd h qtr tlutr ru nru p L1 u4 fr ptr n rpurqn bn n :

. Ctrlbpnrplnrtrp (purdbpn{ uuhdurtrr{uu& qtrrfuutr unuplullr ptrnrpu]qnh qurlfuultrbpir

t{bpupbp1tuL 01 .12.2018p. 'rlurrn{frpurunnrfrtr trbp!lulurgr{ur6 hrupgdurtr 2p2ruLurlltrbpnrd

r{bp2irLfru futrrynbt h ri.turnq.urpurtrb;., pb hrudundbp L]rrhlnrnt]r{b"L urpqlnp Medtronic gfrptlurl[r

r-LrnLnurlfinrplurtr urulpurtrBurunbuur!Lbp]r pLnrpruqpbpp CLpurgru!unqh (purr{bpn{

q u htrL2r{n 11 qL rIwL u nru p 1.1 ruL bp fr ptr n rpurqp bp fitr, pb' n1:

. (urLdL urdnrln r{fr q n q,Ihg Ctr ! bp n pl uL p tr bpllrul urg r{bl h 14 u nqu pub n ul:

Pnrlnptrbp ptrtrnrl rutrdp qrnl.rnul h, nn CL!bpnrplnrtrp' (pur{bpnu{ utuhdrutrr{ru6

r"nbfutrItlutawtr pLnrpurqph ,qut,lutrtrbpfr {bpupbplurl a[ur"n{Jrpr.uunnrfr qtrurhurunnq

hutrdtrrudnrln{frtr LbpQurlurg{ur6 hrupgrlurrlp rut4L!ur1b1 h umr,ulrr.ut hn L1nrydlrg r.unrugrunt14nrl

uqptutrpuunbuuQbbpI Lr (putt{bpn{ uurhduLr{ur6 qtrdrul.r runrupLlurlI hurdurpdbpnrplutr

{bpuphplurl u.lLupq"upurtrnrd, uurt4ulL (rutrdtrrudnrtn4h t{nndhg r"npr{ub Lr]unquiputlnrilp pur.n

fn rp1 urL {bp upbp bLh th |.1 ur r"n uu p {urb h u p g dutr p :

bltrbln{ u[bpnqplrlthg Lr 1b!ur{rup4btn{ <*Lnultrbplr ilruufrL> (( opbtrph 50-n'} hn4r{ur6fr

7-pq rftuufr 1-frtr tabun[ <p> btrprulabrnnr{ pnrlnptrbp ptrtrnrl utr6l



nI.nGbS

1.(ub+hkl), Urq0-h qnqLlhg (( qLnrdtrbnh hbr"n Llur{4u6 Pnrlnptrbp p[rLnr1 utrd[tr

05 .12.2018 p. b bp l1 ur1 ur g p ur6 Fn rlnpn pur r{u p tu p b1 dru uL u L1 [ :

2. alupunrur[npbgtrbt kUdUalaF-2Ol9/16-3-b'nP( burbtlurqnnq hlbl.lunpnLtul[L iu6nLprlJr

qtrurhuunnrl hutrdLurdnrln{frL pUrpnrtrbi hUdU'qaF-2019116-3-b'nP< 6ubQruqpn{

flbQunpnbrulfrtr u6nrprpfr ptrpugullunqn' 3-nt[, 5-nq, tr 5-nrl luqhrupurdhtr!bnh rlurun{

lQ uj u g ur 6 h ul un ur p u p b ln r r{b p tu p b pl tu ;. h rrr dur q ru rn u u fu u.rtr n p n2n ril :

(( qLnulbbp[ hbrn qurqL{Lu6 pnrlnpLbp pLLnrl wbd]t npn2nrrlL [pu{rur.r4runLnLu+hn h, n]rn

l.1u,nnq h tnr-hnfu4bl llurtI r{hprrrg4b1, ur1ry pr{nul' druutru!fr, rlfrr.ultr r}uLnuputrh Qnqdfrg:

(( qtrnultrbpfL hbrn lruq{urb pnrlnptrbp ptrtrnrl urlrdfi ptrrynrtrrub npn2nulL nrdfr ,lbl h

drnL n uI ultr un brlb! ur qp n rrl h p ur q ur p ru L1 b1n rtr h u2n p ryn 11 op {utr I g :

(( qtrnrrltrbplt hbm quu{{u&

pnqnptrbp ptrtrnq uh6'

J,IU>& hnhL uu.qu3u1'


