
ll t,oTO Ko-rt ,\r l

la orBapsHe rr pailJlor(AaHe na odeprule ia )'qacrue B olxpura rrpoueAypa ,a Br;!.rararrc Ha
o6rrlccrnesa flop'brrKa c rrpeAlrer: ,,rloclasxa rra arIapa't]'pa - Bucororrpou ]Bortrrre.rcrr
ceKBeIIaTOp 3a US.TIOCIIIO reHOllHO, eKIOIUHO H TpaIICKp[IITOMIIO CeKBeHHpaHe, rlJrrO.IfBaIII
HOBOIeHepaurrolrIlaTa ',rexHoJofllfl Ita ccKBeHrrpaHe rrpe'] cIlHTe3 cr,c cLpBLpHa
6rrorrnQoprrarxvua rr.rarrlopMa 3a ) JTpa-6r,p3 BTopHqeH aHa.rrul Ha aaHHu or c.re.qBarrro
noxoireHue cexBerrrpaHe (NGS), ro cropa3ylreHne L0l-285117.12.2019r. c MOH 3a H)'lirrre rra
HyKEIII{ (Hauuona,neu Yuuecpcurercxu Koun,rexc aa Erro]ueauullHcKu tr [Ipu,roxnn
I4:c,reqnanun)"

Ha 14-07.2020r'. ce npoBeAe 3ace,qaHae rra KoMr.rcl.jrra, Ha3HaqeHa cr,c 3anoscA J\b PK 36 -
1649 or 14-07.2020r'. ua Perropa na Mear-rquucxu Vnunepcurer - Co<fur, 3a orBapeHe. pa3rnex.qaHe u
oueHrBaHe Ha o(lepruTe Ha lAacTHr IrrTe B oTr(pHTa rrpoqelypa 3a B-b3nafaHe rra o6ruecTseHa nopcqKa c
npeAMer: ,r[ocraara Ha aflapar_ypa - Bucoxonpou3Boarrre!'reH ceKBeHarop 3a r1qJ'rocrHo
reHoMHo, eK3oMHO H TpaHCI(pUnTOMHO CeKBeHrrpaHe, H3rrOJr3BaIII HOBOfeHepaqlloHHaTa
TcxHororrlq Ha cerBeHupaHe qpe3 crrHTe3 cr,c cbpBr,pHa 6uounQoplraruvua n,rarr[opua ra
y,'rrpa-6r,p3 BTopHqerr aHaJru3 Ha aaHHrr or cJreABaulo rroKoJreHrre cexneuupane (NGS), rro
crropa3yMeHrf e !0l-285/17.12.2019r. c MOH :a Hyxaure sa HYKEfltr{ (Haquona.neu
Vrrunepcurercxu Koun,rexc aa ErroMeAuunHcxrr u llpn.toxuu II:cnegnaHlra)", orxpura c
Peurenue 3a orKpHBaHe Ha npoqerypa ih PK 36- 1183 or 04.06.2020r. na Pexropa Ha MeaxrlrHcru{
Vuuaepcure'r - Cotfnr u o6.rrBneHne 3a nopttrxa c Hsx.Ne 1841104.06.2020r.! Brrr.rcaHH B pefucrr,pa Ha
AOII noa ),r{r{xir,'reH HoMep Ha flopbqKara Nl 00398-2020-0009 r O6ssre]rue 3a flopr,qxa
ny6ruxyeauo B O(buqr.ranHus BecrHHr( Ha EBponeilcKns cbro3 noA uonrep 266384 - 2020 e 6poft S 110
or 0910612020.

flpe4u sanoueaHe 3aceAaur.rero Ha KoMlrcu.sra, flpeAceAarenrr Ha KoMr.tcrrqra rloryqu c
npr.reMarenHo-rrpeAaBareneH nporoKon or cnyxr.rreJr Ha oraen ,.Oll" noAaAeHara oOepra.

Kouucusra npoBeae 3aceAaHl.Iero Ha aapeca na Pexropara na Me4lrquncxu yHr{Bepcrrrer
CoSrlr n rp. CoQur, 6yr. ,,Axag. I4n. Eacrp. femos" Ns 15, er. 12, 3ana ]'l'e 6, B crpaAara Ha
Haqlroua,reu qeurtp no o6uecrBeHoro 3ApaBe u aua.iruru /HI{O3A /.

Hasnaqesara xoMt4crrq e B clcraB, Karoo cJIeIBa:
IPEACEAATEJI: fr. acucrenr Arasacxa Murxoaa, g6, IJeurrp no MoneKynHa MeArrqr.rHa,

Kare4pa no Meaaru.rHcKa xxMuq r-t 6uoxltr4rrr, M(D, MY-Co![ua
I{JIEHOBE:

1 . lanueaa fleHuena, A6, na6oparopeH MeHr.rAxbp, I{enrrp no Mo;rerynHa MeArlqrlua,
Karegpa no Mear4qr.rHcKa xr{ruuq pr 6uoxuutra, M@, MY-Co<pua

2. Mapra feucysona - PtxosoArrrer orge:r ,,Ofl" npu Perropar:a ua MeguqrzucxN
yuunepcurer-Co<fur

3. Xpucruua Eeuena- rcpzcxoHcynr B orAe.[ ,,OlI" npu Perropara ua Megzquucxu
yuunepclrrer-Corf ua

4. IlutvsKust<ora - ercnepr Ofl nplr Pexropara Ha Meanr-(uHcru yuunepcarer-Co$ur

flpegce4are.:rrr Ha KoMucr4.f,Ta orxpu 3aceAaHllero n 10:30 qaca r,I 3a[o3Ha flpnc'r,crBarlllrre cbc
ctAtpxaHr.rero Ha 3anoBeATa ua Br,::roNutel, 3a Ha3HarraBaHe Ha KoMl.Iclr-lr.

flpe4cegare:rar o6rBlt, .{e cr,rJracHo rrporoKona no qr.48, a,r.6 or flfl3Ofl 11 H:dALLAca Ha
loryrreHara o[aKoBKa, B cpora 3a [oraBaHe na orfepra 3a ) racrr.re e [pvera 1 legHa/ o$epra, raxro
cJre,4Ba:

l. nx.J\b 1/13.07.2020r. noAaAeHa B 14:46q. or ,,EJITA 90M" OOI
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Cire.{ orroBecrssaHe Ha yqacrHhxa, noriiJr oQepra ra yqacrue B rrporleaypara. npeacer'lare-rlrr
u arrerroBere Ha KoNrucuqla noanrrcaxa rexJrapauHrr no.rr. 103. ar. 2 o'r'3OfI H no .lJr.51- a-[.9 ]i l3 H
q-r.52. a-r.1 u 2 or Ilfl3OIl.

lIa ny6;ru.ruoro 3aceAaHue Ha xoMrrcllrra rrpgc]crBaue Xpucro XplrcroB - yntnHoMolrteH
npeAcraBlrren Ha yqacrHuKa ,,EJITA 90M" OOA.

I. Ornapnne ua oQeplure
B u:nr,;:Heuue ua ur.54, a,r.3 or IIII3On KoMucr{rra nprrcrtnn K'bM orBapqHe Ha

3ane qa'rauara rrenpo3parrHa orraxoBKa c Bx.Ne 1/1 3.07.2020r'., noaaaeHa or .,EJITA 90M" OO! u
H3Blprxu cireAHure geiic'rnur :

1. Kouucr.rsra KoHcrarl4pa, qe yqacrHrrK6T e npe.qcraBr.rn o$eprara cH B 3aretraraHa
Henpo3porrHa onar(oBKa, cba'r,pxaula:

I .1 . Onr.tc Ha npeacraBeHrrre B ofiaroBKara aoryMeHTr.r;
l.2. Orlereu Henpo3paqeH nJrHK c Ha.qrrrrc .,flpeg:rarauu qeuoeu napalrerpu"
I .2. 3aqsneHre 3a ytracrge, - O6pa:eq J',ll 4;
I .3. OnrHrIeH nocure:r - CD;
I .4. TexHr.recKo npeAnoxeHrre - O6paseu J,,le 2;
1.5. Ta6,ruua sa rexHrrqecxo cr,orBercrBr,re no aprr.rKynu - O6pareu Ne 2a;
1.6. YgocronepeH e 3a oropu3auus or rrpor.r3Boar.rrens Ha aHrnufict<x e3r.rK r-t B npeBoA Ha

6:srrapcru e3rrK - 3aBepeHr-I or ) racrHuKa Ko[Irr;
1.7. lexlapaquq 3a clorBercrsue Ha aHrruitcxu e3HK x B npeBoa na 6r,nrapcrlr e:ur-

3aBepeHr.r oT yqacTHr4Ka Konuq;
1.8. Cepru@uxar 3a perlc,pauuq Ha cncreMa 3a ynpaBneHr.re Ha KaqecrBoro ISO13485:2016

na agr:rufrcxtt e3rK r{ B rpeno4 ua 6r:rrapcxr4 e3IzK 3aBepeHu or ),qacrHltKa Korrfig;
1.9. Eporuypll, It3Baa(x or KaraIJIo3t4 I4 AeKnapaqun or npor.r3Boarrre,rr na asrnuicrrr e3r.rK x B

npenog na 6t:rrapcrr4 e3rrK- 3aBepeHr.r or fracrHlrKa Konut;

KoMracuqra npoat,nxfl{ cnoxra pa6ora Karo onoBecrl.I roKyMeHTIrre, Korz r.o cr,a.[,pxa
ona(oBKara x npoBeprr cborBercrBr.rero r.rM c orruca Ha Ao(yMeHrr.rre no v:r.47, a,r.3 or IIfl3OfI.
Hecr,orsercreuq c onhca He 6rxa ycrauoaeHu.

cr,raacuo rr3r4c(BaHero na.rr. 54, a,r. 4 or rln3on TpnMa or qJreHoBere Ha KoMucuqra
[oAnHcaxa TexHl'Iqec(oro [pe.4noxeHl,Ie! ra6:iuqara 3a rexHr,rqec(o clorBeTcTBue no apTHKynr{,
lpluoxeHxsra xr,M Hefo lr nlura ,,flpe4:raraHll rIeHoBlI napaMerpu".

He 6e u:nr,rueHo lr3ucKBaHero Ha .rr.54, aa.5 or rlrl3oll, rTfi raro Ha 3aceaaHr.rero
npfi ctcTBarxe caMo ynbnHoMouIeH rrpeacTaBrrTel Ha yqacTHlrKa.

C roea npzr.nrovu ny6,ruunara qacr or 3aceAaHr.rero Ha KoMr.Iclrrra.

Ha 27 .07 .2020r. KoMnclrqra fipoAt,Jrxlr cBorra pa6ora ua sarpuro 3aceAaHue, Karo B.r,B Bpr,3Ka
c qn.54, aJI.1. r.5 or 3OII npoBepu HaJllrqr{ero Ha HepaBHorroo'r'aBeHocr B cJr)^rar.rre no v-n.44, a.n.5 or
3ofl no orHolreHr.re Ha yqacrHr4Ka. Kouucu.sra r43B6prulr npoBepKa n flporf u:r Ha r{ynyBaqa x
ycraHoBr.I, qe noaarusr o<fepra yracrnuK He e yqacrBiu B na3apurr KoHcynraqalr, Karo He e noAaBajt
XHAI,IKATHBHA OOEPTA.

KoMucuqra flpoar,nxu pa6orara c]r c pa3rnexraHc Ha AoKyMeHT]rre no .rn. 39, an. 2 or
IIII3OII 3a cborBercrBl4e c u3I,IcKBaHurra 3a nr.rrrqo cr,crosHr.re r.r Kplrrepulr sa nog6op, fiocraBeHr.r or
Btg;roxurerq rr KoHcrarrrpa cJIeAHoro:

l.YqacrHrlxrr ,,ErlrA 90M" oo[ e npeAcraBr{Jr rrornscaH r.r rroarreqaraH orrgc Ha
lpeacTaBeHuTe B OnaKOBKaTa IOKIT\,eHTX;

2. Yqacrnuxtr e npercraBlln nortt,JlHeHo, noArll]czrHo lr noAfler{araHo 3zurBreHrre 3a vqacrge -O6p. J\! 4.
3. Yqacruuxr,r e flpeAcraBun onrurleH Hocr.rreJr - aHcK, Ha xoiiTo e 3an]rcaH eneKTpoHeH

BaprraHr Ha EE!O[.
KoNrucl'rqra HanpaBr.r cnpaBKa 3a axry,rJrr{oro cr,crorHHe Ha ) racrHrrKa ,,EJITA 90M,. oo! n

caiira na AreHul,l.s rro BnHcBaHHqra, Ttproecxu pef]rcrr,pj c-lre.q Koero HanpaBL rrpoBepKa Ha
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e.lexlpoHHlllc IIo.lllltcH. c Kor'l'[o e Ilo.fltficall pe,tcTaBclIllrl cl'.EnOlI H vcraHoBl]- tt!- ]rr[a]a
no"tor( -'ILi o;fllHc oTfoRaprT IIa 3HcxBatIHfiIa Ha BI,3J|o)I(H re,.L H 3OfI.

B el:trnOI I lqacrHHKr,T c lexltapupaJt .-laHrru 'la rocoqeHH'rL- o'r []r't-roxare,lri B vKa']irHHrra
3a rroJroroBKa Ha o{leprar-a flpu,roxenue J\! 2 o6crnsre,rc'rsa.

Kovucssla flpoBcpu aeKnapupartlrre a eEF,flOI1 o6croqle,rcrea ']a rurrca Ha ocHoBanHr 3a

orcrpaHqBalre oT yqacTHe B rrpouel) paTa H )'cTaHotsH. qe rr.flva ocHoBaHH, 3a oTcTpaHrBaHe rra
yqacTHHIt4.

Kouvcnsta lrpHc.rl flI{ K}M pa3r-rrexraHe Ha c6orBercrBr.re'r'o Ha .qeKnapHpaHurc e etillIIOI I
o6crorrencrBa cr,c 3aJroxeHI{Te or Brtloxurelq r43HcKBaHHr. orHocHo KpHTeplulre :a noa6op.

Cr,rracno r.r3HcKBaHero Ha o6qsreHueto 3a [opbtlKa fi Aor{yMerrrarrr.gra ga o6uecrseHa
nopbqKa. Br:;roxtltenqr e nocraBHr'I creAHr{Te H3HcKBaHHq, HMauIH xapar(Tep Ha Kpr{TepuH 3a
no46op:

l. Vaocmuu4ume da u.yam ettedpeua cucmevo 3d ynpa6.rctrue tru Rdqecmromo, c o1xeam
docmuera u cep6u3 rra ta6opamopna onapomypo u/u.tu ta6opamopuo odopydcane rut cmandapnt
EN ISO 9001 uru eKruao:rc meH, Karo cr,orBercrBrrero c ro3u Kpr{Teprrfi aa nog6op ce yaocr.oBeprBa
c ro[r,JrBaHe sa 9acr IV .,Kpurepr.rr.r sa noa6op", parge,r f: ,,Cxeuu :a ocuryp.sBaHe Ha KaqecrBoro
Ir craH.qaprH 3a exo-[oruqHo ynpaBneHHe: Ceprr<faxaru or He3aBr4cr.tMH opraHn, yAocroBeprBarlu
craHraprr.r 3a ocxrypqBaHe na xaqecrsoro" n o6pa:eqa ua EEIOII.

B rpegcraneuua or yqacrHr.rxa EE.4OII, n vacr IV, pa3Ien f, cr,tquqr e AexrapupaJ, qe rlpu
H3rrr,rrHeHr.re Ha noptr{Kara ule 6r,Ae B ctcrorHue Aa [punara c]orBerHa cllcreMa 3a ynpaBneHue Ha
KaqecrBoro, Karo e nocoqun o6xBar H BaJrHAHocr na cepruSuxara. KoI,ITo orroBaprr Ha
r.r3lrcKBaHr{rra ua Br,tloxutelq rIo ro3l, xpurepufi ra nog6op.

2. Vuacmuuqume da pa3no:ru?om cbc cep6u3 a Peny1.tuxa Ettzapua. Clorsercrsuelo c rosH
xpurepuii :a no.u6op ce yAocroBepsBa qpe3 non'r,nBaHe sa Vacm IV ,,Kpumepuu sa nod6op", pasdeLt
B ,,Texuuuccxu u npoQtecuouanuu cnocodxocmu" I note: ,, Llucmpytteumu, cbopb ceHu, u:tu
mexHuuecKo o6opydeaue " om EE,ryOil.

tlacr IV,,KpureptlH 3a nog6op", Parge.n B: Texnlrqecxn n npo{ecuona,ruu cnoco6nocru,
no,'Ie: ,,I{HcrpyMeHTu, cbopr,xeur{s uJrrr rexH[qecxo o6opyananer or EE[otI He e rronbJrgego
or yqacrHHKa, Karo He e rlocoqeHo AaJII pa3rroJtara cl,c cepBlr3 n Peny6,ruxa Er.nrapun.
Y.racrHux't r ,,EllTA 90M* OO! ue e aeK;rap[piur c]orBercrBr.re c ro3r.t Kpnrepuu :a no46op,
3zrnoxeH or Bb3noxrrrens-

C or,re4 xoucraraquqra 3a Hecr,orBercrBHe, JII{nca, HerrbJrHora, HepeaoBHocr ulu <faxru.recxu
I-PEIIIK}I C I.I3HCKBAHHCTA 3A JIIIqHO CI,CTO'HI.IE U KPI-ITEPI,II4 AA NOg6OP HA B63IOXETCI' I-I B1,B Bp63Ka C

H AABA
qr.54. an.S u al.9 or Iln3O[, I(oM}IcHsTa eaxHoaytxHo peu]u, trc e rrar[ue ocHOBAHUC
Ba3MoxHocr Ha )AacrrrrrKa ,,EJITA 90M' OO.{ r cpox 4o 5 pa6ornu aHH or [onrraBaHe Ha
lporoKoJra Aa npeacraBH uoa EE(Ofl *t/utu apyr*t aox),,LleHrr.r, Kor.rro ctrbpxar npoueuera u/Nll.r
Aonr,JrHeHa uurf oplraqaa.

Ouaxoexara, B Korro ) racrHri(a npeacraB, aoxyMeHTure, cneABa .qa orroBap, Ha
I.t3xcKBaHr.rrra Ha ,ur. 47, ar 2 or [II3O[I ]t ta e c Harnuc ,,Ao[6nHr.rreJrHH goxyuenru';, raro
cBrrlara ce [peAcraBn Ha aApec: MeAuquucxu yHrrBepcrrrer - Co$ur, rp. Corfur, n.r. 1431,
6yr. ,,Ara4. I,lsaH feuon" Ne15, erax l0, craq 20.

Ha ocuonasne qn.54, an.8 or flII3Ofl npeaceaarersr Ha KoMucrrrra Bb3Jrox,, Hacrosurur
[poToKon aa 6r,ae n3[pareH no yqacTHr.rKa B [porlea]?aTa u aa 6rAe ny6lurynau e npotful na
(ynyBaqa B c6tux, IeH.

flporoxo;rrr e r.r3rorBeH sa 30-07.2020r.3a aepnocrra Ha roperr3JroxeHoro! KOMI4CI,I'TA

IIPEACEAATE,TI: fl. acucreHr Ararracxa M oBa

laHuela [Ieuue

2. Mapra feucyaona

3. Xplrcruua Eeurena ...

4. Jlutus Xlrsxosa........
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rroAnlrca, KaKTo CJIeABa:

rIJLHOIlt.t:
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във връзка с чл. 4, т. 1 от 
Регламент (ЕС) 2016/679
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