
3a pa rr',rrsr(AaHe Ha TexHuqecKfiTe rrpcaJrorreHrrfl Ha yqacTHIIuHTe B oTKpHTa rrporleaypa 3a

Br,iJrararrc Ha o6uecrBeHa flopbqKa c flpellMer: ,rflocranxa Ha aflaparypa rr c[eqrraJrH3upaHo
o6opyaeaue rro AoroBop AyHK 0l/2 o'r 2009r.,3a Hyl(anre na Hayuno-u:cJ'reaoBareJrcKu
KoMrrJrcKc, Me4uquncxu Ynurepclrrer'- CoQlra lr Meanqxncxu yn[Bepcurer - Il"ronaun no
6 o6oco6cnu noluulrll t'

Ha 28.08.2019r. ce npoBe.qe 3arplrro 3aceAaHrre Ha KoMr.rcnrra, HrBHaqeHa cr,c 3anoeeg
PK 36 - 1369 or 16.08.2019r.. na Percropa na MeAr.rqrlncru Yuunepcurer - Corlur,3a orBapqHe,
pa3rnexaaHe H oqeHrBaHe ua o$eprure Ha ) racrHrrurrre B orxpr.rra npoqeAypa 3a Bb3JraraHe Ha

o6urecrseHa nopbqKa c [pe.qMer ,,,,{ocraaxa Ha anaparypa u cfleuHaJrH3r.rpano o6opyasaHe rro

.{oronop AyHK 01/2 or 2009r.,3a Hyx.{Hre ua Hayuuo-usc:reaoBarerrcxu KoMnJreKc, Me.qrlqnHcxlr
Yur.reepclrrer - CoQux u MeAurluucxu yHHBepcrrrer - Il:roeann no 6 o6oco6esu [o3]ruux or(prrra c

Perueuue 3a orrplrBaHe Ha npoueaypa N! PK 36 1125 or 10.07.2019r. Ha Pexropa ua MeAuquHcxu
YHunepcurer - Co$ur l.l o6seJre]r]{e sa o6urecreeHa nopbqKa c usx.Ns 2829110.07 .2019r., BrI{caHI,I B

perncrapa Ha AOfl noa yHr.rK,rneH HoMep Ha rropbq(ara llb 00398-2019-0007 u O6qereHue sa

nop:bq(a ny6lurynano e O$uquanHr,r.s BecrHr,r( ua Enponeficrnr cr,rc3 noA ruov,ep 329116- 2019 e

6pofi S 134 or 15/07/2019.

KoMucr.rqra 3irnorrHa cnorra pa6ora I(aro Ilprrcr6rlr.{ K6M pa3rrexAaHe Ha [peAcraBeHnre
TexHr.rqecKlr npeanoxeHlt, Ha aofiycHarr.rre yr{acrHuuu 3aeaHo c:bc cTaHoB}iIrIeTo Ha e(clepTlrTe B

t<oMHclrqra, 3a ctorBercrBrre c npeABapxrenHo o6qreHure ycnoBllr, KaKTo cneABa:

l.Oruocno rexsHqecKoro rrpeaJroxeHrre Ea yqacrsuxa ""Ila6rex" EOOA ra o6oco6ena no:lluns
J\! 4- Anaparypa 3a rrpeqrrcrBaHe Ha Boaa

Kouucll.rra ycraHoBL HaJrrlrrrre Ha cneaHHTe.qo(yMeHTlI:
I . Texuuqecro npeanoxeHue ( no O6pareq J,{! 3)

. 2. Ta6tut\a za rexHrrqecro cr,orBercrBlle rro aprllKynlr (no O6pa:eu J\b 3a)

3. Oropusaquu or flpori3Boar.rrerr.rre Ha aprrrxynrrre
4. fiex:rapaqul 3a ciborBercrBl.Ie /CE uapxal Ha aprrrl(ynrrre
5. I,I:ragxu or Suplreuu 6pourypu r.I KaraJlo3u, 3aBepeHu c noAnr{c u neqar Ha yqacrHllxa Ha Bcrxa
crpaHrrua, 3a .EoKa3BaHe c borBercrBr.{eTo Ha npeAnoxeHHTe aprHxyn[ c Ir3]rcKBaHI'Isra Ha

Bb:roxurers.
B rexsuqecxoro cr{ npear'roxeHue no o6oco6eHa rro3rru[, J\! 4, yuacrnuxr,T e nocoqfin cpoK

3a H3rrl,irHeHue Ha nopbqKara ao 45 Ka,'reHAapHu AHr4, xofiro orroeapr Ha I.I3LIcKBaHus or
Brg,loxHrerq cpoK - He noBetre or 45 xareugapnu aHrr, cnea cruIroqBaHe Ha aoroBopa. flpeg:roNeu
e rapaHunoHeH cpo( or 24 yeceua, xofiro orronapr Ha rl3ucxBaHero ga Bt:loNztenq ga

rapaHrluoHeH cpoK or He no-MaJIKo or 24 ueceqa.

Kolrlrcfigra npoAtnxr{ cnoara pa6ora c pa3rnexraHe Ha ra6n}rqara 3a rexHr.tqecxo
cborBercrBrre no aprrrKynu no o6oco6eua no3rrrlu, Nl 4 (o6pa.:eq Nu 3a), npuloxeHrrre LI3BaAKU

or SrzpueHu 6pomypu rr KaraJro3r.r 3aeaHo cl,c craHoBrrrllero Ha eKcfleprl.ITe B KoMl.Icrrqra.

flpe4roNeuure or yrracrHr.rKa aprr.rrynu orroBaprr Ha rexHlrqecxara cneqa$uraqux ua
Btg:roxure,rq r{ cr,rracHo craHoBr,rurero Ha eKcleprllTe B KoMl.Icurra.

KoMlclrqra ycraHoBrr, qe rexuuqecKoro npeA,'roxeHue ua "Jla6rex" EOOI rro
o6oco6eua rro3rlrlrls J\] 4 u nplr,roxeulrflTa Kt,M Hero orroBaprr Ha [3[cKBaHHqra Ha

Br3.noxurers H aorrycfta yqacrnura "Jla6rex" EOOA ao orBapqHe Ha rIJrHKa ,rflpeg.naranr
ueHoBu rrapaMerpu" no o6oco6ena norHqllq Ne 4.

IIPOTOKO.,'I J\!2
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2.Ornocno rexH[qecxoro npeA,'rorr(eurre Ha yqacrHura "E,rra 90M" OO.( :a o6oco6ena
rro3uunr J\i 2- lroapon cr,A rr crrcreMu 3a KoHTpoJr rr floAllptr(Ka Ha reurreparypara Ha

Qpu:epure 3a A6Jr6oKo 3aMpa3qBaHe
Kov Hclr.rra ycraHoBrr Ha!'rr{q}re Ha cneaHHTe aoKyMeHTrr :

I . Texsr,rqecxo npeAnoxeHr.re ( no O6paseu l\! 3)
2- Ta6:lul1.a za rexHuqecKo crborBercrBHe no aprr4Kynrr (no O6pa:eq Nl 3a)
3. Oropu:aquu or npor.r3BoAr.rrenuTe Ha aprrr(ynrrre
4.fierllapa\ut 3a cborBercrBrre /CE uapxa/ Ha aprrrrynrrre
5. flr-rcrr.ro 3a noTBlr,pxAeHrre oT npoH3BoArrTerr :a cE uapxa
6. I4:eaaxu or rf upueriu 6pomypr.r H Karano3x, 3aBepeHlr c no.4[rrc ]r neqar Ha yqacrur.r(a Ha Bc.f,Ka

cTpaHHua, 3a AoKa3BaHe cT,oTBeTcTBpreTo Ha npeA-rloxeHuTe apTHKynH c H3lrcKBaHu.sTa Ha

Br,:,roxr.rrens.
B texuaqecxoro cx npeanoxeHue rIo o6oco6eHa no3xrruq J\! 2, yuacruurcr e flocoqrrJr cpox

3a H3rlr,JrHeHrre Ha flopr,rIrara .[o 45 (aneHAapHH AHLI, KofiTo orfoBapg Ha H3ltcKBaHuq or
Bsr.:roxlrrelr cpo( - He noBeqe or 45 r<areHgapHu aHE, cnea cI<nroqBaHe Ha aoroBopa. flpeg:roxen
e mpaHL(r.roHeH cpoK I(aKro cneaBa:

. 3a apruKyJrr{ 2.212.3 u2.4 - 24 neceqa, roiiro orroeapx ua n3}.rcKBaHero Ha BlgaoNurenq
3a rapaHuI.IoHeH cpoK or He rro-Ma:rr(o or 24 ueceqa;

. 3a aprrrr(y"rr 2.1. !rcapon cba c reqeH Kanaunrer M[HrrMyM 5 u rrarcuuyrr 6.5 L- 60
*receqa, xofito orroBapq Ha r.r3ncxsauero Ha B:bgno)Kr.rrens 3a rapaHql{oHeH cpoK or He no-
Ma,rKo or 60 veceua;

KoN{}rc}rqra ttpoalnxlz cnorra pa6ora c pa3rnexaaHe na ta6rnuara 3a rexHrrqecro
crorBercrBr{e no apr}r(ynu ro o6oco6esa no3rlqus J\! 2 (o6pa:eu Nl 3a), npuroxeHure rr3BaAr(r.r

or Quprr.renu 6pourypr,r rr KaraJro3r.r 3aeaHo c6c craHoBlrqero Ha ercneprure B KoMrrcllrra.
flpegroxenure or yqacrHu(a apruKynu orroBaprr Ha rexHHirecxara cneqntfuraqur ua

Bt:,qoxurerq rr ctrJracHo craHoBur.rrero Ha eKcneprHTe B I(oMt cnrra.
Koruflc[qra ycranoa[, qe rexHrrqecxoro rrpeAJroxeHue na "E.nra 90M" OOA rro

o6oco6ena rro3Hrlrlq J\b 2 n npu.lroxen[qra KbM Hero orroBapqr Ha Ir3HcKBaHxsra Ha

Br3,roxxre,rq rr aonycKa yqacrHuKa "E.nra 90M" OO.{ ao orBapflHe Ha rrJrrrfta

,rIIpeg,'raranu qeHoBrr flapaMerpu" no o6oco6ena nosnuflq i\! 2.

3.Ornocno rexHuqecxoro rrpeAJroxeHrre Ha yqacrHlrr(a "PCP" EOOA :a o6oco6ena flo3uqlrq
J\t 4- Anaparypa 3a npeqrrcrBaHe Ha Boaa

Koutlcurra ycranoBr.r HirJrr{que Ha cJIeAHIlre AoK}MeHTr-r :

l. TexHu.iecxo npeAJ'roxeHue ( ro O6pa:eu l,& 3)
2. Ta1tuua za rexHuqec(o cr,orBercrBue lro aprr{KyJru (no O6pa:eq Nl 3a)
3. Oropa:aquu or npor.r3Boar,rrenr.rre Ha aprI.IKynI.Ire

4. .{exraparlux 3a cborBercrBr.ie ICE uapxal Ha aprr.r(yrr.rre
5. I4rna.4xu or @up*renu 6pourypu x r(arano3r.r, 3aBepeHu c noanuc u netrar Ha yqacrHuxa Ha Bcsxa
cTpaHuqa, 3a AoKa3BaHe cT,oTBeTcTBHeTo Ha npeanoxeHnTe apTHKynu c H3rrcKBaHrr.,ITa Ha

. Br,:roxure:lf,.
B rexnuqecxoro cu npe.4,ToxeHue no o6oco6ena no3lrr-lult Nr 4. yvacruuxsr e roooyuJr qpoK

3a r.r3rrl,JrHeHr4e Ha nopr,qKara Ao 45 ranegaapHlr aHIt, xoftro orrorapr Ha r.r3r.rcKBaHI.r.,I or
Brr,roNurerr cpoK - He rroBerre or 45 xa,ren4apnu AHr4, creA c(rroqBaHe Ha aoroBopa. flpegloNeu
e rapaHrlxoHeH cpor< or 24 rv.ecetla, xoiiro orronapr Ha rr3rlcrBaHero Ha BlgroNfirenq ga

fapaHrIHoHeH cpox or He rro-MaJrKo or 24 lreceqa.

Kouncuqra npoAtnxr4 ceorra pa6ora c pa3rJrexAaHe na ra6:rrlqara 3a rexHualecKo
c'r,orBercrBr.re rro apruKynu no o6oco6eua no3HIILu J,l! 4 (o6pa:eq No 3a), npr.r:roxeHure I.I3BaAKH

or Supueuu 6pouyplr rr KaraJro3H 3ae,4Ho cbc craHoBrruero Ha er(cneprl.ITe B KoMl.rcrrqra.

flpe4roxenure or yqacrHHxa aprrrxynu orroBaprr Ha rexHHrlecl(ara cnequtfuxaqn.r ua

B'rgaoNurers Ir cr,rJracHo craHoBI.IUlero Ha eKcneprllTe B I(oMl.lclrrra.
KoM[c[sra ycraHoBu, rfe rexguqecKoro rrpeAJroxeHne na "PCP" EOO.( no o6oco6ena

no3uuHq J\! 4 u npn.noxeHusra Kr,M Hero orroBapflT Ha u3rrcxBaHrrflra na Br:.noxnte,tg l.t
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AouycKa yqacrHrrKa "PCP" EOOA Io o'r'Bapflrre rrA rriurKa ,,II pclLral'arr u rlcrroRu
flapa[rcrprr" ro o6oco6crra no:rnrlnn JYr 4.

4.Orsocuo rexHrrrrecxoro rrpeAJroxeHue Ha yqacrHHKa "Asruce,r Er,rraplrn" OO! :a
o6oco6esa no:rluHq.Il! l- Beprlrxa,'ren Spurep lr xou6uauparr x;ragu,rnur-r[pu:ep u o6oco6ena
ro3rqus J\i 6-"lla6oparopnu anaparu ra PCR

3a y.racrruxa "Auruce,r Er.nnapur" OO.{ ta o6oco6ena no3urlns J\!l - Bepruxa,'ren
Qpurep u xou6unupan x,ra4u,rnux-Qpurep
Kovucuara ycraHoBH HaJrr.rqHe Ha cJreAHure AoKyMeHTH:
I . Texuu.rec(o npe.qnoxegrre ( no O6pa:eu Nl 3)
2. Ta6rnqa sa rexHr{qecKo cr,orBercrBue no aprnxynr,r (no O6pa:eu J,,l! 3a)
3. flex"rapaqur 3a cpor( Ha BirJrlrgHocr Ha o$eprure
4. fler:rapaqux 3a CE MapKa Ha aprr.r(ynrare
5. I4:gaIxH or rfupuenu 6pouypn u r(arano3rr, 3aBepeHr.r c noAnrrc H neqar Ha yqacrHrrra Ha BcrKa
cTpaHHIIa, 3a AOKa3BaHe CGOTBeTCTBT.TeTO Ha npeInOXeHHTe apTHKynr.r C H3HC(BaHr.r.sTa Ha

BlsroNrrrer.{.
B rexHuqecxoro cH npe.qroxeHue no o6oco6eHa no3rruu, J\! 1, yvacrHurrr e nocoqun cpox

3a I{3[T,JIHeHr.re Ha Ilopr,qxara Ao 45 xalesAapHu AHn, rofiro orrooapr Ha r3ucKBaHIu or
Btuoxure:u cpo( - He noBeqe or 45 KaneHAapHu aHr.r, cJrea cKJrroqBaHe Ha aoroBopa. llpeanoxeH
e rapaHIII.IoHeH cpoK or 24 v,ecet\a, xofiro orronapa Ha rl3rrcKBaHero Ha Br,:roxlrre:rq sa
rapaHrrxoHeH cpoK or He no-M{In(o or 24 lreceua.

KoMrlcrsra lpoabnxn cBorra pa6ora c pa3rnex.u,aHe sa ra6luuara 3a rexHuqec(o
cborBercrBrre no aprrrKynH rlo o6oco6eHa rro3HuH, No I (o6pareq No 3a), npn:roxeHHre rr3BaaKu

or $r.rpruenr,r 6pouryplr u (araJro3r, 3aeaHo cr,c craHoBHulero Ha eKcfiepruTe B KoMucrl.f,Ta.

Ilpe,q,roxenure or yqacrHuxa aprr.r(ynn orroBaprr Ha rexHrrqecxara cnequ$urauax na
BlsroNlrreJrs LI ctrJracHo craHoBr,rurero Ha ercneprrrre B I<oMucrrrra.

KoMllcuqra ycraHoBH, qe rexurlqecxoro rrpeaJroxeHHe na "Anrlrce.n 6r,.nrapurt' OO!
no o6oco6ena rIo3llurlq J\! I u npu;roxeHucra rcr,M Hero orroBapflT Ha H3ucrBauurra Ha
Brr.noacureJrs n AorrycKa yrracrHHKa "Aurace,r Er.nrapna" OOI ao orBapqne Ha nfl[Ka
,rllpeg.raranu rIeHoBH rrapaMerpu" no o6oco6ena no:uullc J\! l.

3a yuacrnura "Aurficefl Brnrapua" OO! :a o6oco6eHa rlo3uuuq M6 - Jla6oparopnu
arraparu :a PCR
Kouucuara ycraHoBr.r HzlJrrlqr.ie Ha cJIeAHI{Te AoKyMeHTH:

1. Texnuqecxo fipeAnoxeHr{e ( no O6pa:eu Nl 3)
2. Ta6rru:,1.a zarexHr4qecKo cr,orBercrBue rro apruxynr] (no O6pa:eq N 3a)
3. .{errIapaqrlr 3a cpoK Ha Banrr4nocr Ha o@eprure
3- Oropu:aqux or npor.r3BoAlrrenq Ha aprrlKynnre
4. lerutapaquu:a CE uapra na aprr.r(ynrrre
5. I4gsaArr.r or tfupruenu 6pouypl.r u (aralno3rr, 3aBepeHr.r c noarrnc u neqar Ha yqacrHrr(a Ha BcltI<a

cTpaHrrrla, 3a AoKa3BaHe cboTBeTcTBr.reTo Ha rrpeanoxeHr.rTe apTuKynn c H3uc(BaHuqTa Ha

BlsroNr.rrers.
B rexruqecr<oro cu fipeanoxeHr,re no o6oco6esa rro3r.ruur J,l! 6, yuacrHuruT e flocoqun cpoK

3a rr3rrGJrHeHrre Ha nopbqKara ao 45 raleuaapHl.r aHIr, rofiro orronapa Ha li3lrcKBaHru or
Br:roxurerr cpoK - He rroBeqe or 45 xa.reHgapHu aHrr, cJrea cKJrroqBaHe Ha aoroBopa. flpeAnoxeH
e fapaHulroHeH cpoK xar(Io creABa:

. 3a aprur(y,'rtt 6.1 *t 6.3 - 24 laecet\a, roftro orronap.r Ha LI3LrcKBaHero na BtsroNurers ga

.apaHqr.roHeH cpoK or He no-Marro or 24 ueceqa;
. 3a aprrrryJr 6.2. Basa 3a xopo3oHTa,rHa fe,r-e,'rel{Tpo003epa B KoMTIJTeKT cbc

3axpaHBarrro ycrpoiicrno- 12 rueceqa, xoftro orrooapr Ha rr3I.IoKBaHero sa Blgloxurerq
3a rapaHqrroHeH cpoK or He flo-MilJrl(o or l2 veceqa;

Kouucuqra flpo,u:bnxu caorra pa6ora c pa3rnexaaHe sa ra6anrlara 3a rexHlrqec(o
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cborBercrBae no aprn(ynu no o6oco6eHa no3r.rrlu, Ns 6 (o6paseu No 3a), npr.rnoxeHr.rre u3Baarrl
or @upueuu 6poruypr.r Ir Kara,To3rr 3ae,qHo cr,c craHoBr.uqero Ha eKcleprhre B xoMHcHrra.

flpe4loxeuure or )AracrHraKa aprlrKyna orroBapsr Ha rexHr.rqecKara crreuu$uKauuq Ha
Bre:roxttre:rc n c:brJracno craHoBuluero Ha excnepruTe B (oMncr.f,Ta.

KoMlrclrcra ycraHoBrr, qe rexHlrqecroro npeAJroxeHrie Ha "Anruce.n Eurrapun" OO!
no o6oco6eHa fio3rrurrr J\! 6 u npu.noxeHrrflTa rcr,M Hero orroBapqr Ha u3ncKBaH[qra Ha
Br,3,roxlrre.nq rr Aorrycra yqacrHuxa "Anruce,r Er.lraplrn" OOA ao orBapflHe Ha rr,'rllKa

,rIIpe,q,rarauu rIeHoBrr rrapaMerpu" no o6oco6eua norHulrq J\! 6.

S,Oruocuo rexHlrqecrcoro npeAJroxerrue rra yqacrHuKa "Buocucretru" OO! ra o6oco6eua
rr03rrullfl Ne 5- JIa6oparopHrl qeHTpo0]'nn u nplr]raaJrerrtHocrrl

Korrrlculra ycraHoBrr Har'ruque Ha cneaH HTe aoxyMeHTr.r :

1. TexHr.r.recxo [peanoxegrre ( no O6pa:eq ],1! 3)
2.Ta6tu\a 3a rexHHrrecKo cborBercrBr.re rlo aprr.rKynH (no O6pa:eu J\b 3a)
3. Oropusauulr or flpou3Boarrrenr]Te Ha apruKynure
4. .{ex,rapauurl 3a sborBercrBr{e /CE uapxa./ Ha aprr.ixynure
6. Ceprn$uxaru ISO 13485:2016 Ha npoh3BoaHrenure Ha aprrrKynure
5. I4ssa,qxn or rfapueHa 6pouypu E r(arano3u, 3aBepeHH c no.qnuc u rleqar Ha yqacrHuKa Ha BcrrKa

cTpaHllua, 3a aoKa3BaHe c6oTBercrBuero Ha rrpe,4JloxeHrrre aprr4KyJrrr c u3LIcKBaHHcTa Ha

B6sroNurerq.
B rexHrqecroro cu npeAnoxeHr.re no o6oco6eHa no3rruus No 5, yracruuxr,T e rrocoqHn cpoK

3a rr3nr,JrHeHrre Ha nopbrrxara ao 45 xa,reHAapHr Lrru, xoiiro orronapr Ha H3Ho(BaHI.L or
Br,:.roxurerr cpox - He noBerre or 45 xaleugapHu AHu, cnea c(nroqBaHe Ha AoroBopa. flpegroNeu
e rapaHquoHeu cpoK or 24 ueceqa, xofiro orronap.r Ha rr3lrcKBaHero Ha Btg,toNute,r.g :la

rapauur.roHeH cpox or He rro-Ma!'rr(o or 24 veceqa.
Kovlrcflq:ra flpoalnxrr croara pa6ora c pa3rnexaaHe ua ra6auqara 3a rexHuqecKo

ctorBercrBr.re rro aprr.rxyJrrr ro o6oco6esa no3Hrluq N 5 (o6pa:eu Nl 3a), npllroNeHrlre H3BaaKr..r

or @aprraeHr.r 6poruypu v KaTano3x 3ac.qHo cbc cTaHoBHIL(eTo Ha eKcnepTI.ITe B KoMHcr.rrra.

flpe4:roxeuure or yqacrHura aprHxynu orroBaprrr Ha rexHrrqecKara cnequrlnrauu.r ua
Brg:roxuterg II ctrllacHo craHoBuurero Ha eKcfleprure B KoMrrcErra.

Kolrncngra ycrauoBu, qe rexHrrqecxoro rrpeaJroxeHue sa "Buocucrenru" OO! no
o6oco6ena flo3uunq J\! 5 u npH,ror(eHnsra Kr,M rlero orroBapqr Ha rI3HcKBaHHrITa Ha

Bb:,'roxure.nq H Aonycxa yqacrHurca "Euoorcrenu" OOA a, orBapqHe Ha n,lrrxa
,,[Ipeq.narauu rIeHoBH rrapaMerpu" no o6oco6eHa no:rruuq ]! 5.

6,Oruocno rexguqecKoro rIpeAJIorI(eH[e Ha yrlacrHuxa "Pugamou" EOOA :a o6oco6ena
rro3rrrlur .ll! 5- Jla6oparopull ueurpoQyrrr lr rprHaaJlexHocrrr

Ko:uucurra ycraHoBrr Ha:rr4rrrre Ha cneaHHTe aoKyMeHTu:
1. Texuuqecxo flpeAnoxeHrre ( uo O6pa:eq J\! 3)
2. Ta6tuua za rexHrrqecxo c:borBercrBr.re no apruKynlr (no O6paseu Nr 3a)
3. Oropusaqau or nporr3BoArrrenure Ha aprnr(yJrtrre
4. .{ex,rapaquu 3a clorBercrBue ICE vaprca/ ua aprr.r(ynure
5. Ceprutfuxar ISO 13485:2016 Ha npor.r3Boaurerqr Ha aprnxyrnre-I 6p.
6. Cepru$lrxar ISO 9001 :201 5 Ha npou3Boar.rrenrrr Ha aprllt<ynu re- I 6p.
7 . klsaaaxu or rpupveHz 6pouryplr a Kararro3r'r, 3aBepeHr.r c tro.a,nuc u neqar Ha yqacrHuKa Ha BcqKa

crpaHHrla, 3a aoKa3BaHe cGoTBeTcTBHeTo Ha npe,{noxeHr.rre aprrr(yn}r c H3r.rcKBaHI.r.f,Ta Ha

Brlroxr.rre:rq.
8. Aex,'rapaqus 3a cnerrapaHurroHrro .{oroBopHo B63Me3aHo o6cryNeaue u flex,rapauur :a
f apaHur.roHHa IIo/rnpt')I(Ka.

B rexHli.recxoro cu flpeanoxeHue no o6oco6eHa [o3r.rrlus J\! 5, yracruuxr,T e nocoqun cpoK

3a x3nt.llHeHlte Ha floptrlKara ao 45 ra,reuAapHu !Hu, rofiro orronap.a Ha u3rrcxBaHqq or
Brs::oNurerr cpo( - He noBerre or 45 r<a,reHgapHu aHr.r, cJrea cx.rnoqBaHe Ha aoroBopa. flpearoNeH
e rapaHr1uoHeu cpoK or 24 lreceua, xoilro orronapr Ha H3lrcxBaHero na Bl,3:roxurels 3a
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fapaHurroHeH cpoK oT He flo-MzrJrr(o oT 24 Meceqa.

llpe.l,roxeuuero Ha yqacrHnKa 3a apruKyn 5.1 He orrosapl Ha H3ucxBa:avura Ha

Bt:,'roxurerq. Or npu,roNeuure aoxyMeHrrr ua "Pugaxom" EOO.( ce ycraHoBr.r. qe runcBa
cepru$urar ISO I 3485 Ha rrporr3Boarrre:rrr ua aprury:r 5.1 .

Kouucuqra ycraHoBrr, qe rexHrrqecxoro rrpeAJroxeHue Ha "PuAaxolr" EOO! no
o6oco6esa fio3uulrs .ll! 5 u npu,roxeHuqra Kr,M Hefo He orroBapflT Ha rr3rrcxBaHnflTa Ha
Br:rroxlrre,rq ll perull Aa rre AonycHe yqacrHrrxa "Pu4axom" EOOA ao orBapflHe Ha nJr[Ka
,,[Ipeg,'raranu ueHoBu flapaMerpll" rIo o6oco6ena no:uquq.]l] 5 rr lrpeAJrara na Br:.tloxrlre,rq
Ha ocHoBaHHe w.107.. r.2r 6. ,,a" or 3OII aa orcrpaHu yqacrnura "Puaarou" EOO! or no-
Hararb[rHo yrracr[e B flpoueaypara no o6oco6ena no:nuu;r J\] 5.

T,OrnocHo rexrrrqecr(oro rrpeaJ,roxeHue Ha yqacrH[Ka "EC AXI,{ III,I EI{O AAfrHAMUKC"
OO! ra o6oco6ena ro3ruuq J\! 3- Anaparypa 3a H3orrupaHe Ha reHoMHa AHK, PHK,6e"rrruu
n uupxA,'Iupanra.(HK

Koulrcurra ycraHoBrr HaJrrrrrue Ha cneaHHTe AoKyMeHTH:
I . Texnuqecxo npeanoxeHr.re ( ro O6paseq J\b 3)
2. Ta1tuga zarexHrrqecro cr,orBercrBHe rro aprnKynu (no O6pa:eq Nl 3a)
3. Oropusaqu.a or o$uqlla.nuur aucrplr6yrop Ha npor.r3BoAr.rrerq Ha aprrrKynxre
4. /{ex.:rapaquu 3a cborBercrBue /CE vapra./ ua aprury,r:rr 3.1

5. I4:lsarru or rlrzpl,reurl 6pourypu H Karano3r.r, 3aBepeHn c loAnrrc H neqar Ha yqacrHr4Ka Ha Bcs(a
oTpaHHL(a, 3a AOKiBBaHe C',bOTBe'r'CTBHeTO Ha rrpeAnoxeHr.rTe apTHKynr{ C r.r3UCKBaHrrrTa Ha

Brg,roxrire,'rq.
B rexnuqecxoro cH npe,&'roxeHHe no o6oco6eua flo3uuuq J\! 3, yvacrHurtr e nocoarr4n cpox

3a r.r3[6JrHeHHe Ha noptqxara ao 45 xa,rengapHrr ,4Hrr- roilro orroaapr rra l{3ucrBaHrls or
Br,uoNule,'tl cpol< - He noBeLre or 45 ra,ren;apnu ,qHH. cJreJ cxlrroqBaHe Ha aoroBopa. flpegroxen
e rapaHrIHoHeH cpox or 24 lreceqa. rofiro orronapa Ha u3lrcI<Balrero ga Btg:toNutelq ga

fapaHunoueH cpo( or He no-Ma-nro or 24 rteceqa.

KoMrcuqra npoAr,nxx cnorra pa6ora c pa3fnex.qaHe sa ra6luqara 3a rexHr.,qecKo

cborBercrBue no aprr.rKynr{ no o6oco6eua rro3rruu, J\! 3 (o6paseu Nr 3a), npu.noNeHLITe Ir3BaaK

or $npveHu 6pourypu rr KaraJro3u 3aeaHo ciL,c craHoBurlero rra eKcrreprHTe B KoMr.Icasra.

flpe4.noNeuure or yrIacrHLIKa aprnKynlr orfoBapsr Ha rexHnqecKara crequrfNraqur ua
Br,:,roxrirers u clrracHo craHoB ulero Ha ercneprr.rre B KoMr.rclrrra.

KoMrcuqra ycraHoBu, qe rexnuqecKoro rrpea,roxeHue na "EC A)(II IIII EIIO
AAilHAMI.{KC" OO! uo o6oco6exa no3rrrr[, N! 3 u rrpu;rorxeHurrla lcr,M Helo olr'oBaprrr
Ha ri3[cKBanrrflTa Ha Bnl.roxure,rq H Aorrycxa yqacrHuxa "EC A)I(II [I,I EI,IO
AAIIHAMI,IKC" OOA ao orBapflHe Ha rrrrrrna ,,llpeq,raranu ueuoBrr rapaMerplr" no
o6oco6eua norrunq Jl! 3.

8.Ornocuo rexHuqecKoro npenJrorlreHrre Ha yqacrHHKa ".r'Ia6uuerc" A! :la o6oco6eua n03lrurlq
J\! l- Beprura"'ren Qpurep u rolr6nHupaH x,ragu,ruux-{pr:lep r o6oco6ena no:uurs J\i 5-
Jla6oparopnu qenrporlyru u rlp]rHaAJrexHocru

3a y.racrnuxa ""lla6lruerc" A!:a o6oco6eHa no3uurrr J\bl - Bepruxa,ren Qpueep u
xou6uHnpan x,ra4lrnnur-Qplruep
Ko:u r.rcu rra ycranoBrr HilJrnrrrle Ha c.lreaH lrre aor\TMeHTrr :

I . TexHuqecro npeanoxeHrre ( no O6pa:eu Nl 3)
2. Ta6l,uua 3a rexHr.iqecKo cr,orBercrBlre no apruKynr{ (no O6paseq JtE 3a)
3. fler,rapaqr.rr :a CE uapxa ua aprHKynure
4. L4zsa/.xv or t[raplreHr.r 6pouypa H Karano3ui 3aBepeHr.r c rroanuc H neqar Ha yqacrHr.rxa Ha BcqKa

cTpaHHIIa, 3a AOKa3BaHe CT,OTBeTCTBTTeTO Ha rrpe.IIJIOXeHr.iTe apTHXynH C Ir3IrCKBaHrrqTa Ha
Br,sroN re,rq.
5. Ceprr$uxar ISO 9001:2015 rra yqacrHHKa
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B rexHu.recroro cE npe.qnoxeHae ro o6oco6ena no3xrlus J\l 1, yuacrulmrr e fiocoqun cpoK
3a rr3nbnHeHHe Ha nopbqKara Ao 45 r<a,reHaapHrr aHn, KofiTo orroBap, Ha r.r3rrcxBaHnr or
Br,r,roxurenr cpoK - He noBeqe or 45 ra:reH4apHrl AHH, creA croroarBaHe Ha aoroBopa. Ilpea,qoxeH
e rapaHuuoHeH cpoK or 24 veceqa, xofiro orronapr Ha r.r3r.IcKBaHero Ha Blsroxure,'rq :a
rapaHrrrloHeH cpoK or He rro-MzrJrKo or 24 ueceua.

KoNrr.rcuqra rrpoarnxu cnorra pa6ora c pa3rnexraHe na ra6:rNqara 3a rexHnqecxo
clorBercrBr{e [o apraKynr{ rIo o6oco6eHa flo3uuus No 1 (o6pa:eu J\! 3a), npuloxeHr.rre H3BarKlr
or Qupuenrl 6pourypu H KaraJro3r, 3ae.qHo cr,c craHoBr.ruero Ha eKcneprr.rre B KoMucrrrra.

flpeg:roxeuure or yqacrHr.rKa aprr.rKynr{ orroBaprr Ha rexHrrqecxara cneuu(bl{Kaut4, Ha

Br,:.[oxare:rq u cr,rJlacHo craHoBHUrero Ha excrrepraTe B KoMLlcllrra.
KoMucuqra ycranoBu, qe rexHuqecxoro npeAJror(eHrre Ha "Jla6nuexc" A! no

o6oco6eHa rro3nurrr .Il! I u npu,roxeHHqra Kr,M Hefo orroBapqr Ha H3HcKBaH[rra Ha
Brl.troxflre,rq u aonycra yqacrH[Ka ttJla6uuexct' Af go oreapnue Ha nJrrrKa ,rJIpeg,rarauu
ueHoBlr napaMerpn" no o6oco6eHa rIo3uqrlq J{! l.

3a yvacrnaxa "Jla6ulrexc" A! ra o6oco6ena ro3rurq J\! 5- Jla6oparopnu uerrrpoQyrrr r
nprrHaaJrexHocTU

Kolrzcurra ycraHoBl.l Harutlue Ha creAHr.rre AoKyMeHTr{:
1. TexHu.rec(o rpeanoxeHue ( no O6pa:eu Nr 3)
2. Ta6tuua zarexHuqecKo cr,orBercrBue no aprxKynr{ (no O6paseu No 3a)
3. Oropugar{rzu or npou3BoAr.rrenr.rre Ha aprr.rrynure
4. .{er:rapaqrzu 3a CE Mapxa Ha aprr.r(ynlrre
5. Ceprlr$uraru ISO 13485:2016 Ha npox3BoAqrenrrre Ha apruxynure
6. Cepru$r.rrar ISO 9001 :201 5 Ha yqacrHr.rKa

7. Z:eagru or QupveHu 6poruypu r.r Kara!'ro3r.r, 3aBepeHri c noAnrrc u nerrar Ha ytracrHr{Ka Ha BctrKa

cTpaHrrua, 3a aoKa3BaHe cboTBeTcTBueTo Ha npe.4noxeHr.lTe apTxKynrr c r.r3r4cKBaHHqTa Ha

BrgroNure,t.t.
8. flex.:rapaqur 3a AoroBopHo B1,3Me3aHo cnearapaHurroHHo o6c:ryxeaue or cepBH3 Ha

Teprrropr{rra ua Br,rrapun
B rexnuqecroto cH npeAJroxeHr.re no o6oco6ena ro3lrqu.f, J\! 5, yuacrnrlxsr e nocotrHr cpoK

3a rr3rr:blrHeHne Ha rIopt trKara 4o 45 xa,ren4aprrr, g:ur4, xoiiro orroeapr Ha r.r3HcKBaHHrr o'r
Br:loxureru cpoK - He noBeqe or 45 ra:reugapnu AHu, cnea cxnroqBaHe Ha aoroBopa. IIpea,roxeH
e rapaHquoHeH cpoK or 24 Nreceua, xoilro orrooapr Ha H3r.rcKBanero Ha Brgroxurels ga

rapaHrruoHeH cpox or He no-MaJIKo or 24 :lrecerla.

Kounorsra npoatnxH cBorra pa6ora c pa3rnexlaHe sa ra6ruqara 3a rexHl'rqecKo
cborBercrBue no aprHKynH no o6oco6esa flo3uuus No 5 (o6pareu No 3a), rpuroxeHr4re u3BaaKr
or $upuenu 6poruypu H xarano3l.r 3aeaHo ctc craHoBr.r[tero Ha excneprr.ire B KoMHcHrra.

llpeg:roxeuure or yqacrHHKa aprHr(ynH orroBapsr Ha rexHHqec(ara cneurrQuKauu, Ha

Brsroxurers H cr,rrracHo craHoBHrqero Ha excfleprrrre B KoMlrcurrra.
Komlrclrrra ycraHoBu, rre rexuuqecxoro rrpeaJroxeHrre Ha "Jla6uuexc" A! no

o6oco6ena [o3rlulrq J\] 5 n npu,'roxeHuflTa Kr,M Hero orroBapgr Ha rr3t cKBaH[flTa Ha
Ba:,roxure,rq ll AorrycKa yrracruura ""lla6lruerc" A,( go ornapaHe Ha rrJrHKa ,,llpeg,raranu
qeHoor{ rrapaMerplr" rlo o6oco6ena norurIHs Ne 5.

B pe:ynrar Ha ropHHTe KoHcraraurru r.r B3err4Te peureHlr.f,, KoMrrcrrrra .4onycKa .qo orBaprHe H

pd:r:rexaase Ha nJrHKoBe ,,flpea,rarauu ueHoBL napaMerpu" c:re4ulme yqacrHr.rr-(H no o6oco6euu
NO3I{qItT, KAKTO CJIEABA:

I . ,,Jla6rex" EOO! sa o6oco6eHa no:lrqus J\b4;

2. ,,E:rra 90M" OO! :a o6oco6ena nosuqux No2;

3. ,,PCP" EOOA sa o6oco6eHa nosuuus J,{!4;
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4. ,,Anrrace:r Eurapur" OO! sa o6oco6eHu no3urlr{u Nrl u J\!6;

5. ,,Euocucreuu" OO,{ sa o6oco6eHa nosuuuq Nq5;

6. ,,Ec ,{Nu fll BNo laiinaur.rrc" OO! sa o6oco6eHa nosuqug J\b3;

7. ,,Ila6uuerc" { ra o6oco6eHu rro3rrrru}r Nll u No5;

C rosa roN{ucusra npu(n}oqu coorra pa6ora H Ha ocHoBaHrre .rr.57, a,'r.3 or flII3Ofl onpeAenrl

Aara u qac 3a orBapsHe Ha rleHoBxre npernoxeHlr.s Ha aorrycHarrrre yqacrHurr[ - 05.09.2019r.
/verorpmr/ or 10:00 'raca s Pexropara na Me.4urIr.rHcKH yHrrBepcurer - CoQur, ua aapec: rp. Co<pnr,
6y:r. ,,Axaa. I,Ie. Escrr. ferros" Ne 15, er. 12. sa,'ra Ne 6, crpaaara na Hauuona,ren qeHrlp no
o6uecrgeno 3apaBe l-r aHar,vsti iHUO3A/, 3a Koero npeanpae ge crrur 3a yBeAoMrBaHe Ha

yqacrHlrqr.rre B npoqerypara! upes ny6.nuryaaue na cr,o6u1eHue r flpo<fu:ra Ha KynyBaqa Kr,M

eJreKTpoHHoTo Aocr.re Ha [poueaypaTa.
Hacrorulurr nporoxoJr ce lr3rorBr,r u noarrrrca sa02.09-2019r-
3a nepnocrra Ha ropeu3noxeHoro! KoMucH.sra ce rroanr{ca, KaKTo cneaBa:

IIPEACEAATEJI: .{aHue.:ra fleu.resa

TI"TIEHOBE: l. Aralracxa Mnrxosa....

2. Xpucruua Beruesa...............

3. 6oprua Anocro,rosa............

4. Mu,reua CreSauoaa. . . ... . . ...
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