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IIPOTOKOJI

llt I / 30 HoeMBpH 2018 rol,

3a pa3rue4Aanero na o$eprure Ha yqacrHnqrlTe B flpoue[ypa rrrrl
"orrpura upoue4ypa" 3a rrepnoAr.tqna AocraBKa Ha anrlporeHnl,r r[u.rrrpu
na ArraJrrr3nnfl rrbr ga anaparu 3a xeMo,qnaJrrr3a "Opelenryc 4008 S"ra
rry,nArrre Ha orAeJrenrle ".{ua.nra3no Je.renue" na Muoronpor}r,r.tna
6o.rnuqa 3a aKTuBHo Jreqenue-lo6pr,rvt' A,{

!uec, 30.11,2018 rol. n "Mnoronpo$unna 6onnrnqa 3a aKTr.rBHo Jreqeur4e -

.{o6puu" A,{, rp. ,{o6puv, yn. "flauafior Xuron" 24, no peAa Ha .r.rr. 104, arr. 2 o.t 3OfI z qn.
61 or IIII3OII, ce prrrrreArxa u orlenr4xa o$eprr4re Ha f{acrHuqr.rre B nporleAypa 3a
Bt3Jrafture sa o6rqecrnena fioplrrra tr,rn "orxpr,rra" c npe,qMer: fleprzo,4r.rura AocraBKa Ha
alrrporeuHu (pulrpu na 4r,ra.nlr3ur,rr 116T ga utapawr 3a xeMoArlnJru3a ',@pesenrzyc 4008 S" sa
Hyxar,rre Ha orAeJrer 4e ".{ua:rr.rsno reqenue" ua "Mnoronporfzlua 6onuzqa 3a a.KTr,rBHo

neqeHue-Ao6prq" AA.

flpoqe4ypara e orKprra c Pernenrae J.,lb 28 or 24.10.2018 ro,q. Ha llsnrrnlrrerrur4t
Anperrop Ha Apyr(ecrBoro, no o6.rueuue Ns 874907, npenrrcKa Ns 00083-2018-0014 s
pe ,rcrtpa ua Areuqr,rrra 3a o6rqecrBeHr.r nopbrrKn, o6rBena n Orfuquanen BecrHuK Ha
Erponeftcrnr cuos uo.q Ns 20I8lS 208-474282.

Pa-:rrtexganero ce [poBeAe or KoMr,rcrllr, Ha3naqeHa Ha ocuoBaHrle ur. 103, an. I
or 3OfI cbc 3aroBeA Ns 298 / 30.11.2018 ro.q. Ha I43rrtrrHr.rreJrur{r A}rpeKrop ua "MBAJI-
.{o6pzu" A,{ rp.,{o6puv, B ctcraB:

IIPEACEAATEJI: 1.,{-p 6ncep -f,rmor Boren;
9JIEHOBE:
2. Agr, leopru Croftqes Mlrrros - K]pncr na rpax.qarrcKr,r loroBop n ,'MBAJI-

,{o6puv" A{;
3. Enena Atanacona Benr,rxoga - ercnepr o6rqectneHr.r noprrrKlt.

1. I{el na race4aHrirero Ha KoMr.rcrrrra e pa3rJrexAauero r.r orleurara ua o(feprlrre
r,r Knac[paHeTo Ha yqacTHurluTe.

2. Pa6orara Ea KoMr,rcrrrra 3arotrna na 30.11.2018 r. s 09,00 qaca, Koraro
Bb3JrOXr.rTeJrrT rrpeAaAe cpeqy fioaflnc rra upe4ceaaTeflr Ha (oMlrcrrrTa nporoxola no v;r. 48,
ar. 6 or IIIBOII, 3aeAuo c o$eprr,rre Ha f{acrHurlr4Te, rrocraBeur.r B 3aneqaraHr,r onaqo3Kr{,
IrplteTr,r c BXoArrrIn HoMepa, KaKTo cJIe.qBa:

2.1. "OPE3EHIIyC MEAI.IK6JI KEbP FbJIIAPILifl'r EOOA, rprrera c BX.
Ne I I 166 / 28.1 1.2018 ro.u. n 1 1.45 qaca.

3. flpe4r,r Aa rrp]rcrrrrrr KrM orBaprHero Ha rrJrr4Ka c o$eptara, rr;reuonere Ha
KoMr,rcrrjrra, fracrBaqr,r B 3aceAaHr.rero, Ha ocHoBarr[e 'IJr. 51, an. 8 or IIII3OII, [o.urrficaxa ]r
rrpeAcralr4xa rra Bb3Jroxr,{TeJrr ,EeKJrapaqlrn no ql. 103, ut.2 or 3OfI u ga [przJraraue Ha
rr3ucKBarrlrrra no .{r. 51, a;r. 8, al. 9 u u. 13 or fIfI3OfL
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4, IIpu orrapaHero Ha rrJrr.rra c oQeprara He flptrclcrBaxa [percraBl]TeJr Ha
yr{acTHr4Ka r4 .qp}'fr,r Jrnqa,

5. 3ace.qarurero Ha KoMncrrrra flporeqe B ABe qacru - ny6.nuuHa u 3arpr,rra.
5.1. B uy6nu.ruara qacr or 3aceAaHxero KoMr{crura orBop[ 3aueqaraHara

ofiar(oB(a Ha ),qacrHuKa u onoBecru HefiHoro cbAtpxafine, BKJrroqr{TeJIHo npeAnoxeHlttra
Ha fragrur,rKa rro ctorBerHr,rre noKa3areJrr,r 3a or{euKa ua o(peprure.

5.2. B saxpurara qacr or 3ace.qaHr,rero KoMr,rctrrra:
- pzr:irJreAa rrpeAcrareHara o(bepra n r orlenu ctfJracHo u36panur xplrrepufi :a

B:b3J1a.raHe;

- pzulfJreAa AoRyMeHTr.ITe, cBsp3ar{u c JrlrqHoTo cscTorHr4e r,r Kpr,rTepr{r.rTe 3a
uog6op na yracrnrExa,

6. KoMriczsra Koncrarrrpa, qe npeAroxeu[ero Ha yiracrul4Ka e nprrero B

Heflpo3paqna 3arrerrararra orraKoBKa, Ha Ko{To ca [ocorrenrr AaHHure no vn. 47, an.2 o-f
IIII3OII, cJre,4 Koero rrprrcrrrrr4 KGM orBapruero Ha olaKoBKara.

7. Konrt,rcnsra ny6luvuo onoBecrr.r cbAtpxaHr.rero ua oQepraT 4 BKJrrorrrrreJrHo
[peAJroxeH[eTa Ha ),'.racTHI,tKa no [oKa3aTeJrr 3a orIeHKa.

Ha ocuonanze .ur, 6l , r. 2 or IIII3OII, rrJregoBere Ha KoMr.rcr{{ra floArrr,rcaxa
TexHr.rqecr(oTo r{ IIeHoBom flpeaJroxeHr,rr.

8. Vqacrnurrr e HarrpaBr,IJr cJreAuoro [peAJroxeHrre rto Kp[Tepur 3a Br3JraxaHe

"nafi-nzcra qeua":

9. Crraacno r. 3,5.4 or .{oryrrreHTarlrxrra 3a fracrlre yqacrHr.rqr4Te ca aJrbxur,r Aa
npeAcraBsr oIrr4 canue uJuttu cHuMKlr Ha MeAr,rqr4HcKI,ITe ugaenrv.fl.

Vqacrnr,trtt e upeAcraBr,rJr orurcaure rr cHrrMKrI Ha MeArirlrrHcroro rBAeJrr{r.
Kouracurra r,r3cJreaBa orrr4caul,lero I4 cHr,rMKr.rre rro orgolrreHue Ha

o6crorrercrBar4 lrocoqenll B AoK)rMerrrarlrrrra 3a fracrl,Ie, rrprr Koero ycraHoBr,r, qe

npeA;roxeHr,rero cborBercrBa Ha rlpeABapr,rrenHo o6lrenute yclonrar.

10, Kour.rcuma oqenr,r o([epr:ara Ha yrracrH[Ka cbrJracHo rg1panfrr rpr,rrepuft :a
Br3narane "naft -nr,rcra uesa".

I 1, CreA orlerrrBarrero Ha fracrHr,rKa KoMl,tcrrrra pa3rneAa AoKyrr{eHTr,rre,
cB6p3aH[r c Jlr,Ftrroro cbcrorur.re rd Kprarepr4r{Te sa no46op.

12. llpn [poBeprara ua EEIOII KoMr,rclisra ycrauoBt4, ve n pa:aen "E:
Znt|opnraqur 3a flpe.ucraBzreJrfiTe rra r,rroHoMrrqecKr4r oneparop" Karo rrpeAcraBureJrl4 ca

HallMenosaHI.Ie Trproacro
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rocoqeHn nr.rrlara frona Murlon Peuq u tr4rns Xpucron I4nuea. EEIOI e rolnlrcaH c
xnanlrrplrqupan eJreKTpoHeH rroAfluc caMo or tr4lus. Xpucron tr4;ruen.

B EEAOII yqacrHuKtT AeKnapupa o6crosrelcrnara, cBcp3aHr4 c Jrr4qHoro My
ctcrosHr.re u clorBercrBr.rero cn c Kprrrepurare:a nog6op. 9acr or resu o6crorre,Tcrea ca
ocHoBaHr.rsra 3a 3anrrxureJrHo orcrpaHrBaHe no u:r. 54, al. 1 or 3Ofl.

Cruacso.{r. 41, ar. 1 or llll3Oll, Koraro u3r4cKBaHr4flra no .ur. 54, al. 1,r. 1,2
u 7 or 3OfI ce orHacrr 3a rroBeqe or eAHo Jrrrue, Bcriqxu Jtr.rua noAnr4cBar eAr.tH r.r c.bxl
EEAOII. Koraro e ualuqe ueo6xo4rrMocr or 3aqr.rra Ha rr{rrHure AaHHr.r ttnu npr.r paBnuque B

obcro.srercrsata, cB6p3aHr{ c JruqHoro ctcrotHlte, rau$opuaqlura or}Iocgo H3xcKBaHLIgra
no ur. 54, an. 1, r. 1,2 u 7 or 3Ofl ce flol:b.[Ba B orAeneH EE.4O[I 3a BcrKo rvrfe nu 3a
H.{Kou or :ruqara. B cnyqallTe lo a,r. 1, Koraro ce [o]IaBa fioBerre or eALIH EEIO|I,
o6cro.f,rercreara, cB6p3aHI.I c KpuTepurrre :a no46op, ce cr,A:bp)r(ar cauo n EE,{Ofl,
noallltcaH oT JIIIUe, KOeTO MOXe CaMOCTOSTeTHO .qa npeACTaBn.SBa CSOTBeTT{r4S CTOrraHCKtr

cy6exr.
Jluncara ua EE!O[, noAnrrcau c xna,rurfuqupaH ereKrpoHeu noAnr]c or

rrpelcraBmBarloro yqacrHr{Ka luqe frcla Mrlr,rou Penq npe4craerqBa rlrnca Ha
uu$opuaqtrr 3a cborBercrBrrero c I.r3ltcKBaHr.rrra 3a rr.rrrHoro c6crorHue Ha yqacrHuKa no
orHoIrIeHIie Ha ocHoBaHr{.rITa 3a 3a.q:bnxurenHo orcrpaHgBaHe no vn. 54, an. 1, r. 1,2 u 7 ot
30n.

Ha ocHoeauue q:r. 6l , r. 5 or fllI3OlI, KoMuclirra rrr{cMeHo yBeroMrBa
yqacrHuKa, qe e ycraHoBuna Jrrnca Ha uuQopuaqulra 3a ctorBercrBue c I43HcKBaHr{sra K6M
JruqHoTo c6cTofiHI4e.

KoNrucusra yKa3Ba Ha yqacrH[Ka! qe Ha ocHoBaHr.te vn. 61, r. 6 or flfl3Oli e
cpox Ao 5 pa6ornu AHr.r or nonyqaBaHero Ha yBeAoMJleur{ero Moxe aa npeAcraBl.l HoB
EENOII.

13. B raxonoycranoBeHr.rs cpox, c BX. J\b 11403 I 07.12.2018 roA. yrracrHr.rKbr e

rrpeAcraBun HoB EEAO , IrolIlacaH c xna,rur]uqupau e-rreKTpoHeu nolnr{c or
rlpeAcraBntBauoro naue frcra Murrour Penq.

14. KoMucuqra l{3B6prxn npoBepKa Ha ctorBercrBr.Iero Ha yrIacrHr4xa c
LI3Hc(BaHHrra 3a .[uirno cl,cro.{Hue! nocor{eHu B Toqt<r4 I.2.1 u 2.2 rua p.asget VI.3) Ha
O6ssreHvero 3a nop:bqKa:

14.1. Ilponepxara 3a clorBercrBuero Ha yqacrHuKa c u3I-IcKBaHLIJITa 3a nurrHo
ct,crorHr4e ce I.i3B6pIrIE Bb3 ocHoBa Ha flpoBepxa B TT,proBcKIIt per]rcrr,p Ha AreHllutra no
Brrr{cBaHr.r.sra u Ha AgKnapupaHEre or fracrHr-rxa o6crosrercrsa B EEIOfI.

14.2. Ha ocHoBaHue \r.23. M.4 or 3axosa 3a rtpfoBcKrrr perncr6p. KoMHcr.rsra
r.r3Bbprxu c:ryxe6ua npoBepxa :a o6crosre:rcrBara, Brrr4caHl.r 3a yqac.tH Ka B TbptoBcKrrt
pefHcrcp rr ycraHoBu Brrr.rcBaHero Ha cneAHure o6cro.{re,'rcrsa: "OPE3ElHI4yC MEAI4K'bn
KE:bP F'bJIfAPI4J{" EOOA, c6c ceAarrnrqe e rp. fa6poeo 5308, agpec Ha ynpaBneHue: yrr.
"JIrc6eH Kapanetoe" 26, er. 4, Etr4K 107516166, rpeacraBnsBaHo or fic,la Mur:rom Peuq u
I4lu.r Xpucron tr4luen, sae4no r.r rroor.qerHo.

14.3. Kourlclisra npr{eMa Bb3 ocHoBa Ha u3B6pueHure npoBepxr.r u
AeKJIapHpaHrlTe oOcTotTeIcTBa, qe yqacTHI4K6T cboTBeTcTBa lra u3rrcKBaHHrTa 3a JII.IqHo
cl,cTotHI{e.

15. KoMucuqra I43B:bptxu npoBepxa 3a cr,orBercrBnero Ha yqacrHrrKa c
H3HCKBaHHrra 3a fo!.Hocl 3a ynpax(HtBaHe Ha npoSeclroua-nua Aeiuocr. nocorleHo B pa3nen
III.1.1) na O6qereH[ero 3a nopbr]Ka: ,{a ca mproaqu Ha eApo c MeArzr.(r.rHcKu Lr34:erul rrnr4
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IIpOlI3BO.4,rTeJrr{ Ha MeAr,rrIxHcKr4 n3AeIrLlA, yCTaHOBeH Ha Tepr4TOpI,IsTa Ha Peny6rr,rKa
Burapur.

15,1 . flponepr<ara 3a clorBercrBlrero Ha ) ragrur,na e c u3[rcKBaHlrrra 3a roAHocr
3a ytrparrurBane na npo(pecuonalna 4efiuocr ce u3Bbpmu Br3 ocHoBa Ha AeKJrapupau[Te or
xero o6croqrercrna r EE{OII lr [poBepKa B perurcrbpa Ha u3AaAeHr4re pa3pemeHr.rr 3a
TbproBrrr Ha eApo c MeArrqIrHcKIr r.BAeJrr4t.

15.2, Ha ocHoBarrr{g qn. 67 , ffi. 8, r. 2 or 3OfI rouucurra u3B:bprrrlr upoBepKa B
penrcrrpa no qr, 81 or 3MlI Ha r,r3AaAenr,rre pa:|perueHr4r 3a rBproBur Ha e4po c
MeAr.IqI,IHcKn ld,gAerpts. Ha caitta Ha ZgnrrHr.rrerHata areHrlfir ro JreKapcrBara
(http://www.bda.bg/perncrpu/perucrpr.r-Ha-TbproBrlu-tr-fipotr3Bogr.rrenr.r) np Koero
ycraHoBu 3a yqacrur.rKa cneauo, o: "OPE3EHI4yC MEAI,IK:bJI KEbP EbJI|API,I9" EOOA:
I{saapeuo p lperuenr,re 3a r6proBr4r Ha eApo c MeAr4r1r,rHcKr,r u34errufl, Ne IV-P-T /MV 173 or
07.12.2007 roz.

15,3. Kour,rcrzxra fiprreMa Bb3 ocHoBa Ha r,r3BrprrreHrrre [poBepKH rr
AeuIap[paHI.ITe o6crotrercrBa, qe f{acrHrrKbr croTBercrBa Ha rr3ricKBaHr.rrTa 3a roArrocr 3a
yrrpDKHrBaHe Ha npotf ecr.rona;rna Aeftnocr.

1 6 . Korvrracrnxra r,rsBtpuru rrpoBepKa 3a cborBercrBl,rero Ha ) racruuKa c
r{3r{cKBaHr.rrra 3a rexHr[recKlr z npo(pecraona"rnra cuoco6noctu, flocoqeHr,r n pa.sael III.1.3)
Ha O6ssara ga noprqra: ,{a nplrnara ra [o4Abpr(a cl{creMa 3a yrrpaBJreHze Ha r<aqecrsoro EN
ISO 9001 u/unu EN ISO 13485/13488 u/utru erlr.rBarreHrHa, c o6xsar e o6racrra ga
rrpor3BolcrBoro nl wtu rcpronusra c MeArtIlI,tHcKr4 trs4erfila.

16.1. flporeprara 3a cborBercrBr,rero Ha ] racrur{Ka c r,r3r,rcKBaHr4 rra 3a
TexHEqecKu u npo$ecuona-uult croco6Hocrr,r ce I43BGprtr[ Bb3 ocHoBa Ha IeKJrapr4paHI,ITe or
nero o6crogrercrsa s EEIIOfI.

16.2. Koruzcr,rsra npr{eMa Bb3 ocHoBa Ha Aerrrap}rpaur,rre o6crorrelcrna, ue
fracrrrl,tKbr cborBercrBa Ha r.r3ncKBaHI,uITa 3a rexErrqecKl,I r npo(pecuonanuu cnoco6uocta.

17. Kolrttcusra nprreMa, qe f{acrur,rKbr cborBercrBa Ha I.I3r,rcKBaHLIrra 3a JrriqHo
cbcrorul,Ie u Ha KpuTepr,rnre sa no46op.

18. Korr,rr.rcurra KJraclrpa ) racrHlrra "OPE3EHIIyC MEAI,IKbJI KEbp
EbJIIAPI{.iflrr EOOI na mpao Mrcro.

flocle4uoro saceaaul{e Ha KoMr.r nprKrrrorru na 10.12.2018 ro4. o 10.00 v.

IIPEICE,{ATEJI:
G-p

9JIEHOBE:
z.

(A,qr. feopru

3..........)
(Eaena Aranacoaa


