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YKA3AHI,IE 3A IIO.UOTOBKA HA OOEPTATA

Ha[]reuosaHue Ha rloPbqrara:

,r.(octanxa Ha arraparypa u c[eqrraJrrl3rrpano o6opyanaxe 3a Hayquo-rl3c"reaoBareJrcrca

aefirrocrno.{oronopAyHK0l/2or2009r.,t}uuarrcuparror@HII,MoH'3aIIyxA[TeHa
Hay.uro-usc",reaoBareJrcxu xoM[Jrerc' Meauuuncxu Ynueepcurer- Cor[ur u Meaullnncru
yHuBepc[Ter- [Lrosaun no 13 o6oco6eHu rro3ttt1urr"

Brs,toxure.n: MeAuuuncru YHusepcurer /l\4Yl- Co$u-e-Perropar

flpu ulrorune na oQeprara BceKLr rracTHuK B nporlea)?aTa 3a Bs3JIaraHe na o6qecT seua

nopbqKa e .qnr,xes ,ua ce IlpliAbpxa roqHo IGM ycJIoBI'Irra, o6rneuz or Br3JIox[TeJIq'

.[o u:.ruvauero Ha cpoKa 3a floJrrraBar{e na orfepru're BceKI{ )rqacTHIrK B npoqelypaTa

Moxe aa [poMeHIr, AonbJrHI'I IIJI]I orrerJrll otfeprara cu.

Bcexu yuacruu( B flporleAypaTa 3a Bs3JraraEe na o6rqec,nena IIopBqKa I.rMa npaBo aa

npe.[craBll caMo e,[Ha ot[epra.

Bcu.{rr.r AoxyN{eHrrr B o[aKoBKara (orfeprara), rpr6sa,qa 6'slat sa 6urapcru e:ux. Axo s

oflaxoBKara (oseprara) ca BKjrroqeHu ,4oK]MeHrn Ha qPK,4 e3I,IK, re cneABa aa ca [pI.rApyxeHI'I C

[peBoa Ha 6rnrapcxlr egr'rx. Koraro yqacrHllrbr B flpolleaypara e qyx'{ec'rpaHuo Iop auqecKo

Jrr{Ue E.rr}t rexnu o6eqIlueuUr, otleprara Ce IIoAaBa na 6tlrapcru e3u( L I'I3I{CKySMI'I AOKn{eHr}I,

Kor.rro ca Ha alyx,q e3IrK, ce flpe,4craBrr Il B flpeBoa.

,{oryuenrure, 3a KoI,ITo He ce I'I3Irc(Ba opurlrHan, Morar aa ce npeacraBcr Karo

rporoxouur, 3aBepeHE c rpuQ "Brpuo c opurllHararr, noaflEc rI fleqar Ha yrIacrHI'IKa.

@oplrara Ha BCltqKu o6pa:qu, flp[noxeHr{ rcr,M aoxyMeHTarlurTa e 3aa'I,J]xsTellHa I.I

crrq14re r.ps6sa aa 6rAar [on6JrHeHE KOpeKIHO, (aTO Ce r{3nblgr,r }r L13}TCKBaHeTO Ha

Br,groxure,r-s :a fioAfluc u neqar, t<6aero e Heo6xoal{Mo.

O6pasqlrre ca rr3rorBeHU c6o6pa3Ho rr3rrcKBaHarra Ha Brgloxurelq u yqacrultllltre H.[Mar

lpaBo Aa rr4 flpoMerrrlT, a caMo aa ru [onaJrBaT.
Brgroxnrercr He e AonycHaJI Bb3MoxHocrra 3a flpe.qcraBcHe Ha BapIraHTIl.

Jluqe, xoero f{acrBa s o6eAuneHrre r-r:rr.r $uryprpa Karo IIoAIr3[uIHurel a otpeprara na

apyr fracrHHx, He Moxe.qa [pe.(craB, caMocrosreJlHa ooepra 3a crrqara o6oco6eEa no3l.Iql{t.
B npoqe4ypara eaHo (bu3r,IrlecKo unfi rcprrAr,rqecKo Jrr,rqe Moxe ,qa yqacrBa caMo B e,qHo

o6e,{I{HeHIre.

,{oryueurure, cBbp3allu c fracrl{ero B flpoqeaypara, ce flpeAcraBrr or f{acrHrlt<a, r,rJrrr or
ynrnHoMorqeH oT Hero [pe,ucTaBr.rTeJr - Jrr.rrrHo nnu qpe3 llouleHcKa nnr.r Apyla KyplrepcKa ycnyra
c rrpenoplqaHa nparxa c o6parna piBnncKa Ha aApeca, flocoqeH n O6xsreH[ero.

,(oryuenrure ce [peacraBsr B 3aneqaraua Herrpo3paqHa o[aKoBKa (n.nux, xanrou
nnn apyra rroaxoacrqa onaxooxa), B6pxy t{oflTo ce rrocoqBar:

1. xauMeHosaHl-Iero Ha yqacruuKa, Brllroqr.rreJrHo f{acrur,rqlrre n o6e4lrueuuero, Koraro I
nprlnoxr.rMo;

2. aapec 3a (opecnoHAeuqux, relerfou fi rro Bb3MoxHocr - rfaxc u enerTpor{eH aApec;
3. saltltenonanuero Ha nopbqKara IE o6oco6esara)e to*tt1ut/u, ga xosro/rorlro ce noAaBar

AOKyMeHTrrTe.

OTIAI(OBKATA HA OOEPTATA CJIE.IIBA.IIA CbNbPiI(A:
l. onsc Ha npe.ucraBeHure B onar(oBKara aoKyMeHT[, [oA[rrcaH u [oarreqaraH or

yrracrHx(a /s cso6oAeH rexcr/.
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2. E4uuen euponeficru aoryuenr ga o6ulecrnenn rlop'bqKu IEEIJIOIV (no o6pa:eu Ne 1)

3a ya{acrHr,rKa B CrOrBeTCTBre C r.r3r{cxBanr,rrTa Ea 3OfI Ir ycnoBl{tTa na B:rg:roxure[f, 3a BcsKa

o6oco6eua rro3rrurur flooTAeJrHo /ocseu xora, o KprrTepnr{Te sa uoA6op ca eAHaKBr'l 3a cboTBeTHI'I

o6oco6esu nozuuttttJ .

Koraro yvacrunrrr e o6eauxen[e, KoeTo He e ropflaHr{ec(o JIL Ie ce flpllnara oT,IIeneH

EE.qOn 3a BceKI'I eAIrH or )^racrnlrufire n o6e.uuHeguero'

Koraro yrac rr.rKbT npeABr.rxla noJBBaHe Ha Iloall3nsmlrre u, ce [punara oTAeJIeH

EEAOII 3a BCsKo Jrfiqe, flocoqeHo KaTo [OAn3nsJrHIrTeJI, 3ae.qHo c .qo(a3aTencTBo 3a noeTI',ITe oT

floIr.r3[bJrHIrTeJUl anraXUrrlenrW.fIOAE3[aJIIIBTeJII{'re 
T pr6na Aa OrrOBaprr na V1.66, a,r.2 Or 3OfI'

Koraro yvacrnn(rr e [ocorMJI, qe Iue uon3Ba pec]?cure Ira Tpero nlqe, ce flpunara

orAeJreH EEAOTI 3a BcrKo JII{qe, qlIIlTo pecypc}I lIIe 65Aar aHru(I'IpaHx B H3[6JII{eH[ero IIa

floptqKarq Karo rperlrre auqa rpx6na Aa orroBaprr Ha I{3tlcrBanrr-trTa Ha .uI' 65, at 2 - 4 or

3OTI.

Koraro yuacruuK B upoueaypaTa e o6eaunenue oT (bI-I3I{qecKIr il x.j4 topuwrT cKu JIIIUa,

rofi uoxe ,ua aoraxe E3nGJIHeHIrero Ha KplrrepfiETe :a uoq6op c (aflaqllrera Ha rperl{ nuqa np}r

crra3Baue Ha ycnoBltf,Ta rro q"r. 65, a:r. 2 - 4 or 3OII.

B upu:roxenur EEAOIf rracrH[KbT rpr6ra 4a IIoII6JIHII qf,naTa HHoopMaql.{r, Korro ce

oTHac, ao nuqHoTo My crcTorHlle I{ KOf,TO AO(a3Ba CbOTBeTCTBHeTO My c l',I3llc(BzlHHf,Ta Ha

Btsloxurell, IlocoqeHl B o6rBreHr.reTo n aoKyI!{eHTaII[rra sa o6uecTsellaTa [oprrIKa.

Brg.11oxr,rre[f,r o6prqa BHuMarr]te Ha HTKOLT OT CsIqeCTBeHI,ITe O6CrOgte:rcrna u aurfopuauur,

Kor{ro cJreaBa aa 3aJlefHar rrpfi [orIbJIBaI{e na EE.4OII:

- B llacr III, Pa:qeJr A or EEIOIV O6pareq Nel/ ce AeKnaprpar o6cro.sreJlCrBa no
,$t.321,qn.321q.u.301-307, '$t.209-213,qn.108a, 'an.253,'1]Ir.253ailwt2536,qn.192a, 

q'r'159a-

159r or HK.
B clyrafi, qe 3a rracTHr.r( e H3aaaeHa npr4cbAa 3a HrKoe oT nocoqeHr.rTe IIpecTEIlneHIIr, TOfi

rp.r6na 4a nocovrr orroBop ,"[a", HesaBr.rcfil*{o qe e Br3MoxHo aa e pea6unlrrllpaH. B ro3I,I cnf{afi
ce oIII,IcBaT:

a)$axrnvecxoro H rrpaBno ocHoBaHlre 3a IIocraHoBrBaHe Ha [puctAara v aarara Ha

BJrrcanero fi n cuna;
6)cpoxrr Ha HaJroxeHoro HaKa3aHrre
t{yx,4ecrpauuure nuqa nocoqBar ua(boprrraque 3a flpecTbflneHr,rr, aHilJror]rqHr.r Ha

o[]rcaHuTe, KoraTo ca oc6.qeHr{ B apyra ArpxaBa qJreHKa IJIII TpeTa cTpaHa.
- B 9acr III, Par4e,r E or EE.(OIU 06pareq I&1/ ce nocoqsa r.ruQopMaqlu orHocHo

o6crosreacrsoro uo v;r.54, a,r.1, r.3 or 3OfI, r.e. AaJrx )rqacrnuKrT ,,uMa 3a.{6JrxeHrrr 3a AaHt,ug
r.r 34qrJrxrreJrHrr ocI,trypllTeJlurl BHocKrr rro cMEcbJIa Ha '<n.l62, u1,2, T.1 or
.(aurvuo-octryprrrenur.r, [poqecyaneu roaexc....". Oco6euoro ryx e, qe al(o JII{uCTO H'MA

HHg. orroBoptT cJreABa,(a e ,ga". Cauo raxa rqe cborBercrBa Ha rrocraBeHllrrTAKIIBA

rrnpoc ,,HrouoMr{qecKrrrr oleparop r.r3nrrHln nrl e Bcr.rrrKu cBotl 3ar]rxeHr.Ir, cBcp3aHr.r c
nJrarqaHeTo Ha AaHsUr{ r.rJru COUUiUTHOOC[r]?uTeJrHr.r sHocK ?,.

-- Yvacruuq,Te .qe(naplrpar HaJrrrquero vJ,t ltr4flcara Ha 3aAUIxeHr{, K6M .qbpxaBara rr
o6rquuara no ce,qanuulero ua BlsroxflreJlr, KaKTo Ir KrM AbpxaBa.ra u o6tqusara no
ce.4trnfiuleTo Ha ctoTBeTH[r ] racTHIlK,

Axo orroroprr Ha Bbnpoca no-tope e ,,ue., ce [ontJrBar ocu.*u no4po6Hocr' 868
Broporo rrore Ha pa3rena' Koroto ca fipeAflp]reru Mep*r.r 3a ao*a3BaHe Ha Haaex.qsocr no q,r.56
or 3OfI re ce ongcBar n 6. ,,r,,, Karo ce flpfinarar 

"roirernrr" ro(yMeaTu.

- B rlacr III' Parae,r B or EE(orv o6paseq.rr!r/ ce nonr,aga a uuQopruaquxr:a xosro ceorHacx ao o6crosrerc'rnara no.r,r.54, aa.l, r.6 0r 30fI, rar(To rr ao o6crorrlacrnara no ur.54,a,r'l, r.1 or 3ofl, cBbp3aHr.r c flpecrrrJreH]rsra no wt.l72 et \1t.352-353e o, Hi. ro.orru."uuQopuaqlr-a 3a [pecrGnJreuur, agiurofutrHrl Ha o[[caHrrre, Koraro Jrr,ruara ca oc6.qenu B ApyraAtpxaBa r{JreHKa r.rJr, Tpera crpa,a. B cayrafi, qe fracrHr_rKbr e flocoqr.rJl ,,!a., za r.r3B6pIIreH,
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Hapy[reHH.,r IIo KT, B [OJrero 3a oTroBop ce oIucBaT CTOTBeTHIITe MepI(lI, 3a AOXZI:|BaHSIO Ha

(or.rro ce npfinarar aoKyMeHrlrre IIo 'L,'I.45 or IIII3OII.

- B tlacr III, Patae.r I or EE.(OIV O6pareq J\!1/ ce uonLJIBa untloplraqnera,

cBbp3aHa crc cnequQnqnE HaIIHoEaJIHTT octloBauufl 3a orcrpaHtBalre:
o Ocr,x,qanu, 3a IlpecrbrlneH us no qn.l94'208, 't:t'213a-217 

"ttt'219-252 
s 't:t'254a-260

or HK. flocoqaa ce uuQoprllauur H 3a [pecTbUJreIIUr, tlHaJIOr]IqH]I Ha On[CaEIITe, KOTaTO JIIIIIaTa

ca ocbAeHI.{ B Apyra arpxaBa qJIeHKa ,IJIII rpera crpaHa.

o Halu.nre }ra cBlp3urHocT c ocTaHaurETe ) IacTIII'r4{ B KoHKpeTHaTa npolleAypa- cbrn'

.ur. 101, a,'r.l 1 or 3OfI.
o 3a6paHara 3a )r.racrlle B flpoueA)plr :a o6IqecrseHu flopr,tlrll Ha JII'Iqa,3a Kol'rro ca

na:r[qe o6crocTeJrcTBa csuracHo q,r.3, r.8 or 3aros 3a LIKoHOMErIeCXlrre u tfuHauconure

orHoureHfi, c apyxecrBara, perucrpl.IpaHrr B Iopl{carlKu}rfl c npeifepeuqualeH aaubr{eE pexuM'

KoHTpoJrIrpaEr{Te or rrx Jrrrua E TexH}lre aeficrguremtu co6crseHfiuu

(3I4OO,4PIO[APKTnTAC), ocBeH aKo He e Hanrrqe LI3KI]oqeHI.{ero no qI.4 or cT>rulIr 3aI(oH.

Texn[.recrn u npot[ecuoua.ngu B63Moxgocrn' Kpnrepuu :a rroa6op'

Hrncxsa ce yqacruullrire B npoqerypara 3a Bcrrtrxll o6oco6enn no3lrqrlrl]

. Aa LIMar BHeapeua clrcreMa 3a yflpaBnexrre Ha KaqecrBoro c o6xnar cxoAeH c

lpeAMeTa Ha flop]rrKaTa iluttu c npeAMeTa Ha c'oTBeTHaTa o6oco6eHaTa IIo3HIIIrr, 3a KotTo

yqacTBaT.

3a npeauer cxoAeH c npe.uMeTa IIa llopblmaTa ce crII{Ta: ]IocTaBKa }I cepBI,I3 Ha

anapar]?a nlwri o6opylaa,e cxoAHo c [peAMera Ha floprqKara, uluttu c fipem.Iera Ha

crorseruara o6oco6ena no:fiqas 3a Korro ylacrBar.

flpu no4anane ua oQept4 crorBercrBllero c Ir3IlcKBaHero ce ,qel<;rapupa s EEAOI,
rofiro ce [o,{aBa or BceKy or fracrxnrlr,rre, qJreHoBere na o6eguuenr.rr, [oAIr3[6JrHI.ITeJrire lJ'Jrrt

TpeTHTe JIIrqa.

Muu tt mann o tai uc KaaH e :
3a scuqrrr o6oco6enn rlo3ulluu yqacrunquTe Aa EMar Bueapeua cflcreMa 3a

yrrpaBneuue Ha KaqecrBoro c o6xsar, cxoAeH c rlpeaMera Ha rlopbqnara nlnstn c [peAMera
Ea cr,orBernara o6oco6enara [o3urus,3a KoflTo yqacrBar, rro cranAapr EN ISO 9001 n,ru
EKBIIBAJIEHTEE.

3a npeguer cxoAeu c [peAMera Ha fioprrrKara ce cqllra: aocraBKa r4 cepBu3 Ha

auaparypa ulutru o6opylsaHe cxoAHo c npe.&{era Ha nop}qKara, ulutru c [peAMETa Ha
clorne, nara o6oco6ena nosrqux 3a KoflTo fracrBar.

YqacrHzxtr Moxe aa rrocoqu er(BrrBaJreHTHr{ Mepxrr 3a ocuryprBaue Ha KarrecrBoro,
Koraro He e r.rMan AocrBII ao raK[Ba cepruQuxaru fiJrIi e H.f,Ma.JI B63MOXHOCT Aa rU IIonyqE B
cBorBerHHTe cpoKoBe no He3aBr,rcetq[ or Hero IIpIlqr.rHI{, B resfi cxl]v.q€,u y.c,acr:f,Llrur rpr6na ga
Ilocoql Aol(a3arencrBa' rle npe.qraraHETe MepKH ca 9KBHBaUIeHTHIT Ha Ir3I.IcKBaHI{Te.

Yvacrnuqure cJreaBa .qa Aer;rapupar I.I3[rnHeH[e Ha rope[ocoqeHoro Lr3r.rcKBaHe,
Karo rrorrtJrHrr rlacr IV Pacae,'r F or EE(O[ /O6pateu .]\l! l/, xr.qero aa flocoqar cgcreMa r.r
orrltciurr,te Ha cepruQuxara - crarrAapr, oprax, xoftro ro e a3Aan, o6xsar, .qara Ha r.r3.(aBaHe, cpoK
Ha BaflgaHocT,

O6"rorr"r"ruuru no r*, ,or"u 
"" ,o**uu, o, ono"rar"rr, au ran-rrr", yru"rrr*

ronue ua onrlcanur r EE4OfJ ceprsduxar.

Yvacruzqn:re 3aab,'rxrTenHo florrtrrBar r.r .racr VI or EE.{OfI.
B npuaoxenr.r.r EEAOfI ce npe.qocraB.[ cr,orBergara uu0opruaqur, rr3HcKBaHa orBrgroxErens, u ce flocorrBar nuqnorarrzr" 6asu ganuu, B Korrro ce crAspxar .qexrap[paHr4Te



o6crosrercrBa, IrJlr,I KoMlereHTHsre opraHrr, r(oHTo cbrnacHo 3a(oHoAareJlcrBoro Ha ArpxaBara,
B KOrrO yqacTHrrKsr e ycraHoBeH, ca .qJrbxnH Aa npeAocraBrT rrH(bopMaurrr, aKo rrMa raKrrBa.

Ha ocHonanne v.n.67, a,r.5 or 3OlI, Brr.nox[rersr Moxe Aa rl3HcKBa or yqacrHrrrrrrre
IIo BcrKo BpeMe aa flpeacTaBffT BcllqKrr nJrB qacT oT aoKyMenTHTe, rrpe3 KorlTo ce aoKa3Ba
uurlop*raqunra, nocoqeua n EE.{OfI, Koraro roBa e neo6xoau:no ra raxonocro6pa3Ho'ro
rrpoBexaarre Ea npoqerypaTa.

B cryrafi, qe Brgroxo.mercr He ynpalr<rtx npaBoro crr rro rrJr. 67, u.5 oT 3Ofl, fracrHr,rqr{re
npeacTaBrT aor),L{euTr-rre 3a aoKa3BaHe rra cGoTBeTcTBlreTo c [ocTaBeHI-rTe KpIrTepI{E sa nog6op,
npeAn cxrrorrBaHe Ha aoroBopa Ha ocHoBaxrre rrJr, 67 , a* 6 or 3OfI.

Koraro ga )rqacrHnKa e BaJrlrauo eauo r,rJrr{ floBerre or o6crocrercrgara no v.n.54, ar.1
or 3OfI yqacrnr.rKar [punara u AoxyMeHTrrre, aoKa3Bar{[ flpeflp]rerlrre MepKE 3a Ha.qexauocr
ctnracgo .u.56 or 3OfI.

3a yracrruuu - o6eArrHeHrrr, Kouro He ca rcpuafirrecKu nuqa ce flpeacraB, 3aBepeuo

Konrre or .qoKyrueHT, or roftro .4a e BrraHo npaBuoro ocuoBaxrre 3a c63aaBaHe na o6eAuneuuero,
KaKTo r.r cJreauara un([opuaqre 868 Bpc3Ka c ronxpernara o6lqecrBelra [oprqxa:

1. nparara r sa,4rJrxeHrr.f,Ta Ha flacrnlllure B o6ear.IHeHugro;
2. pa:npe4eleruero Ha orroBopuocrra Mexry qneHoBere xa o6eaunenuero;
3. ae nocrure, Kor.rro rqe I,r3rrulurBa BceKI{ qneH Ha o6eAI,IHeHI,Iero.

OOEPTA 3A II3IIbJIHEHIIE HA IOPbqKATA. OQepra'ra :a I{3nuIHeHI.Ie Ha

uopt'rxara (no cMr{cua na .fi.39 an.3 or II[I3O[I) cr4rpxa:

3. Texnuqecro npeanoxeHr.re, (oero BrolorrBa:

3.1. flonraueno, flo,ufluczruo r{ floArrer{araxo ,,Texnu.recxo npe4noxenue" (no O6pa:eu
J$ 2 ra cr,orsersara o6oco6ena no:mluc), ,,Texruvecxo npeg.noxeune" ce flpeAcralB, 3a Bcrr(a
o6oco6eHa nosuqfir, 3a KoflTo )nracrHu(]r no,uara o([epra noorgeluo.

3.2. flonrauen4 floanlrcaHa E [o,qlerrarrura ,,Ta6-nraqa 3a rexgrrqecro ctorBercrB[e rro
apruxyJlll" 3a ctorBerHara o6oco6ena rro3lrqwl Ta6rruIara 3a rexHrrqecKo crorBercrBrle tro
aprr{KyJrr{ (O6pa3eq J\b 2a) ce [peAcraB, 3a BcrKa o6oco6ena no3urlur, 3a Kosro ) {acrHr.r(ar
nogaoa or!epra uoorAenHo.

Texnz.{ecxoro upealroxeHue (O6pareu Np 2) u Talrtuqara 3a rexHr,tqecKo ctorBercrBr,re rro
aprr.rKym{ (O6pa:eu Ne 2a) sa crorBerHara o6oco6eua no3urlu, ce flo[bnBar, noa[r{cBar Ha
BC.f,Ka C',rpaHr.rua oT 3aKoEHr{' [peacTaBHTeJr Ha ]'qacTHrrKa rr ce [oA[erraTBaT.

YvacTuux, xoiro ne [onbJrrru ErKos or rpa0ure s Ta6rlrqara 3a rexH]rqecKo
CbOTBETCTBI.IE IIO APTI,IKYNI,I IIJIII IIPCANO)KII APTI.IKYJI, XOfitO UC OTIOBAP' HA H'KOC OT
locoqeHure or Brsroxurery r,r3r,rcKBaHrr, 3a apr[I(yn or o6oco6egaru aroarqrr, 3a Korro
yqacrBa rqe 6rAe orcrpaneH or yqacrr,re 3a rlrnara o6oco6esa rto3llqur.

3.3. flusorr.roruno- n c.nyrafi, ve o$eprara ce noanncBa or Jrr.rqe, pa3nrrqHo or ),4racrurr(a,Jrn HeroB 3aKOrreH [pe.{cTaB,TeJr, xrrr.t o$eprara ce flptlJrara rI'nHOMOrqHO _ opri*r*,r,
HorapuaJrHo 3aaepeHo xonue ( axo e npu:roxnuo).

3.4. lextapayut 3a cpoK Ha B:rnlrgnocr Ha oqpeprara / O6pageq Jl/! 3/
3 '5. flex.napaqr.e 3a cbrJracue c K,ray3ure ua upuroxeuur upoe*T Ha AoroBop (o6pa:eu J,{! 4);3.6. flexnapaqux 3a ctorBercrBr.re u pex;raMaruu (o6pareq Ns 5)
3.7. loxyr'lexr, u3Aa.qeH or flporr3Boa,re* ru oroprruqrn ur' Apyt [o,ryoarrrl roKyr{eHT or{upuara rporr3BoAr.rreJ*u npoa*6u , 

""prrn. 
,";"p;;;** sa Eurapue 3a BcrrrrKr.r aprr.r(ynu Bo6oco6euure no3aqru, c l3*rroqeHr-re ru uprr*yrrra'or o6oco6esa rro3url,]r Ner.Is 2 u 10.B cnyvafi, qe o[acagrrlrr ,rIoK],r!{eHT e r.r3.qaAeE or nrue, pasnr,rqno or [porr3BoAuTeirr, yqacrnrrKrTCNE.4BA NA NOCOqIT BP53KATA MEXAY 43EATEn'-' HA AOKYIT{EHTA E IPOI,I3BOTI,ITCJI' HA CTOTBCTHI,IJIlpoayKT' (.(oxyueurrr ce upeAcraB, B oprrrfirraJl,r au"ap"ro or riacrHl,r(a Ko,,re c [o.{n,nc ,,
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IIeqaT - c uocoqBaHe na HoMepa Ha o6oco6eHaTa flo3ltqlu !I apT]rlryJla B Het, 3a I(OI'ITO Ce OTIIaCI'

flocorreHl.r B rOpHU' AeCeH 6rbn)'
3.8. CE rr.rapra 3a BcrrrrKn flpeanaraHu apTr,rKynn, (,{oryt'leursr ce npeacTaB, B OpurItHtlJI ITJII'I

3aBepeHo or yrlacrgfira Koulle c TIoAIIEc fi rteqar - c [ocoqBarle Ha l{oMepa sa o6oco6exata

no3lrq[, H apTl'r(yna B r{er, 3a KouTo ce oTuacr' nocoqeufi B ropxriq aeceH sr6r)'
3.g. ceprr$r.rraru ISO13485 Ha rrpor.r3Bo,u.rreJr, 3a MealrquscKu I,I3AeJru' 3a BCI'IIIKII apTlKynH

n o6oco6enu no3r,rquu 4, 6,7,9 u 13. , (,{ox1,rrreur5T ce [peacraB, B OpurI'IHaJI I{1I'I 3aBepeEo or

yrIacTHItKa KOrIIre c uo.uMc Lr fleqaT - c IlocoqBalle Ha HoMepa Ha o6oco6enara no3l{uE L apr}rKyJra

B Her, 3a (or,ITo ce oTHacs, nocoqenu n ropulrl aeceu srr.n)'
3.10.3a scu.{Kn apr}rKynu n o6oco6inu rro3nrlurl /c u:r.ruo.reHue Ea aprr'rrynure s o6oco6eH[

rro3r,rUuu Nsl.fe 2 I,I 10/ ugna,Uxr,r or (bIrpMeHIr 6poruypx ]IJII'I KaraJlo3u, caMo cTpaHl'Iqxre KacaeUE

cboTBeTHaTa a[apaTypa /o6opyanane u gp./, ua4urcaur,r B ropHrr.qeceH 6r6JI Sa XO.X o6oco6eHa

no3llqu,uapTI{KyJIceoTHacfT,3aBepeHucIloAnllcEneqaTHaBc,KacTpaHI,Iqa,.IIoKa3BaIqII
croTBeTcTBr{eTo Ha arrapaT}?aTa /o6opyAnaaero u 4p./ c usucxraul{rTa Ha Br3noxI4TeJIr.

Texnuqecxo'ro flpeAjroxeEEe, Ta6:rruIara 3a TexHr.rqecKo oToTBETCTBITe IIO apTI{KyJIU II

BCI,IqKII OCTaHaJIII AOKyll{eHTU K6M TrX, 3a AOKa3BaIIe Ha cboTBeTcTBI{e c Il3ItcKBZlHI',IffTa Ha

aoKyr!{eHTarlxrTa ga o6rqecrnena IIopGqKa ce [peacTaBsT [ooT,qeJIHO KOMIIneKfyBaH[ 3a BcsKa

o6oco6eHa no3[rIES, 3a KO,TO yqacTHr,rrcET uOAaBa OoepTa c nocorlBaHe Ha HoMepa Ha cloTBeTHaTa

o6oco6ena noguunc.
4. I_lesonoro [peaJroxeHue ce [peAcT:lB, B OTAeIeE 3zrneqaTaH He[po3paqeH IIJIII( C saqlluc

,,flpeq;rarauu qeIroBI'I flaptlMerpll" 3a Bctra o6oco6eHa rIo3I'Iqu' floorae'Ho, 3a Ko'To

yru"aor*r, noAaBa ooepTa c rrocoqBaHe Ha Har.rMeHoBalIIuETo Ha o6uecTBeHaTa [opGqKa,

HaIlMenOBaHIreTO Ha yqaCTHlI(a, HOMSpGT I{a CSOrgerHara O6OCO6ena 1OSEIIUX 11 B(JIIO1IBa:

flonuneuo, [oanrrcaHo r{ IloafleqaTaHo ,,I{euono upeg;loxeuue" 3a cboTBeTHaTa

o6oco6ena nosuqu-, (O6PaseII Ns 6 )
flonutneua, [oArMcaHa r{ noguevaraua ,,Ta6rHqa 3a qeHoBo IIpeaJIoxeHI{e no aprtrytu"

3a cborBETuara o6oco6ena nosuqrlr (O6pareu J',l! 6a)

Ilenara e oKoHqaTeJrHa r.r He noAnex[ Ha [poMrHa 3a rlejrrry cpoK Ha AoroBopa, ocBeH B

cJrr{aure, rrpeABI,I.(eHE S 3aKOHa Sa O6UeCTBeHUTe noprqruI.

F flpe4noxen r4Te elrzt* ttmtt ueuu rpr6na 4a ca a 6tlrapcKll JIeBa 6es nx,uoveu ,4AC.
E4rlnu.ruara qeHa Tpr6Ba Aa BKJIIoqBa CTOfiHoCITa Ha apTg1yna, AOcTaBKaTa, MOIITa14

BbBexIaHe B ercrrJroararlur, o6yrenre Ha flepcouana /ga o6oco6esure IIo3Irqu[, 3a Kolrro e

upu:roxr.rrrro/ u rapagulroHgo noA4spxaHe, KaKTo Il Bcuqx1r HeyloMeHaTI{, Ho Heo6xoAlrMl

pa3xoan.
flpu uecrorrercrBrre Mexay rlpeAnoxenlrre eaEHI,IqHu uenlr x o6ulara crofiHocr, 3a

BaJrr,r,qE[ ule ce cq TaT IIpeAJIoxeHI,ITe ealH[rtIHI'I IIeHI'I Ha apTI'I(ynr'ITe.

Y.racrnux, rofiro ne npeAnoxu rleHa 3a HtKofi or apr[r(ynfiTe s o6oco6eHara flo3llqrrr, 3a

Korro yrracrB4 IIIe 6BAe orcrpaHeH oT rlacTxe ga qcnara o60co6ena uosllllu.s.
I-{euonor:o flpeAnoxeul{e (O6pa:eq Ns 6 ) tt Ta6ruqara 3a ueuoBo flpearoxeHr.re Iro aprr.rKynr.r

(O6pareu J\! 6a) ce [orrBJrBar, [oAnr.rcBar Ha Bcrxa crpaHr,rqa or 3axouH]t t npelcraBrrreJr Ha

) {acralrt<a, floarreqarBar ce L ce flocraBrr B [JIuKa c HaA[Hc ,,flpeglaranu qenonn napauerpu" :a
ecsxa o6oco6eua no3urlur, 3a Korro yqacrBa yrracrguKa.

Koraro yvacruur noAaBa oQepra ra noBeqe or eqna o6oco6eua rro3r1rluc, B orra6oBr(ara
no qJr.47, a,r.2 or Ilrl3otl 3a Bcsxa or o6oco6erure rro3[rlrrH ce [peAcraBsr noorAe,rHo
KoMrIJreKToBaHn aoKyMeHT[ no v.r.39, a,r,3, r.1 or rIfI3OII rr oraeJrHn Henpo3parrHn
3anerraraflu fl,'rriKoae c HaArrHc ,rllpeq,rarauu qeuoBH [apaMetpr.. c [ocoqBaHe Ha
o6oco6euara lo3rlurrs' 3a Kosro ce orHacsr, HaHMeEoBaHIrero Ha o6qecrseHara rropbqxa rl
HAIIMEHOBAHHETO IIA YTIACTHIIXA.

YvacruNqure Morar aa rrocoqBar n o$eprure cr rnQopuarltr, Korro cMrrar 3a
xos0rresqua,rna 868 Bp63xa c Ha.Jruquero Ha rbproBcKa rafisa. koraro yqacrHulllre ca ce
lo3oBaJII{ na xontfngenqnaJlHocr, csorBernara uHlpoprr.raq u, He ce pa3rguBa or Brgnoxure,ns.
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Yqacrssqure He Morar Aa ce uo3oBaBar na xontblrAeHlluallHocr tro orl{olleHl4e Ha

rrpeAlroxeHr.rrra or oQeprure ItM, KoI{To no,q;lexar Ha oIIeHKa.

Cpoxrr na BaJIIraHocr na oQeprure rpx6na ga e 8 /oceu/ Meceqa, cqltraHo or Aarara'
onpeaeJreua B o6csrenuETo :a o6rqecrseHa nopbu(a 3a I(paeu cpoK 3a [oJlfIaBane ua o$epru.

Brg.roxure.nqt rqe orcrpausBa or yqacrrre B rrpoqeryptra y'racruuK:
- npu Haruqlre Ha ocHoBzlHlrrra IIo qn.54, aJI.1, r.l-7 rx,r. or 3OfI.

OcHosagr.rero s qr.54, an.1, T . 3 or 3OfI se ce npxnara, roraro: l. ce HaJIara aa ce 3atrIlrrrr
oco6eno BzDrutrr AbpxaBuu rnmr o6rqecrnerta uuTepectl; 2. pasueprr Ha HeIrJraresI,ITe AIJDIoIMI,I

Aarr6Ur.t HJrlt COqIIaJIHOOCuTp[TeJIHII BHOoKI{ e He [OBerIe or 1 ga CrO OT cyIUaTa Ha ToAI,IItrHI'L

o6q o6opot sa nocJleaHara [pI'IKJIIovexa t[urancoaa roguna'

Ocsonanmra rlo qn. 54, ar. l, T. 1, 2 u 7 or 3OII ce orHacrr 3a Jlltuara' (orrro

[peAcraBn BaT yqacTE[Ka, rureEoBere Ha ]TrpilBr.rTeJIHIr u Haa3opl{u optaElr }I 3a ApyrH Jruqa,

xouro r.lMar rrpaBoMorqu, Aa ynpa(HrBar KoHTpon npl. B3[MaHero Ha pe[IeHI'L or re3[ opraEE.

Jluqara, KorrTo rlpeacraBflcBar ytrasru[Ka rr JIrrIIara' Korlro ca rrJIeHoBe Ha

yrrpaBrrTenH[ n Ha.q3opH[ opragg Ha yqACTH11Ka, CbrJIaCHo ttt.40, a;1.2 [fl3OII ca' KAKTO

CJIEABA:

L npu cr6upareJluo ,qpyxecrBo - nlluara no v,r. 84, a:r. I u q.n. 89' al. 1 or TsproBcro{'

3AKOH;

2. nplr rouauglrrHo ApyxecrBo - HeorpaHl'IqeHo orroBopHl{Te crApyxHlrq}I IIo qn. 105 or
Trproncrr.r-n raxou;

3. npu gpyxecrro c orpaultqeEa orroBopxocr - nHIIara no qJI. l4l, a* 1 u 2 or Ttproncrur
3a(oH, a [pr4 eagoJrrrrrHo apyxecrBo c orpaul'Iqega orroBopHocr - Jr[IIara no qn. 147, a.r. I or
Trproecrur taxox;

4. npu axuuouepuo ,upyxecrBo - JrI,IIIara Ilo ,t:r. 241, a,1. I , qn. 242, u, 1 \n. 244, ur, 1 or
Taproncxlu raxou;

5. npr,r xouau4urxo apyxecrBo c aKqlrfi - JrI{IIara rro q.n. 256 nrr Bp63t<a c 'rr,.244, al. 1 or
Trproncxue raxou;

6. npu egxoruven rbproBerl - rlrsnvecroro ar,rue - TbproBeu;
7. npu xron Ha qyxlecrpar{Ho Jruqe - ruqero, Kosro ynpaBn Ba n npeAcraBn Ba ruoua }uur

rrMa raJrorHrrHrr flpaBa c6rJracHo 3aKoHoaaTeJIcTBoTo Ha .qbpxaBaTa, B KogTo KJIoHbT e
perlrcTpr,rpaH;

8. s ca1^{aute uo r. I - 7 - u nporlprcT ure, r(oraro r.rMa raKr{Ba;
9. s octanan[Te cJrfrau, BKlrroqlrreJrHo 3a rryxAecrpauHl{Te Jrr{qa - JIIrIIar4 Kor,rro

lpeAcTitBJrsBaT, ylpaBn BaT Ir (oHTpoJrnpaT rtacTHEKa ctnlacHo 3aKoHoaaTeJrcTBoTo Ha
.4BpXaBaTa, B KO,TO Ca yCTarrOBeHrr.

Koraro yracrxlrK r.rMa [oBeqe or eAI,IH rrpo(yprlcr, AeKlrapaun ra ce noAaBa qlMo or
npoKyplrcra, B ql,Irro npeAcraBETeJrHa BJracr e BKjrroqeHa replropr{frra Ha Pe[y6nura Ernrapue.

Koraro llgficxsarfima ro ust. 54, ut. 1,'r. 1,2 u 7 or 3ofl ce orHacrr 3a floBerre or eaHo
JIXIIC, BCI{qKI,I JIIIqA NOAIITiCBAT E.{UH I,I CsIq EEAOfI. KOTATO E rrA,rUIIE UEO6XOAUMOCT OT 3AUII'TA
HA 

-JII'qHI,ITE AAHHLI U LI rIPE PA3NITqHC S O6CIO'TCICTrATA, CBIP3AHU C JI'IIHOTO C6CTO'HIIE,
ux$opuaqmra oruocno rr3ucKBagrrrra rro qJr. s4,ur. l, r,1,2 a 7 br 3orl ce rro[tJrBa B or,qe.]reu
EEIOfI 3a BcrKo rfiqe uJrrr 3a Hfl(ou or Jrrrrlara.

Koraro ce ro,rlaBa uoBeqe or eafirr EEAOTI o6crogreacrsara, cBbp3a,x c xp,rep,,,ore 3a
noa6op, ce cbatpxar canro n EE.(O[, noAnrrcaH or Jrrrue, Koero Moxe ciuocrorrengo Aa[peAcraBn Ba ctorBerHru cro[arcxr.r cy6exr.

Btgnoxure,.f,r Moxe Aa He orcrpa,rr r{acr,r.I*, 3a I(ororo e HaJI[rqe earro IJrI,I floBeqe or
roperocoqeHr,rre o6crorrercrsa cuuo rrpu ycnoB]rrrra na qr.56 or 3OfL

Brg,roxureJrsr rue orcrpaurr or yrracrrle B fipoqerypara yrlacrurlK rr 11pr1 c1eAHlrreo6crocre,'rgrsa:
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.npI.IHiUIuqEeHacBbp3aHocTcocTaHa'JIuTerlacTlrl{uuBKoH(peTHaTanpolleAypa_cBrJI'
qr.101, a:I.1 1 or 3OfI.

- sa roiro ca HaJrr{ue o6crorrercrBara no'rl'3, r'8 u rofiro He [onaAa B u3lo[orleHl.rsra no

qr.4 or 3axoua sa uKoHoMr,rqecKure u tfunanconure oTI{oIueHI.lJI C ApyxecTBaTa, perlrcTpl{pilHu B

Iopuc.ur,rKllHlr C npetfepenuua.neH .qaHBrIeH pexllM, (OHTpOn[paHIrre or T,x JMua I'I TexHLTe

aeft crsuterHll co6c'rseHuIu ;

- rofiro He rrollbJrHll H,KO' OT rpaQure s Ta6auuara 3a TexHI,IqecKo CSoTBeTCTBI.Ie [O

apTr.r(yJlrr rrnE npeanoxx apTr-rKyn, xofiro ne oTroBaps Ha HsKOe OT IIOCOqeHI{Te I,3I'ICKBaHU'

" 
Tr*nnr""*ura cuequOrxaum - flpuaoxenue Ne 1a 3a aprlrxyn or o6oco6eaara [o3IlIIH''

3a Korro yrlacrBa, rqe 6tAe orcrpaHelr or yqacrl'Ie 3a Ilf,Jrara o60co6ega no3lqus'

.rofirorre[peAJIox[ueHa3arrrrofiorapTxKyJIuTeso6oco6eHara[o3l,tq[,'3aKo,To

f{acrBa, ule 6rae orcrpaHeH or }'rlacrl'Ie sa qxlara o6oco6ena uoguqus;

- queTo rIeHoBo flpeanoxeHr,re Ha,qBurnaBa onpeAeneHl.L Ot BS:IOXUTen.f, t[uuaucoa m'rrr'lur

ga o6oco6esa, a no3lrqllt, 3a (orro f{acrBa;

. B cry^{afi, qe r{acTElr(a He I-I3ubJIIIu B cpol( 3aIbnxeHueTo cll IIo ,1t1.54, u,9 or IIfI3ofI;

- flpl-I HaJII{q[e Ha ocHoBaHI'Irra no qn'107 or 3Ofl;

3a no.ryrenure oifepul (ouaxonxu) npu Bts:roxurem ce Boalr perucrbp' g xofiro ce

oT 6ersggar:
1. uoaare:r ua orfePrara;
2. HoMeP, Aara u qac Ha noJlfraBaHe;

3. npuwtrure 3a Bptrqaue na o$eprar:a, Koraro e [pI'IJIoxI'IMo'

flpu uolyranaue Ha olaKoBrara Bbpxy o[aKoBKara ce ot6ers:sa nopeaHlur HoMep' 'qarara
rr qacrT Ha [o.,D/qaBaHeTo, 3a (oeTo Ha rIpI'IHOCI{TeLf, Ce H3.qaBa cloTBeTeH AOKyMeHT'

He ce upneuar o<fepru, xor.rTo ca flpeacraBeHr,r cneA u3TI{rIaHe na xpaftuur cpol( 3a

[oJIrIaBaHeuJ]jacaBHe3aneqaTaHaonaKoBKaI,IJII,Bo[aKoBKacl{ap).uleHaII,nocT.

Koraro rru MoMeEra Ha }trr,rqaHe na xpafiurr cpor 3a flonyrlaBaHe ua orfepru upeg

M,cToTo, o[peAeJleHo 3a T,xHoTo [oAaBaHe' Bce ol[e I4Ma qaKaIIIH JIIlqa, Te ce BK]IIoqBaT B

cnucrx, xoftro ce [oAnHcBa or rrpeAcraB]rrer na BlgloxureJlt Ir or npl,IcbcrBalqlrre JIIlqa.

O$eprure Ha Jrlrrlara or cnlrcbKa ce 3aBex,{ar B perxcrLpa, BoaeH or Btsroxurent uo.u.48,
aa.l or IIfl3OfI. B resu cJl).{ru He ce .qorrycKa [pr4eMaHe ua oQepru or Jrr4ua, Korrro He ca
BKJIIOIICHII B CIII,ICbKA.

flpu nuclreuo r4cKaHe 3a pa3rcueHr,r, rto ycnoBr.rrra ua o6rqecrneuala nopbql<a, Ha[paBeHo

Ao 10 aur-r, npeAlr r.r3Tr.rrrauero Ha cpoKa 3a nonytraBaae ua ot[ep,u, Brgroxurer.f,T ny6:rrrloa n
npo$tlrta ua KylyBaqa ulicMeulr pa3rcHeHns n 4-gueneu cpox or nonfraBaHe Ha rrcxaHero, Ho He
lo-K6cHo or 6 .4su flpealr cpo(a 3a [oJrfraBaHe na o{eprx. Brsroro enrr He npeAocraB,
pa3rcueur.rr rro ucx,lurrr, [ocrlnu]rrr cnea 10-anegurrg cpox.
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