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CbNbP)KAHI,IE
Ha AOKyMeHTarlrrflTa 3a yqacTrre B rrporleAypa 3a Bb3,'raraHe

Ha o6rqecrBeHa rropbqrca, cbrJracHo qJ. 31, afi. I or 3OII

1. Peruenne 3a orKprrBar{g Ha lpoqeAypa 3a B63JIaraHe ua o6rqecrneua IroptqKa -
s orAereE Oair,

2. Obrn:renue, c Koero ce onoBecrrBa orKpr4Barrero Ha uporleAypara - B oraeJreH

<f afil.
3. Vra:anr,rs sa no4rororxa ua otfeprara.
4. llpoerr ua 4oronop.
5. Crussr na o6oco6esure flo3urluu rr EoMeHrJrarypr{Te ro rsx - B or4ereu rpafin

Qopltar excel;
6, O6pa:uu Ha Ao()'r\,{eHrlr - n or:4ereu tpafi.n:

6. 1. flpunoxeune Ns 1 * 3aa6Jrxr4TeJreu o6pa:eq: I {enoeo npe4aoxeur,re 3a

I43trbJrHeHr4e Ha nop:bqKaTa;

6.2. flpnnoNenue Nb 2 - saAtrxrareaeu o6pa.:eq: TexnlrqecKo npeanoxeur.re;
6.3. llpunoNenue Ne 3 - sa,4:brNrareneu o6paseq: .{euapaqur no qr. 59, a,r. 1, r.

3, rrn op. c vn. 53, at 2 o'r 3axona :a ueprr4Te cpeqy I43rrupaHe Ha fiapv. Ilpe4crana ce rpu
noanHcBaHero Ha AoroBopa ga o6uecrseHa nopbqKa.

7. Crair4apreu o6pa:eq Ha eJreKTpoHeH Egr,rnen enpoueficrlr 4oryuenr :a
o6qecrseHr.r ropbtrKr4 (eEEAOII) ) - n *zip 

1|aftn.
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YKA3AHI4'T 3A TIONIOTOBKA HA OOEPTATA

1. Iloarorosxa na oSeprara:
1 .1 . flpu no,4roroBKara Ha orlepru're yqacrHxrlr.rre ca aJrtxHrz aa cna3Bar

r.13t4cKBaHI-if,Ta Ha Bb3ltoxLITeJIt. Otpeprara cneABa Aa orfoBapq Ha H3lrcKBaHlitra, nocoqeHl.i

B pelreHr.rero, o6ssreuuero v AoKyMeHTar1urrra 3a yqacrlle B npoqeaypara u aa 6tae
otf opveHa no nprrnoxeHrzre KT,M .qoKlairelrralllzsra o6pa:qlr, Koraro roBa ce Ir3LIcKBa.

Orronopuocrra 3a npaBuJrHoro Bt3nplieMaHe Ha AoKyMeHTaIIAsra 3a yqacrue ce Hocrr

eArrHcTBeHo oT yqacTH[LIuTe.

1.2. O$eprure ce u3rorBsr na 6:r:rrapcxu e:rlx. .{or<yueurra. Kouro ca Ha rryx.q

e3ux ce npeAcraBsr u B npeBoA Ha 6r,:rrapcxn.
1.3. ,{o urruuanero Ha cpoKa 3a noaaBaHe ua o$eprure, BceKr-i yqacrHz( Moxe

aa npoMeHu. ra ronl,,rHh HJrh ,&a orrel ru oQeprara cu.
1.4. flpegcranrHero Ha oSepra ra4r';rxaBa yqacrHuKa Aa npaeMe HarrbJrHo

BCUqKIT LI3IICKBa]'j^:dt g yCnOBUfl, IOCOr{eHLI B perlreHrrero, O6sereHHerO H AOKyMeHTarIHrra 3a

yr{acrue B npoqeAypara.
1.5. Bcenu yqac'rHriK B flporleaypara rrMa npaBo Aa npeAcraBr.r caMo eAHa o$epra.
1.6. Jlaqe, Kogro yqacrBa n o6eguueHue uJrrr e aa;ro c6f,1acue aa 6lae

noAr{3nr}.rrHlrreJr Ha Apyr yqacrHnK, He Mox{e Aa noAaBa cavocrorrelua orpepra.
1.7. B npoqe.qypa 3a B63naraHe Ha o6ruecreeHa nopbqKa e4uo $u:uuecxo urrz

ropHruqecKo nHqe Mo)r{e Aa yqacrBa caMo B eaHo o6eaagesl.te.
1.8. Cnsp:auu nuqa He Morar Aa 6:r4ar callocroarerHu yqacrHrlql4 B erHa u

c:brrla nporleaypa. flog "cnrp:auu ruqa" cJreABa Aa ce rrN{a flpeABr{A onpe4ereuuero no $ 2,

r. 45 or !P na 3Ofl.
1.9. VuacrHuqnre Morar Aa ce [o3oBar Ha Kanaur{Tera Ha rperr-r nuqa,

He3aBUCI.rMO OT npaBHaTa Bp63Ka MeXAy r.SX, rO OTHOUreHrre Ha KpUTepHUTe, CBl,p3ar{H C

HxoHoMlrqecKoro lr $unauconoro cbcroqHue, TexHHrrecKHTe cnoco6nocl.r tl
npoQecuoHaruara KoMnereHTHocr. 3a rperure :rrrqa ce npn.rrara .rr. 65 or 3Ofl.

1 10. YqacrHrirlare rrocoqBar n oQeprara crr no,4rr3ntlrHureJrrrre r.r aeJra or
ropT,rrKara, xofiro rrle r.rM B63Jloxar, aro Bt3HaMeprBar Aa H3no.[:sar raxrzsa. 3a
rroAu3rrT,nHure.:rlrre ce rrplrrara q:r. 66 or 3OfI.

Hesasuctll,Io or Bb3MoxHocrra 3a u3IIo,'I3BaHe r{a noAr.r3n:r,nHurenr.r

oTfoBopHocTTa 3a !I3rIGJlHeHrre Ha AofoBopa 3a o6ruecreeHa nop6qKa e Ha H3l'bnHuTert.
BrgroNurel.st HtMa Ea r43B6prxBa Ar{peKTHH pa3nrarqaHuq c

IIO.{II3II1)JIHHTEJ]UTC.

1.11. Y.racrHnr(r{re Morar aa locoqBar e odeprure cu uuQopvauuq! Korro
cM.srar 3a xou$ageuqualua BbB Bp63Ka c HaJll{qrrero Ha r:r,proBcKa raiiga. Koraro
yqacrHr.rqure ca ce rro3oBa:r[ ua rouQu4enquallHocr, cr,orBernara unrpopt"taqull He ce
pa3KplrBa or BT,3Jloxtirelrg. Yvacrurqure He r\rorar Aa ce no3oBaBar ua rcourlu4euqtraluocr
IIo orHorrreHr{e Ha lpeAroxenurra or o$eprrrre HM. Ko]tro rloaJlexar Ha oqeHKa.

1.12. Bc[.rxli .qoKyMeHTr-i ce rpeAcraB.sr B opuruHan H.Jru Korrr4q! 3aBepeHu or
yrracrHu(a c "Brpno c opuruna,ra". ler,rapaquure u 6aiiKosure rapaHrlr{r, (oraro raKrzBa ce
U3HCKBaT! Ce npeACTaBqT CaMO B Opufr{Han.

1.13. Iluuara Morar Aa rror'rcKar [HcMeHo or Bb3Jro)KHTeJrs pa3scHgHurr no
peueHuero, o6.rrgreHtlero u roxyMeHTaqrrqla sa o6qecrseHara nopr,rrxa Ao 10 Anu npeArl
r{3rrrqaHe Ha cpoxa 3a nonyqaBaHe ua oQeprure, a Koraro cpoKsT e clKpareH nprl
neo6xoguirrocr or crrerrrHo Br,3;raraHe - go 7 guu. BrgroNllrerqr npeAocraBr pa3rcHeH sra B
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4-AHeeeH cpox or lonyqaBaue Ha ucKaHero, Ho He rro-(T,cHo or 6 Auu npeAu cpoKa 3a

lonyqaBaHe ua oQepru, a Koraro cpoKlT e ctxpareH nopa4u ueo6xoAaMocr or crrerrrHo

B63JrafaHe - Ao 4 AHr4 npeAr.r ro3n cpox. B pa3rcHeHr.rqra He ce flocor{Ba nr.ruero, HarrpaBnno

3aIIIrrBaHero. Bluorrlrrersr He npe,4ocraBt pa3tcHeHut, aKo IrcKanero e rocrtIILIJIo cJIeA

cpoxa no u3peqeHue nrpro. Pa:.rcueHrrrra ce lpeAocraBtr upes ny6luxyeane ua npor]u:ra
Ha KynyBaqa.

2. floqanane na o$eprara:
2.1. .{oxyuenrure, cB6p3aHr.r c yqacruero B lporleAypara, ce lpeAcraBqr or

yqacTHuKa, HJ[I{ oT y[sJrHoMorqeH oT Hero npeacTaBIlTeJI - JIr.IqHo unu qpe3 nollleHcKa rlnu
,qpyra KypuepcKa ycnyfa c fipenopbqaHa flparKa c o6parua pa3nl4cKa, Ha aapeca Ha

Br,3,'roxr.ireJrr: rp. .{o6puv 9300, y:r. "Ilasafior Xuros" 24.
2.2 .{oxylrenrure ce npeAcraB.sr B 3aneqaraHa Henpo3paqHa onaKoBxa, Br,pxy

KOfTO Ce nOCOirBar: Har.{MeHoBaHrrero Ha yrIacTHItKa, B(JIIOqLITeJIHO yqaCTHI.iqUTe B

o6egunenuero, Kofaro e npunolr(HMo, aApec 3a rtopecnoHAeHIlIta, re:rerpou u no B63MoxHocr
- rparc u eneKTpoHeH aApec; HarrMeHoBaHr.rero Ha nop:br{Kara, a Koraro e npuno}nuMo -
o6oco6enure lto3uul.iH It HoMeHKnar]plrre or r.sx, 3a Kor.rro noAaBar AoKyMeHTIITe.

2.3.3a no,ryveuure orpepru flpu Bb3JroxrrreJrs ce BoAr4 perr{crcp, e Koilo ce

or6e,rrgsar: noAaren na o$eprara; HoMep, Aara r.r qac Ha nonyqaBaHe; npuquHule 3a

Bpr,uaHe ua otfeprara, Koraro e rrprzJrorruMo.
2.4. flpu roryqaBaHe ua o$eprara Br,pxy onaKoBKara ce or6er.{ssar nope,uur.rqr

HOMep, .qaTaTa Il qac6T Ha [oJryqaBaHeTo, 3a Koero Ha npr]Hocr.rrenq ce rr3AaBa AoKyMeHT.
2.5. He ce npHeMar oQeprH. Korro ca npeacraBeHh cre.4 

'.l3rHLlaHe 
ua rpahHur

cpox 3a nolyrraBaHe r{JrH ca B He3arreqaTaHa onaKoBKa UJIII B onaKoBKa c HapyrreHa rlrnocT.
2.6. Koraro KT,M MoMeHTa Ha r{3Tr4rraHe Ha rpailuu.r cpoK 3a noJryqaBaHe Ha

o$epru npeg M{croro} onpeAereHo 3a rqxHoro noaaBaHe, Bce orle uMa qaxaulu Jtr4ua, Te ce
BKJ[OqBaT B CnriC6K, KOfiTO Ce nOA[I{CBa OT [peACTaBI{TeJI Ha BG3JIOXUT9ITfl L1 O't

rlpltctcrBalqr{Te luqa. O$eprare Ha Jrr{rlara or crrlrcb(a ce 3aBe)r(Aar B perucrr}pa Ha

Bb3JroxI{TeJu. He ce 4onycra nplzeMaHe ua o$epru or nurla, KoHTo He ca BKr}oqeHLI B

CTIHC6KA.

2.7. B ctryuaure, (oraro oQeprara ce rr3npaua no norlara finH c Kypuepcxa
c,ryN6a, yqacrHr4KT,T cJreABa Aa ocurypr.r neilnoro cBoeBpeMeHHo rrplrcrrrfaHe npeAlr
rz3Tr.irraHe Ha cpoKa 3a noAaBaHe Ha o$epru. Pucrrr or sa6asa uru:ary6naue ua orfeprara e

3a yqacTH14Ka.

3, Cr,qrpxauue Ha 3arreqaraHara He[po3paqHa orraxoBKa u yKa3aHnq 3a

IIOIIITJIBaH€ Ha AOKyM€HTIIT8 B Heq:
3. 1 . Onuc Ha rrpeAcraBenure Ao(yrueHTrr.
3.2. CraugapreH o6paseq 3a eAr.iHHr.rr enporeficxu AoKIMeHT ga o6u1ecrseHrl

nopbqxu (EEAO[) 3a yqacrHu(a, a Kofaro e npunoxlrMo - 3a BceKx or yqacrHr.rrlure B

o6equueHuero, Koero He e ropnar.rqecKo nuue, 3a Bcexu noalr3n:bnH[TeJr rr 3a Bc{Ko Jrr]qe,
trr.ruro pecypcu ure 6rAar aurax[paHr.r B u3rr,rr{eHuero Ha nopr,qKara.

Ha ocnosaHue wr. 67, ur. 4 or 3Ofl E4uHHrarr eeponeiicxu AoKyMeHT 3a

o6rqecrneuu troplqKn (EEAOD ce npeAocraBr B eneKrpoHeH er.r4 no o6pa:eq, yrBlpaeH c

axr ua Enponeficxara KoMrlcut.
Erexrpouuuxr EEAOII e qacr o'r AoKyMeHTaur.r.[ra :a o6rqecrnena nopbqKa,

ry6luxynaHa na npoSuna Ha KynyBarra 3a KoHKperHara o6ulecrseHa nop:brrKa. Vqacrnaxr,r
rrorrT,JrBa eEEIO|I qpe3 un$opuaqr.rouuara cucreMa 3a eEElOn Ha aApec
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https://ec.europa.eu/tools/espd. B uutf opuarlaoHHara cucreMa yqacrur4rlure 3apexAar
npenocraBeHr4r or B63Jroxr.rre.[r Qain nrn Sopuar *.xml, rontJrBar Heo6xo4uuure AaHHra ra

fo n3Terrqr u 3arra3Bar nra tfoprvrar *.pdf u *.xml.

BtgroNr.rre:r-ar r{3r.rcKBa yriacrHr.rqr,lre Aa npeAocraBf,T EEAOII B eneKrpoHeH

rlopvar, xoiiro ue rt03BorsBa peAaKr[panero Ha HeroBoro cr,A:bp)r(aHue (*.pdf). [oxyueumr
rpr6na ga 6l4e no4nr.rcau c xna.ru{uquparr eJreKTpoHeH rroArrnc or ,rfirlero, Koero e

3aAtJrxeHo Aa floAnurxe EEAOII. Erexrpouuo noAnr4caHurr AoKyMeHr, 3arrr{caH Ha orrrr.irreH

Hocr{TeJr (CD, DVD, rfnaur nauer) ce rocraBs B onaKoBKara c orfeprara.
Ilpegocraneriuxr or yqacruriKa Qaii.n, cTlabpxau EEAOII ue rp.r6ra 4a e

3apa3eH c Blrpycr{, Aa He ctAr'p;ra MaKpocu r{Jrrr u3rr6JtHlrM nporpaMeH xo4. ,{oxyueumr
cnenBa na cblr,pxa npaa (Herpnnrnpau) rexcr,

He ce npne*rar 3a peaoBHo noAaAeHH rro cMucr,Jra na.r,r.67, a,r. 4 or 3OII
rroArrrrcaHu Ha pr,Ka rr cKaHxpaHlr EEAOI.

Ilo.qpo6Ho sa eEE{OlI yqacrHr.rqr.rre Mofar Aa ce 3ano3Harlr or MeroAuqecxure
yxa3aHr.u Ha eneKTpoHHara crpaHuua sa AOfl.

flpu nognoronrcara Ha EE.{O[I c,reaBa Aa ce rrMa trpeABlra cJreAHoro:
3.2.1. 9pe: EEAOII yqacrHuKlr Aexnapupa Jrr.rncara Ha ocHoBaHuqra 3a

orcrpaHsBaHe rr ctorBercrBrre c Kpr.rrepr.rr.rre sa no.q6op. B uero ce peaocraBr ctorBerHara
an$oprraaqux, rr3rrcKBaHa or BT'3Jrox(r{TeJr.s, u ce npeAcraBtr AaHHrl orHocHo ny6ruunr.rre
perrrcrpu, B Koriro ce c6l(6pxa lluSopllaqru 3a AeKnapupaHlrre o6crogrercrBa vJrv 3a
(oMnereHTHLIt opraH, KofiTo c6rJlacHo 3aKoHoAarercrBoro Ha c6orBerHara AbpxaBa e
anr,xeH Aa npeAocrana uHrpopuaqltq 3a re3rr o6croqrercrsa cnyxe6uo Ha B:b3Jroxr.rreJrr.

3.2.2. B uacm [1, pazden "A; trIu$opnatlua 3a uKoHo.Muqecxust onepamop", e

noJremo " tr4deumurtturca4tn" ytacruurt r cneABa ra orroBopu B cborBercrBxe c

pefucrparlucra cri B TtproBcKrir perricrtp nnr{ Apyr pefr.rcrbp cro6parHo HauuoHa.[]loro cr-r

3aKOHOrarencrBo.
3.2.3. B vacm II, pasdet "A: ?Iurfopna4ua sa uKottouueecxua onepamop", e

nonemo "4;op.ua ua yaacmue" ua EElOfl yrracrHuxtr cneaBa.(a orroBopu aanu yqacrBa B

nporleAypara Karo qacr or o6eguHeHue.
3.2.4. B uacm II, pasden "8. I4nrlop.ua4un sa npedcmdcumerume Ha

uKoHol4t+ecrtttt onepomop", yqacTHuKl,T cJIeaBa aa oTfoBopl4 B cboTBeTcTBUe c
perucrparru.flra cx B lbproBcKr4.s perucrtp n.[u lpyr perlicrtp cro6pa:Ho Har]r4oHaJrHoro cu
3AKOHOAATEJICTBO.

3.2.5. B qacm II, pasden "B; lluQopta4un omHOcHo u3nor36aHemo Ha

Kanaryumema ua dpyzu cy6exmu", yqacrHuKlT cne.4Ba Aa orfoBopr-i lanu qe r-r3rrorr3Ba

KanaqHTeTa Ha TpeTr.r nErla no oTHolreHue Ha KpHTepuHTe, cB:bp3aHr.r c nKor{oMHqecKoTo r.r

$uuauconoro cr,crosHue, Texuaqecxr4Te cnoco6nocrr.r u rpotf ecuona:rHara KoMnereHTHocr.
3a gc.rrco rpero nuue ce npenc I aBr o rneneH EEnOn.

3.2.6. B ,tacm II, pasdet "f ; I4uclopta4un sa noi)usnt'tuumeru, uuumo
Kana4umem ur;ouo]tutlecKunm onepamop E B!!! do usnotnca", yrracrHHx:br cneaBa aa
oTfoBopu Kou ca I1o.4u3n:bJrr'rHTeJ]r.rTe, Kor{To ue non3Ba.

3a scerfi noAu3nbJrHr4ren ce npeAcraBr orAeneH EEAOfl. floAugnlrHrare-[ure
rp.r6ea 4a orroBap.sr Ha crlorBerHr-rre Kpurepur4 sa roA6op cro6pasno Br.rAa r{ Aena or
nopbqKara, KoiTo lIIe u3rbrH.sBar, r.I 3a rqx xa He ca HaJrrue ocHoBaHut 3a orcrpaH.sBaHe or
npoueAypara.

3.2.7. B uacm III, pasden "A; Ocuoeauun, ccbp3aHu c HaKe3ameJrHu npuc'udu"
yqacrHr.rK:br AeKnapirpa HaJrlrqrrero sa o6cro.sre,rcrBara 3a orcrpaHrBane or ylracrue B
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[por{eAypara rto.{n. 54, an. l, r. I u 2 or 3OII (oc:sN4aue 3a npeclbnneHlrs lro r]Jr. i08a, ur.
159a-159r, sn. 192a, w.209-213,.rr. 301-307, ,rrr.32l u\r.32Ia or HK uru aH.lrrofnrrHr{ B

apyra AbpxaBa rrJreHKa r.{Jrn rpera crpana). KaKro a rrpeArrpaerr{re Mepxr.r 3a HaAexAHocr no
qn. 56 or 3Ofl, xoraro e npunoxrrMo. Te:n ocnonannt ce orHactr 3a J'IIrIIara, Kolrro
rrpeAcraBnrBar yqacTHr.iKa, qJreHoBeTe Ha yrrpaBurenHLI I4 HaA3opHLI opraHu Ir 3a apyrlr nuua,
KOUTO r{MaT npaBOMOUlHt Ia ynpaxHtBaT KoHTpoJr np}I B3eMaHeTo Ha peIIeHLIt oT 'fe3l4

oprauu. Jluqara, 3aA6.[xeHu Aa aeKnapr.rpar o6crosrercrsara no qJL 54, ut. 1, r. I n 2 ca

nocoqeHr s'rr. 40, an. 2 or flfl3Oll. Koraro Ir3LIcKBaHutra no un. 54, a.n. 1, r. 1 u 2 or 3OfI
ce orHaclrr 3a noBeqe or eAHo nr{qe, BcrrqKrr Jrliua troAnllcBar eAIrH Lr ct,rll EEAOII. Koraro e

na:rrlqe neo6xo4r.rMocr or 3aqr.rra Ha JruqHure Aa-r.lr.'tr tlIru npu pa3nuque n o6crorrelcreara,
cBT,p3aHr4 c JrrrqHoro c6crotHlie, uutfopuaqu.ara orHocHo LI3LIcKBaHutra no vl. 54, a,r. 1, r. 1

u 2 or 3OlI ce norr:bJlBa B orae-lreH EEAOII 3a BctKo JIIrqe UJII4 3a HsKoIr or ruqara. B
cnyqaure, Koraro ce noaaBa roBerre or eArlH EEAOI, o6croqrercrBara, cBT,p3aHA c

Kpr{repr.rr.rre sa nog6op, ce cs.qt'pxar cauo n EE,{O[, [oanl.icaH or ]r[qe, Koero Moxe
caMocro.srerHo Aa trpe,qcraBntBa clorBerHI4r cronancxu cy6err.

3.2.8. B '1acm III, pasden "E: Ocuoeauun, csbp3alu c marqartemo ua dautqu u

collucutHoocuzypumerHu 6uocttu" yuacturartt reKnapfipa Ha]'IIrquero na o6crosrercreara ga

orcrpaHrBaHe or yqacrr-{e B npoqeAypara no ur. 54, a,r. l, r. 3 or 3OfI, T.e. AaJrr{ uMa

3aA6JrxeHr.rt 3a AaHr'rlri r{ 3aAGJr)$rreJrH}r ocufypurerHu BHocKrr rro cM}rct:ra sa w. 162, ut.
2, r. 1 or {OIIK, xaxro u peArpnerure MepKLI 3a HaAexAHocr no .{r. 56 or 3OlI, Koraro e
npunoxr.rMo.

3.2.9. B '1acm III, pasden "B; Ocuoaauun, ccbp3aHu c HecbcmonmenHocm,

xouQturcm Ha uHmepecu tnu npotfiecuoHaJrHo Hapyueuue" yuactuuxrr AeKnap[pa
HaJruqrrero Ha o6crosrercrBara 3a orcrpaHtBaHe or yrlacrne B flpolleAypara no .uI. 54, an. l,
r. 4,5,6 u 7 or 3Ofl. OcuoeaHr.rqra no .rr. 54, r. 7 or 3Ofl ce orHacrr 3a nr{rlara, Korrro
rrpeAcraBJrrBar yqacrHr4Ka, qireHoBeTe Ha ynpaBuTenHr{ I{ HaA3opHH opfaHrr u 3a Apyrr4 Jr!{qa,

KOTITO LIMaT npaBOMOtqUt .qa ylpaxHtBaT KOHTpOn npn B3eMaHero Ha peureHr{r or re3H

oprauu. Iluqara, 3aAG.rrxgHH Aa AeKnapnpar o6ctogterctsara ro qJL 54, ut. 1, r. 7 ca
rocoqeHr.r s .rr. 40, wr.2 or fIfI3Ofl. Koraro ugucrgaHrura ro .{,'r. 54, an. 1, r. 7 or 3Ofl ce

orHacrr 3a IloBeqe or eAHo nuqe, BcIrqKIr Jluua noAnl]cBar eruH lr cr, l EEAOII. Koraro e

uallrqe ueo6xo4ltMocr or 3aqvra Ha Jrr{r{Hr{Te AaHH:z nllu npu pa3nuqlje g o6ctoqtelctnata,
cB6p3aHlr c Jrr.rrrHoro clcrosHue, un$opuaqrura orHocHo Ii3IrcKBaHI.itra no 'lr. 54, ut. 1, r. 7

or 3Ofl ce norr:b.rrBa B oraeJrgH EEAO 3a BcqKo nuue u,qu 3a H.s(olr or nurrara. B c,ryuaure,
Koraro ce noaaBa noBeqe or eAr.rH EEAOI, obcrolrrercrsara, cBbp3aHr.r c Kpxrepurire 3a

lo46op, ce cr,AT,pxar caMo B EE.{O , noarrr.rcaH or JrHrre, Koero Mo)r(e caMocro.srenHo Aa
npeAcraBnrBa clorBerHnr croraHcKu cy6exr. flo4 "xoHQ,rrirr Ha aHrepecu" cneABa aa ce
pa:6rlpa onpeAeneHnero, .uaaeHo B $ 2, r. 21 or !P na 3OfI, xoraro Bb3ro)Kurer.sr, HeroBH

cJryxurenH vlrv Haeru or Hefo nuua H3BbH HeroBaTa cTpyxTypa, xoIITo yqacTBaT B

fioAroroBxara nnl.i B63JlafaHero Ha o6ulecreeHara noplqKa r.rJrr.r Morar Aa noBru.srr Ha

pe3ynrara or He{! r{Mar r.rHrepec, xoiiro noxe Aa BoALI ao o6rlara no cNlrlcbna sa ql. 54 or
3aroua sa uporunogeiicrane Ha Kopyn[uqra u 3a orHeMarre Ha He3aKoHHo npu4o6uro
r{MyulecrBo u ga r<ofiro 6u llor:ro 

^4a 
ce ttp]ieMe, rre Bru.{e Ha rsxHara 6ernpucrpacrnocr n

He3aBI{cuMocr B:bB Bp:L,3Ka c Bb3JIaraHero Ha o6 lecreeT{ara nopr,qKa.
3.2.10. B qacm III, posdet "f: Cne1urPuuuu Ha4uoHcutuu octrolaHut 3ct

u3K.rtoLrBaHe " ytacruuttl't 4eKrapapa Haruqriero Ha:

3-2.10-1. O6crosrercrsara 3a orc'rpaHrBaHe or yvacrue B poqe.qypara tro qn.

54, an. 1, r. 1u2 or 3OlI (ocrx<4aue 3a npecr:bnneHr4r rro qrr. 1'72,'aL 194-208,.rr. 2l3a-
217,'tt.219-252 s st.253-260 r .i,'r. 352-353e or HK u:ru aHarrorurrHli B Apyra Abplr(aBa
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qJreHKa ruru rpera crpaHa). Tegu ocnosaHuf ce ornacsr 3a Jrr4rlara, Kouro flpeAcraBJrrBar
yrracTHLIKa, qIeHoBeTe Ha yrrpaBr4TenHu r{ HaA3opHu opraHu u 3a apyfr4 nrrqa, KoHro uMaT
npaBoMoIr]fi.t Aa ynpaxusBar KoHrpoJr npu B3eManero Ha perxeHufl or re3r.r opraHn. Iln rlara,
3aA],nxeHlr .4a AeKnaprrpar o6crorrencrBara no qJr. 54, wr. l,'r, I h 2 ca nocoqeHu n u-rr. 40,

a,r. 2 or IIII3OII. Koraro ugucxsaHurra rro .rr. 54, an. 1, r, 1 ra 2 or 3Oll ce orHacsr 3a

rroBeqe or gAHo nuqe, BcHqKx Jrrrua rroAflr.icBar eAuH lr cr,ut EEAOfl. Koraro e ua,ruqe
ueo6xo4uuocr or 3alqlrra Ha JrrrqHr.rre AaHHn LIJIII npu pa3nuque n o6ctoltelctnara,
cB:bp3aHri c Jrl{qHoro cbcroqHr.re, unSopuaqunra orHocHo I{3ucl(BaHusra rro ql. 54, an. 1, r. 1

u 2 or 3Ofl ce [orrcJrBa B orAeneH EEAOII 3a BctKo Jrlrue I{Jru 3a HqKou or ruqara. B
cnyqaure, Koraro ce noaaBa noBeqe or earrH EEAOfl, o(5cro.s'rercrnara, cB6p3aHI.i c

Kpureprrure :a nog6op, ce c6a6pxar cauo n EEIOfI, [oanrrcaH or nr{ue, Koero Moxe
caMocrosrerHo Aa npeAcraBngBa c6orBerHLIq cronancnu cy6err.

3.2.I0.2. Cn:spsauocr c apyr yqacrHl4x B lpoueAypara r]o cMlrcbJra ua $ 2, r. 45
or !P ua 3OII, nre Bpb3Ka c $ 1, r. 13 n 14 or.{P na 3axona:a ry6ruvnoro npeanaraHe Ha
qEHHI,I KHI,IXA.

3.2.10.3. flpeuxu :a yqacrue n o6ruecreeHl4 nop6qKl1 no ul. 3, r. 8 or 3aKoHa sa

r.r(oHoMItqecKI.ITe u rpuuauconure orHoureHus c ApyxecrBara, perlrcrpupaHn B lopr{cArlKrlurr
c npe$epeuur.ra-neH aaHtrreH pe)KuM, cBTlp3aHr{re c rtx .rruua 14 rexHr{re aeilcrs}lrerHu
co6crneuuqu, ocBeH aKo e HaJIItqe Ir3KJrrcqeHr.rero no q:r. 4 or cbrlr{r 3aKoH.

3.2.10.4. llpegnpuerure Mep(u 3a HaAexAHocr no qr. 56 or 3Oll, Koraro e

npunoxllMo I.rJrLI HaIJIIrqIrero Ha r.r3r.[roqeHu.s ro qr.4 or 3ilr<osa 3a rrKoHoMr.rqecKr.rre u

$uHanconure orHorrreHrrr c ApyxecrBara, perrzcrpr-ipaHr{ B ropacAl{Krluu c npeSepenunaneu
aaHT,r{eH pexuM, cBbp3aHr.rre c rrx Jrnrra r.r rexHure geficrezre,ruu co6crnenuqu;

3.2.11. B ,tacm IV, pasden "A: foduocm" a noremo "Bnuceaue a cbomqemeH

nporlecuouateu pezucmtp" yqacrHLIXT,T rrocoqBa AoKyl'reHTa, c roiiro aoKa3Ba
clorBercrBr{ero cr{ no pa3AeJr III.1.1) or o6sereuuero 3a orroBecrrBaHe Ha o6ulecrseHara
nopr,qKa: .{a ca rrpronqlr Ha eApo c MeArrrlr{HcKr-r v34eJ:rltr ]rnu npor.r3Boar.rrerr.{ Ha

MearrurrHcKu rr3aeJrr.rr, ycraHoBeHa Ha repHTopLItra ua Peny6:ruxa B:s:rrapru;
Yvactnux, rrMaul npaBoro aa lbpryBa c MeALIuIrHcr(I{ LI3AeJ'rHt, rofiro e lo,ryvu,r

pa3peueHr'rero cr.r or KoMrrereHTeH opraH Ha Ar,pxaBa-qreura sa EC unr{ Ha Apyra A:L,p)r(aBa

- crpaHa no CnopaspreHuero 3a Enponeiicxoro HKoHoMuqgcKo npocrpaucrBo, r{Jrr.r Ha

Kou$elepaq[q llleeiiqapa.a, npu noan]rcBaHero Ha aoroBopa creaBa aa 6rae Bnr4caH B

perucrtpa no qr. 81 or 3M14, n ravecreoro r{y Ha nurre no ql. 78a or 3MI4.
3.2.12. B qacm IV, 6yxea "B: Texuuuecxu u npotbecuoHa.quu cnoco6uocmu" e

nonemo "YnpaeneHue Ha 6epu?ama ua docmacxa" yractiuxrr rocorlBa goryrrreura, c xoiiro
aoKa3Ba cborBercrBuero cr{ no pa3aen III.1.3) or o6qBreHuero 3a orroBecrrBaHe Ha

o6ruecrseHara nop6qxa: Ceprrl$l.rnar 3a npunaraHe H noaa'L,px(aHe Ha cllcreMa 3a

ynpaBneHue Ha KaqecrBoro EN ISO 9001 u/uru EN ISO 13485/13488 u/nra ernuna,teulHa,
c o6xsar e o6,'racrra Ha npoIr3BoacrB oro uluttu rcproBu.f,Ta c MeaurrHHoKH H3AerHr.

3.2.13. B qacm IV, pasdet "B: Texuuqecxu u nporfecuoua.atu cnoco6uocmu" e

notemo "Bt'stazoHe Ha nodusnttutumetu s npo4eHmHo uspa:>tceuue" ) racrHLrKTlT nocoqBa

aena or rropr,rrKara, rofiro ule B:b3Jroxrr Ha noAu3nIJIHLITeJr.

3.2.14. Vqacrnnuure ca Anr,)r(Hr.r Aa yBeAoMrr nr.rcMreHo 86310x(firenq e 3-gueoeH
cpoK or HacrlrlBaHe Ha o6c'ro.sreJrc'rBo rro u:r. 54, a,r. I or 3Ofl, .4eKnapupaHo or rrx B qacrri

II u III na EElOil.
3.2.15. Vqacrnnrrnre Morar Aa rr3rloJr3Bar EEAOII. rofito neqe e 6rir ugnorgsaH

rlplr npeAXoAHa npoqeAypa ga o6ruecreeHa rrop:bqKa, rlpu ycnoBl{e, qe norBT,pA.sr, r{e
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c6A6pxaqaTa ce B Hefo uH(bopMaquq Bce orqe e aKryanHa, npu ycJroBr.rrTa Ha \rn. 44, an. 2
or llfl30ll.

3,3. ,{orcyueuru no .rr. 45, an.2 or IlIl3On 3a Aoxa3BaHe Ha npeAnpr{erure
MepKr.l 3a HaAexAnocr no .rr. 56 or 3OlI, xoraro e trpr,r:loxllMo,

3.4. llpn ya{acrHurlu o6e4uueuua, Kor.rro He ca rcpr4ar.irrecKr4 nr.iqa Korrue or
AoKyMeHT, or xoiiro Aa e Br{AHo [paBHoro ocHoBaHue 3a c63AaBaHe na o6e4llueuuero, KaKTo

u cneAHara r.ru$opuaqu.x BT,B Bp63Ka c KouKperHara o6rqecrseHa nop6qKa: npaBara u

3aabrxeHuqra Ha yrracrHurlure s o6e4nHenlrero: pa3npeAeneHrrero Ha orfoBopHocrra
Me)r{Ay qneHoBere na o6eatluenuero; 4efinocrnre, KoHTo IrI3 LI3n6.lrHtBa BceKI.I rlJIeH Ha

o6e.{uuesuero.
3.5. I]euoeo rpeAJro)KeHrre, c:bAl,p)Kaqo npeanoxeurrero Ha y{acrHr.rKa orHocHo

rlenara :a npugo6lrnaue no 3aAT,Jr)r{ureJrea o6paserl flpuroNeure No 1 .

3.5.1. Koraro yqacrHuK no4ana orfepra 3a noBeqe or eAHa o6oco6ena [o3r.rqus!
3a Bctxa or o6oco6esure no3r{rlr4u ce npeacraBt orAeJrHo rreHoBo npeAno){eHrre
flpu:roNeune J\! 1.

3.5.2. Krlr ncxxo flpurorxenue Ns 1 ce npulara nontJrHeHa u noAnr{caHa
u3BaAKa or Cnuc:r,xa ua o6oco6eHure no3Lluult r.r HoMeHxJrarypllre, 3a cr,orBerHara
o6oco6ena rro3r4rlur, ga xoqro/Kouro yqacrHu(r,T npeacraBs o{repra. O6oco6eHr.rre no3riquu,
3a Kollro yqacrHIzK6T He ttpeAcraBt orpepra uorar 4a 6r,4ar:a.ruuena or cflrrctKa.

3.5.3. B u:ea"qKara or Cnucrra na o6oco6esare no3HqHH u HoMeHxnarypr.ire 3a

cr,orBerHara o6oco6ena rro3nrlur, Bcet<u yqacrHLIK e AJrr,xeH Aa [onbJrHu rrooraeJ]]ro 3a

ncqna o6oco6eHa no3r.rqul, a Koraro o6oco6enure rlo3rrqurl cbar,plr(ar HoMeH("taryprr,
ItooTAe,rHo 3a BcqKa HoDteHKJraTypa, 3a KogTo yrracrBa:

Ko.nona 5: "flpousnogllrel / 6poil e onaxonxa", B Korro ce rocorrBa
npou3BoAurersr Ha MeAr.rrluHcKoro rr3Aenue r.r 6polr B onaxoB(ara, Koraro MeAr{rlr4HcKr.rre

u3reJrug. He ca e.qLIHuqHu 6poiircr.r u,ru He ca nocraBeHu B aHAl{ruAyanHa onaKoBKa;
Ko,rona 6: "l{eua s re. 6es.4AC ga MepHara eAr.{Huqa n ror. 3", a roaro rpr6na

Aa ce nocoqu ueHara Ha Mear.ruuHcxoro r.r3.[enuero e reea 6e:] IIC :ra c:borBerHara Mrpxa
(uepua eguHuqa), nocoueHa e xo,roua 3.

flpegloltenure ueHr{ B KonoHa 6 rp.r6na aa ca B JI(lBa, 6es 4,4C, 3aKpr,rneHu ao
rIeTBspTI-U 3HaK C.rreA AeCeTIqHara 3aneraJr.

Ko.noua 7: "Croilnocr e rs. 6es 4I]C (ro,r.4 x xo,'r. 6)", n xoaro rpr6na ga ce

flocoqtl npoH3BeaeHuero Mexay nporHo3]loro KorLIrIecrBo, nocoqeHo s xoroHa 4 u
[ocoqeHara B xo:rosa 6 ueHa B reBa 6e: ,fff{C 3a ]\'repHara eAr-iHr.rqa or xoroua 3.

Croiinocrure B Ko,rroHa 7 rpn6ea Aa ca B neBa,6es !!C,3axpr,fneHu Ao Bropuq
3HaI( CJte.q .qecerEqHara 3anertur.

Pearr t'O6rqo sa o6oco6euara nolllqua", B cryqaure, xoraro o6oco6eHara
no3urluq c:bAT,pr(a HoMeHKJrarypu. Ha ro:H peA ce nocoqBa c6oplr or croiinocrare e,Tesa
6e: !!C Ha orAeJrHHTe HoMeuKnarypH, rrocoqeHu e roroHa 7.

C6oprr or croiinocrure Ha pe,qa "O6rqo sa o6oco6euara noglrqlrs", xrAero
TaKbB riMa, rpr6ea 4a ca 3arpr,rneurr Ao BTopr4q 3Ha( cJ1e.4 recierr4quara 3arrerarr.

IIpu o6oco6enr4Te no3r4rluu! Kor4To He c:r,AT,p)riar orAeJrHr.r HoMeHKnarypLt,
nllncBa per "O6qo sa o6oco6enara roguuus" H TaK:bB He ce rorr:bJrBa.

I{:naAxara or Cnncrna ua o6oco6enure rro3uunrl H HoMeHKJraryp[Te ce
IIoanIfcBa oT npeacraB,'rqBauoTo uJrH or yrr:bJlHoMouIeHoTo ,,rHue.

Ilenonoro [peAJroxeHue Mo)r(e Aa He ce flocraBq B orAeJreH 3afletraraH n!'rnrc,
rr,ii naro Br,3Jroxnre,'rsr e [peABrrA]rJr pa3rJre]{AaHero Ha AoKyMeHTnre Aa craHe rro
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peqa Ha q,'r, 104, atu 2 or 3OII, nplr Koero orleHKara Ha rexHuqecxure u uelroBure
IlpeA!'Io)Kerruq Ha yqacTrruquTe rqe ce [3BbprxH rrpeArr pa3rJrer(AaHe ]ra AoKyMeHTuTe 3a

cborBercrBue c KpH repuHTe ra nog6op.

3.6. TexHr.rqecxo npeAJroxeH!re, c:bAT,p)Ka Io:
3.6.1. Texull,recKo npeanoxeHr{e - no 3aA6,'rxl.rrereH o6pa:er1 lpu:roxeuae J\! 2

or o6parqure goKlueHTrr Ha AoKyMeHrallr.Itra 3a yqacrue.
El mnrg nnvrnreur ., yqacTHnK6T:

- flocoqga ga Ko.[ o6oco6ena n03Ltqut npeAcranx o{repra.
-,,{euapupa cpoKa Ha BaJrrrAHocr Ha o&eprara, Koiiro He Moxe Aa no-ua,rlx or 3

Meceqa or Aarara, Ko{To e nocoqeHa 3a aara Ha nonyqaBaue na otpeprara.
- [er:rapl.rpa fipr]eMaHero Ha cpoKoBere 3a: rr3rrbJrneHue Ha AoroBopa, nJra IaHe,

AOCTABKA II fOAHOCT HA AOCTAB'HI,ITC MEAUUIIHCKI-i I.i3AENUq;

-,{eruraprpa, qe e HanpaBrrn rIeHoBH npeAnoxesus no Bcr4qKrl HoMeHKnarypH,

BKjroqeHu B o60c06eHara no3r.rqlrr (Koraro o6oco6esara no3r4uHr BKJrroqBa uouenxrarypu);
-,{en:rapupa c:sr:racuero cr4 c Knay3Ilre Ha npunoxeH}It npoexr Ha AoroBop;
- ,{er:rapupa apyfu o6crorreJrcrBa! I.r3t4cKBaHq or B63Jroxl4Tenq u nocoqeHr.r B

o6pa3erla Ha AoI(yMeHTa.
3.6.2. .{oxyueur 3a yntnHoMorrlaBaHe, Koraro Jrurlero, Koero noaaBa o4eprara,

He e 3aKoHHr{rr rrpeAcrasuren Ha yqacTHIlKa.

3.6.3. Koraro yqacrHxK no4aea oSepra 3a noBeqe or eAHa o6oco6ena no3uq[q,
3a BCtKa OT IIO3IIIIULITe Ce [peACTaB.{T nOOTAeJIHO KOMnJTgK'r'yBaHrr AOKyMeHTLI ITO TOqKLI

3.6.1 u 3.6.2. KoMnlrexroeaHero Moxe Aa e B orAeneH [irr4K, nanKa, 4rxo6 :a 4oryr,reHrrl r.rJrr.r

opraHu3r.rpauo no Apyr Haqr{H, no xoilro ga Moxe Aa ce ycraHonu:a xo.fi o6oco6eria no3rlqut
ce oTHac.sT AoKyMeHTrrTe.

3.6.4. I,Irucxsarre 3a [peAcraBqrre Ha Mocrplr:
3.6.4.1. Mocrpure Mofar.qa 6tAar orraKoBaHr.r orAeJrHo or Apyrure AoKyMeHTr.r,

xaro ce o6orHaqaBar ro HarrHH. or rofiro na e BhnHo r<ofi rn npencraeq H ia Kor o6oco6eua
no3l4uu.s u HoMeHKJraTypa ce oTHacsT.

3-6.4-2. Y\acrHrrrlrrre ca An:bx(rllr aa npeacraBtlT Mocrpn Ha MeArrrlr4Hcr(ure

u3gerrus ro cJre.qHr.rre o6oco6eulr tlo3uqrru rrJru HoMeHKnarypu:
flo o6oco6ena no:Hqraq N 8: Prnaeuuu xupypruuHn! creprlJrHr.r, JrareKcoBr.l, c

aHaroMrrrrHa $opva, 6e: nyapa, xunoaneprr.rr{Hn, 3a qyBcrBr{TeJrHa r(oxa, c pa3Mepr4 or Ns 6.5

ao N 9, a'bnxr{Ha Ha pbxaBurlara or 260 ao 285 nana. Mocrpara ro rIo3uuu.s rpr6ra ga e 1

uu$r, He:aeucHMo or pa3Mepa. Mocrpara rqe 6rAe H:iclreABaHa 3a npoBepra Ha

sa,ruquero/rnncara Ha aHaroMrzuHa rpoprua, lyApa n A'bJrxr{Hara. B pe:yrrar Ha

H3cJreABaHero rqe 6lae HapyrxeH T6proBcKurr Br.ra Ha Mocrpara.
flo nouenr:rar)'pa 9.2: Cucrelra rpaucQy:uonna! c MeraJIHa urla, c $unrup, c

npo3parreH MeK pe3epBoap, c MuHriMaJrHa At;rxriHa 150 cu. Mocrpara ule 6:sAe r{3c:reABaHa

no orHorrreHlte Ha,ruqllero Ha MeraJIHa [rira, Ha MeKocrra Ha pe3epBoapa (Aa ce noAgaea

Aocrar6qHo rrpu Harxcx or nai'req r.r noxa:areq) r.r Mr.rHlrMaJrHara .qbrxuHa. B pe:ylrar na
u3cJreABaHero ule 6:sAe HapyrxeH TtproBcKurr Br.r.q Ha Mocrpara.

flo o6oco6ena no:uuuq 20: CosAa:a xpaHeHg Ha ueroHoceHlr, 6e: gnaqenr.re or
pa:uep (nouep). Mocrpa'ra rqe 6lAe rl3cJrelBaHa no orr{oureH[e Ha HaJrr4rrnero Ha
peHTfeHorro3lirltBHa HIt[IXa, A:bnxrlHara u pa:rpaQxnanero. B pe:yrrar Ha u3cneABaHero rle
6r,ge HapyneH r6proBcKr{rr BrrA Ha Mocrpara.

flo Horr,renxnar),pa 37.1 lrru 37.2 ltrli 37.3: Maplea l{oMnpec, or eArIH oT lpl4re
pa3Mepa, rhcrora MHHrrMyxt ).71).7 Hr4rrrr{x Ha rn.cn., 8 Arrnrrr.r onaKoBxa x 100 6p., 150 6p.
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unr4 Ap. Mocrpara rpr6Ba Aa e 1 6p. Mocrpara ule 6rAe ulcJreABaHa rro orHorrreHr4e Ha

lJrbrHocrra u 6por ua Ar{rrJrrrre. B pe:y:rrar Ha n3cJreABaHero rue 6rAe HapyrneHa rleJrocrra
Ha MOCTpaTa.

flo nolreuxlarypll7J5: Mapra xr.rpocKonlrqHa Ha ron, [II4pr'rHa Hs-I4anxo or 1

v, 17117 Hr4rrrKH Ha KB.oM. Mocrpara rpr6Ba Aa e e pa3Mepn orono 30 x 30 cn. Mocrpara rqe
6tAe ll:c:reAnaga ro orHo[IeHI.Ie Ha nrbrHocrra. B pe:ynrar Ha ll3cJreaBaHero ue 6rge
HapylreHa qeJrocTTa Ha MocTpaTa.

IIo nouesrrarypa 37.9: BNur uapreu 10 cu/10 1{, rlrl'brHocr v'uuul.tytt 17117

luttrKl.I Ha KB.cM., c onJlerKa Ha Kpar{ Iara. Mocrpara rqe 6rAe Ir3cJIe.qBaHa rro orHotlleHrle Ha

nJrr,THoclra r.r Ha"[!{qr{ero Ha onner(a Ha Kpal{rqara. B pe:ynrar Ha H3creABaHero rqe 6tae
HapyrxeHa rlenocTTa Ha Mocrpara.

flo sol,.leurnarl.pa 38.1 urll 38.2, uru 38.3: Ennr runcoe! He3aBucrrMo or
pa3Mepa, BbB BaKyyM onaKoBKa /6tpronmpArnaq ce, BpeNre 3a BrGpAqBaHe 3-5 uusl.
Mocrpara rqe 6r,4e r'r3cJreABaHa 3a BpeMero Ha BTBtpAqBaHe. B pesy:rrar Ha u3cneaBaHero
rue 6lAe HapyrxeHa rlenocrra Ha Mocrpara.

flo noueurcrarypa 39.1 : Caun:racr c pa3Mepr.i 2.5 cxtl5ll. Moc'rpara qe 6r.qe
u3CJIeABaHa nO OTHOIxeHHe Ha 3anenBaHeTO I{6M KOXa U npeBbp3OqH[ MaTep[anu fi JTeCHOTO

orAer.rrne (rlcane or po:rxara). Cr,rqara cneABa Aa 3a,TenBa HaAexAHo r.r eAHoBpeMeHHo c

ToBa aa He [puqlrHfiBa 6oma nplr orJre[BaHero or Koxara. B peryrrar Ha lr3c]reABaHero Lqe

6r,4e uapyueua qenocrra Ha Mocrpara.
IIo nor'lenK,,rarypa 41.3: fllanxu eaHoKparHl4 xl4pypfr4qec(x -ran 6oue (c

B63MoxHocr:a npa6upaHe Ha Koca c rorarra o6eu), 3eneHrl, pa3Mep XL. Mocrpara rqe 6rAe
n3cJreABaHa no orHorrreHr.re Ha [peAHa3Haqeuuero (xupyprnuecxa) u roJreMaHara (pa:uepa).
lllanxara rpa6ea ga o6xsaqa B rlsJrocr r:raBara !r Kocara Ha oneparopa, BK:rroqr.rreJrno B

cnyqallTe, Koraro nocneaHl4tr IrMa Koca c for.sM o6eu. B pe3ynrar Ha rr3cJreABaHero n(e

6r,ge napyleH Tr'proBcKHqr BuA Ha Mocrpara.
flo solresrlarypa 41.4: flpeAla3Hu IlpecruJrK]l eAHoKparHrr rroJrrrerr.rJreHoBr{-

grrrrl (4o cpeaara ua npaceqa). Mocrpara rqe 6tAe LI3oneABaHa rro orHorneHue Ha

Marepua,Ta rr ar,JrxrrHara, ro.rro rpr6ea Aa noKprrBa oneparopa Ao cJreAara na npaceqa. B
pe3yJrrar Ha n3cnerBaHero rue 6tae HapytrleH ft,proBcKlrflT Br4.q Ha r,rocrpara.

flo HoN{eHroarypa 41.5: flpecra:rxu [ocer[rencKrr eAHoKparHu or HertKaH
TeKcrr{Jr, c Ar'JrT,r pbKaB, A:snrlr (Aa noxpunar rolruoro), pa:luep XL. Mocrpara rqe 6r,Ae

r{3cneABaHa ro orr{olreHue Ha Mareprla,la I.i atJlxlrHara. xorro rpr6ea aa noKpI4Ba

BKJJIoqIITeJIHo KorqHoro Ha [oJr3Baru[r. B pery:rrar Ha H3cJreABaHero rqe 6tAe HapyrxeH

T:bpfoBc(lttT Br4A Ha MocrpaTa.
flo uoueuuarypa 41.6: Ka.nqyuu eaHoKparHLI, rroJrr{erureHoBr.r, pereSHr.r,

AbJr)Kr.rHa He ro-MaJrKo or 38 cu. - orraKoBKa or 100 6p. lznu rp. Mocrpara rqe 6sae
H3cneABaHa rro orHorrreHue Ha AbJ]ir(uHara [r Har'rr.rqrrero Ha rpanaBocr (peleSuocr) na
Marepuana. B pesyrrar Ha rr3cJreaBaHero ule 6'sAe HapymeH rbproBcxr.{qr BU.q Ha Mocrpara.

flo o6oco6ena nosuqu.q J,l! 43: Krauna sa rrtnHa Bp6B, ope6peua qacr c At,rxHHa
40-42 vlt. Mocrpara qe 6rAe H3cJreIBaHa rto orHo[reHr{e Ha AtJrxrrHara ua ope6peuara
uacr. B pe:ylrar Ha !{3c-rreABaHero qe 6r,Ae r{apyueu rtproBclir4sr BHA Ha Mocrpara.

IIo o6oco6ena noslaqlaq Ne 47: BanAose KoMrr;reKr 6e6e/uaiina (ua,rlr</rorrair,r),
KoMnJIeKTnre B IIBeroBe po3oBo !I czHlo. Moc'rpara ule 6r,Ie .[3cJIe.qBaHa rro orrrorreHr]e Ha

HaJII.iqIrero B KoMueKTa 6e6e/uafira Ha Asa 6aHAa eAIrH Man:[,K r4 eAHH for.sNr ctc
c:borBerHr{Te rrBeroBe. B pesyrrar Ha r.r3cnerrBaHero rr1e 6lge HapyueH TT,proBcKusr BuA Ha

MOCTDATA.
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3ABEJIEII(KA: Bcuurcu uocmpu, Ha Koumo qe 6bde HqpyweHa qenocmma u/wu
mbpzoscKufl eud nodnelram Ho 3annot4aHe na npedcmaeunume zu tuqa cbanacHo t?utntama
cmofiHocm, nocoqeHa 6 odepmama Ha cbomlemHw yqacmHuK, cpet4y rcdadeHa Qaxmypa.
Mocmpume, vmmo Wocm u mbpzoncKu 6ud He ca HapyweHu, ce 6pbu+am om rbiro)rcumert
e cpox do I0 duu om curnqlaHemo ua doeoeopa uru om npeKpamtaaHemo Ha npoqedypama.
Bt snoJ{umenam uocrce da zadtpctcu ocmpume Ha yqacmHuKa, c xofimo e cwroqeH dozoeop
sa o1uqecmeeua nopbgKa, do npurutnveaue ua dozoeopa.

3.6.5. I{sucrgane 3a npeAcraBffHe Ha o[ucaHre: Yqacnruqure ca alrr,xHr4 aa
fipeacraBsr tro Bcr.rqrr.r o6oco6enu no3r4rlr,rrr, 3a Kor,rro noaaBar oQeprlr, orficanr.re rroA

Sopruara Ha r,r3Ba.4Ka or Kara,'ror, npoAyKToB JII,Icr, TexHlrqecra cneuutbntcaqut uluttu gpTr
pasHo3HaqeH Aoryrueur Ha flpeAnaranrlre Mear,rq[rrcKu r43rerruq, u/utm aa flocoqar cait't sa
rrporr3BoAl4TeJur, ua roftro IrMa Aocrtn Ao orrucarue, Onucanraero cJIeABa Aa c6AT,pxa
ecuqrfi Heo6xoAlIMI,I ,qaHHI,I, or Kolrro ,qa Moxe Aa 6lo4e ycraHoBeHo crhorBercrBrrero Ha

MeAITIIITHCKOTO :113l:e|tl1re C OIIUCaI{lIerO My OT KOnOHa 2 ga CnUC:.i<a Ha MeAr4rIr.rHCKr4Te

r43AenE r,r HoMeHKJraryprare. On[caHr4ero ure 6T,Ae IBcJreABaHo 3a ycraHoBrBarre Ha

cboTBeTcTBI4eTO Ha MeALIIII4HCKOTO ISAeJII{e C I,I3trCKBaHI,ItTa Ha B63JIOXIiT9[S. V 34

ycrauoBtBaue Ha IIbJIHorara Ha npeaJloxeHlrero lo oEe3I4 or o6oco6eHr4Te no3lruull, KoI,ITo

c6A6pxar orAeJrun HoMeHKJrarypr{. Onucanue'ro rpx6na 4a e na 6rrirapcr<z s3r{K uJrr{ c
upeno4 ua 6lnrapcKrr e3rrK.

3.6.6. Vqacrnuqr4Te, Kor{To ca AocraBrJrr B npeAXoAHr{ roAEHr{ MeAr,rquHcKr,rre

LI3IeJrUfl, 3a KOr.rrO yqacrBar B HacTorrrlara nporleAypa, He ca 3al6JrxeHr4 Aa rrpeAcraB.rrr

Mocrplt, o[ucaHl4e [JII4 oHLIMKI,I Ha re3I,I H3aeJII{t, n clyraii, qe re ca Ha[6JrHo u4enruvutt (no
BrrA, MoAeJr, MapKa, pa3Mep, npou3BoAr.rren) c aocrasrHlrre. Tosa o6crosrercrgo ce
yAocroBepqBa or yqacrHr4Ka c flpr.rJraraHeTo Ha c[rrc6K, ,4eKnapaqar Enr4 Apyf paBHo3HaqeH

AoKyMeHT, B KoftTo ce flocoqBa Korr ca 6r,rJrr{ AocraBsHLITe MeIr.rIlr4HcKr{ Hgg.emu. (o6oco6ena
no3r.rqr4r t4 HoMeuKnarypa or Hacrorrqara o6uec'rreua nopsvxa) u ce AeKnapr4pa
r.rAeHTr4qr{ocrra uu (no nrag, MoAeJr, MapKa, pa3Mep, fipou3Boqurer) c re3r,r, Kor,rro rqe ce

AOCTaBtT.

4. Pasr,.rexAane ua o{eprr.rre:
4.1. Iloryrenure o<pep'ru ce orBapqr na ny6ma.nro 3aceAaHr.re, Ha Koero Morar Aa

npr,rcbcTBaT yqacTHurIHTe B npoqe.4ypaTa HJrE TexHr.r yrrbJrHoMorqeHH rrpeacTaBr4Tenn, Ka(To
14 npeAcTaBr4Tenr{ Ha cpeAcTBara 3a MacoBo ocBeAoMrBaHe.

4.2. BrsroNrlrerrr npeaBr,rxaa pa3fJrexAanero Ha o$eprnre aa ce rr3Bbprrrr4 rro
peAa Ha .rrt. 104, ast. 2 ot 3OlI, npu Koero orleHKara Ha rexuuqecKr4Te r.r ueHoBrrre
npeAJroxeHr.rjr Ha r{acTHrIqr,rTe qe ce r{3B:bpr[[ npeAr,r npoBexlaHeTo Ha npgaBapr.rTeJrHr{t
no46op.

4.3. .{eiicrnuxT a Ha KoMnct4rra 3a r{3BbprrrBaHe ua no46op Ha KauAr.rAarrire 14

yrracrnuqure, pa3nrexaaHe rr orIeHKa na oQep'ru're (xouucuara no .ur. 103, al. 1 or 3OfI) ce
z3BspIIlBaT B CJIe.4HaTa IIOCJIeAOBaTeJIHOCT:

4.3.1. r<ouucusra orBapr no peAa Ha r.sxuoro nocrtflBaHe 3afler{araurlTe
Henpo3parIHI,I o[aKoBKI4 I4 OIIOBeCT'Ba TTXHOTO CSAbpx(aHHe, BXJIIOqITTeJIHO [peAJrOXeHHqTa
Ha yqacrur,rur,rre no rroKa3areJn 3a oueHxa ua o1|eprure;

4.3.2. TextruqecKoro r,r rleHoBoro npeaJroxeHr{e Ha BceKrl or yrracrHr.rrlr4Te ce
loAnucBar Hafi-ManKo or rplrMa qJIeHoBe Ha KoMI,IclItra L ce npeAJlaxa ro eAI{H or
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Irpr{c6cTBaurllrTe [peAcTaarrTeJrr{ Ha ApyfrrTe yqacrHr4rlr4 Aa rr noAnr4rrre, c KoeTo [y6JrHqHaTa
qacT oT 3aceAaHr4eTo npr.rK,'rroqBa;

4.3.3. rolttcugra pa3rJrexAa rrpeacraBeHnre ot|eprra u oqeHsBa clrnacHo
tslpannfl xparepr.rfi 3a Bb3Jraraue re3r4 or rrx, Konro clorBercrBar Ha rrpeABapuTeJrHo

o6sneHure ycJroBl4t;
4.3.4. xorrruczsra pa3rnexAa ,qoK)'I4enrrrre, cBT,p3arlu c JrI,IqHoro cbcrotHlre u

Kpr{Tepr{are 3a rroA6op, Ha yqacrHr,rrlr4Te B rrir3xoArrrl peA clprMo [oJryqenr{Te orleHxrr;
4.3.5. Koraro ycraHoBr.r rtr ca, Hentrqora vlfir Hecr,orBercrBlle Ha

uu$oplraqu.rra, BKJrKlqnreJrHo Hepe,qoBHocr uJru <faxruvecrca rperrrKa, rrJrr,r HectorBercrBue c
rr3rrcRBaHlttra K:bM Jrltrrlroro cGcrotHue finH Kpurepr{r{Te :a nog6op, KoMltcutra nLIcMeIro
yBeAoM.sBa y{acTHr.rKa;

4.3.6. n cpor 4o 5 pa6orura AI{r4 or fion],r{aBauero Ha yBeAoMJreHr.rero yqacrHr4x:br
Moxe Aa rrpeacraar{ uon EE{OI ulurl.u tpyru AoKyrueHTI4, KoHTo cr,Ar,pxar rrpoMeHeHa
tt/ utu gons rlrtelaa uu$ opuaqlu ;

4.3.7. r<ouucusra pa3rJrexAa AoKyMeETrrre, cBrbp3arrz c JrrrqHoro clcrosHne z
Kpureprrr4Te sa uo46op .qo ycraHoBrBarre Ha ctorBercrBrre c v3rrcrBarvrrra Ha ABaMa
yrracrHr,rqu, Kor4To Knacr4pa Ha nbpBo t4 BTopo Mrcro; ocraHaJrure yqacrHurlr.r. vuuro o{eprra
ca oqeHeHr4, He ce KJracnpar.

5. Orlenqsaue Ha yqacrnurlure: Oqenrara rro (pr,rrepr.rr ga nrgrarane "uafi-
ulrcxa qena" ue 66Ae orrpeAeJrrHa rro cneAHr,rr HarrvH:

5.1. llo o6oco6enure no3rrql , Kouro HsMar oraeJrHrr uorr.reux;rarypz: flo
croftuocr"ra B KoJroHa 7 :a crorserHara o6oco6ena [o3r4rrru or Cnuclrca sa o6oco6euure
rro3r,rquu r4 HoMeHKJraTypr4Te.

5.2. llo o6oco6eHr4Te no3uqr4r,r, Korrro ctAt'pxar orAeJrHrl norraenr.,rarypra: flo
crofinocrTa na pe4 "O6qo sa o6oco6euara ro3r4lru.sr', Ha KofiTo ce rocoqBa c6op6T or
crofinocrure s resa 6es ,{,{C ua oraeJra[Te HoMeHKJIaT]pa, nocoqeur{ B KoJroHa 7 or
Cnr.rgrxa na o6oco6eurare rro3r4rlrar4 14 HoMeuKJrarypr4Te.
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NPOERT

nofoBoP
,{nec.................2018 ro,q. n rp. .{o6prav, Ha ocHoBaHLIe w. lI2 s cr. or 3axoua sa

o6uecrnerurre flopbr{Klr, ce crurroqta Hacrotrrlr4rr aoroBop MexAy:
"MHO|OIIPOOI,IJIHA EOJIHI4IIA 3A AKTI,IBHO NEI{EHI4E_AOBPI4I{" AA

rp. .{o6prv, c6c ceAaJrlrqe rr aApec Ha yrrpaBJreul4e: rp. ,{o6puv, yr. "llarrarior Xuros" 24,
rerr. 058/600160, rparc: 058/600414, e-mail: oblb@bereon.net, EI,IK 124141302,
npeacraBJrrBar{o or A-p Cnerosap Eaiuer flerpon - llsnrrHurereu .{uperrop ua

ApyxecrBoro, uapuvana B'b3JIOXI,ITEJI
c6c ceaaJrrzrqe B

...............................14 aapec Ha yrrpaBJrgHr4e......

EI4K...,.............. flpeacraBJrrBarr or......................
..., onpeAeJreu 3a rzlnlJrHltreJr c Peuresue Ns . .. , . ,..Ha

llsurrHrrrerHlrr ,{4perTop Ha Bb3JrorrnreJrr, cneA [poBeAeHa nporleAypa 3a B63Jrarar{e Ha

o6rqecrseua rrop6q(a rr,tn "orxpura", c fipeAMer: ,{ocranr<a Ha MeAr,rrlriucKn v3Aenus,
HaoEqaH I43IIbJIHI4TEJI

Crpanure ce cflopat3yr\lrxa 3a creAuoro:

IIPEAMET HA IO|OBOPA LI IIEHI4
I{reu l.( l ) I43IIbJIHI4TEJUIT aoc'rarg ua B|b3JIOXLITEJUI rrrearaquncr<ure

u3AeJrr{ff no o6oco6ena uosuqus Ne J.l!...... u HoMeHKJrarypH Ne Ns ,,..........,, ea

rosro/rouro e f{acrBaJr B orrprirara rlpolleaypa 3a Bb3nalaHe Ha o6uecreeHa rlopbr{I(a.
(2) I{euonure rpelrroxeurrr ua tr43[IbJIHHTEJUI ca .................
(3) Ilporuosuara croftuocr na 4oroBopa e ...,.,.............,.,JreBa
(4) flporno:uure KoJrrrqecrB4 [ocoqeHu B aoKyr{eHTaur,rJrra ga o6rqecrsena

nopbrrKa He rropaxAar 3446Jrlr(eHne sa Bb3JIOXUTEJUI aa ru 3arlrflr4 B nocoqenu.s o6el,r.

CPOKOBE II HAqI4H HA IIJIAIIIAHE
Hneu 2. Cporur Ha Hacrorrqr.rr AoroBop e 12 ueceqa or aarara Ha [oArrr,rcBauero

rrry. [oronopl:r npoAuxasa .qeftcrB[ero cH Ao cKrrroqBaHero Ha AoroBop c Apyr r43n6JruureJl
cneA npoBexAaue aa obrqecrnena nopbrrKa.

{rteu 3. MeAuquncrrare vsAer 4a ule 6rAar AocraBrqr or I,I3IIbJIHI4TEJI-f, ua
Bb3JIOXI4TEJUI B cpoK ao 72 (cellev,4ecer u ana) qaca or MoMeHra Ha 3arBrBarrero or
crpar{a Ha Br3Jroxr,rTelr.

r*ren 4. ,{urxruara na I,I3IIbJIHVITEIIA cyMa tto BcsKa orAeJrna AocraBKa ue
6r4e nrarena or Bb3JIOXI4TEJI! no 6aurosara cr{errca ua I,I3IIbJIHI4TEJIA r cpor go 60
(ruecr4ecer) KaJreu,qapur.r anra crea r43,qalar{ero ua (parrypa or I,I3IbJIHI4TEJUI.

rlnes 5. Cpoxrr na roAgocr Ha aocr:lBrg[rre Mea]rqr.rucKu vs!.en t e He rro-
MzlJIKo or 60 o/o or o6qara roAlrocr B MoMeHTa Ha AocraBKa.

MJICTO HA I,I3TIbJHEHI4E 14 TIPEMTAHABAHE HA COECTBEHOCTTA
Hleu 6. 3a urcto Ha AocrantHe Ha MeAr.rqr.IHcKr4Te Lr3.qeJutr ce oupeaeJrt

"MEAJI-,Uo6pxq" AI rp. ,{o6puu, yn. "Ilanaior Xutos" Ne 24, :neno ,$onnnvna anrexa".
9nen 7. Co6crnenocrra Bbpxy AocraBrHr,rre MeAlrrlr4HcKr,r 34envr ri pncKBT or

rrGJrHo r4Jru qacruquo lrM fioruBar{e npeMr4HaBa rrpxy Bb3JIOXl4TEIlt or MoMeHTa Ha
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lpneMaHeTo uM Ha MrcToTo Ha .qocTaBrHe c nplreMo-npelaBare.rreH npoToKon nnu Apyr
paBHo3HaqeH AoKyMeHr.

IIPABA LI 3AAbnXEHI4t HA I43IIT,JIHI4TEJI'
rl:reu 8. (1) I43IIbJIHIITEJI9T e 4:r:rNeH Ia cr<rroqx AoroBop 3a

noArr3nbJlHeHlte, Kofaro e o6.gsvr B 3tuIB-rreur.rero cI4 3a yqacrlre rIoJI3BaHero Ha
noAl43rr:r,JrHrrreJr. B cpor< Ao 3 AHu or cx,,'rloqBaHero Ha .qoroBop 3a noAr.r3rrtnHeHr4e Ltrru Ha

aorr6J'IHrrTenHo cIIopz}3yMeHr,Ie 3a 3aM.sHa Ha rrocoqeH B 3agBJreHr{eTo [oal43nbnHr{TeJl
u3rIT,rHUTer.ST r{3npau]a Korrue Ha AoroBopa HJ]H Ha AorlbJrrrr.rTeJrHoTo cnopa3yMeHue Ha
Bb3roro{Ter.s 3aeAHo c AoKaBarencrBa! qe ca Hslr,JrHeHr{ ycJloBlrrra no q:r. 66, a,r. 2 r,r 1l or
30I1.

(2) flo4u:nr,nHarenrrre H.rrMar npaBo Aa [peB63Jrarar eAHa uru rroBeqe or
AetHocTl4reJ Korrro ca BKJIIoqeHH B npeAMera Ha AoroBopa 3a noAr43nr,-[HeHLIe.

(3) He:anucuuo or BG3MoxHocrra Aa ce H3no-[3Bar rroAr.l3l6JlHr{Te-[u.
orfoBopHocrra 3a r.i3n6JrHeHrre Ha aofoBopa 3a o6qecrnena loptqxa e na tr43flbJIHI4TEJlt.

(4) BT,3nOXI4TEJI-flT Hs\,ra Aa r{3BbprrrBa nrrpeKrHrr pa3finarqaHrlr c
no.{H3IIbnHr{TenrlTe

9res 9. I43II|bJIHI4TEJIfiT e AJrtxeH Aa AocraB.s MeAr.rqr.rHcKx !{3Ae.rtrr, Kor-iro:
1. orroaaprr Ha rr3r-rcKBaHr4trTa Ha qn. 82, a,r. I or 3MI4;
2. cr,orserctnat Ha LI3I4cKBaHusra ua .{upexruna na Enpoleiicrltr napnaMeuT Li

Cr,sera Ha Enpona 98/79 EC sa ue4raqaucxrrre cpeAcrBa 3a AuarHocrr-rKa (lVD) - caMo 3a ur{
Brrrpo A[arHocruqHr.r MeArrrrrrHcKu r43AeJ'rnr no cM]rcr,Jra ua $ 1, r. 12 or !P Ha 3M14.

3. orroeapxr Ha I-I3I.IcKBaHrlrra, rrocoqeHrl B AoxyMeHTarrulta :a o6rqecreeua
nopsrrKa.

9nen 10. I43IIbIIHI4TEJI-{T e cpoxa Ha AoroBopa e AJrtxeH Aa nMa pa3perxeHrre
unr.r yaocToBepeH[e 3a TT,pfoBr4r Ha eApo c MeAr.tru4HcKr4 r43Ag.[ur, r.{3AaneHo oT
l4:nuslrrerurl.r AnpeKrop na trIAJI rto peAa rra 3MI4.

9neH 1 1 . I43IIbJlHl{TEJI-flT a cpoxa Ha noroBopa e Arrtxen Aa rrpunara u
norAr,pxa crrcreMa 3a yrpaBneHr.re Ha Kar{ecrBoro EN ISO 900 L v/unu EN ISO I 3485/ I 3488,
u/ulu exnugaleHTHa, c o6xsar g o6nacrra Ha npoH3Boacreoro u/uru r:bproBuqra c
N,IeALrqr{HCKri H3,4e.lrlLg.

9res 12. I43IIbJIHI4TEJUIT e g:rcrxeu Aa us4aae e cpox cf arcrypa :a
AOCTaBeHT'ITe MeAnUr{HCKri h3 Ae nu.fi..

NPABA T{ 3A,4bNXEHI4'I HA B'b3JIOXI4TEJI'
9reu 13.(1) Bb3JIOXI4TEIIflT aua npaBo Aa rpoBeprBa Ko.lurrecrBoro Ha

BCsKa OTAeJTHa AOCTaBKa, XaTO rrpu yCTaHOBrBaHe Ha HeC:L,OTBeICTBUe e An6x(eH Aa yBetrOMH
t13fl:bJIHI4TEJI.fl n cpox or 24 saca.

(2) flpu ycraHoB{BaHe Ha HecborBercrBl.re B KaqecrBoro Ha AocraBeHr{Te
MeArarrHHcKn u3Aera.s Bb3r'IOXI4TEJIIT e 4rr,Neu Aa yBeAoMr{ I43[bJIHI4TEII.fl n cpox
or 24 saca.

(3) Hecr,oraetcrBnero Ha Ko.flfiqecrBoro r4 KaqecrBoro ae ycraHoBsBa c
rrporoKon, cr,craBeH or KoMucu.s, crlcraBeHa or An:b)nHocrHr.rre rurla Ha Bb3IIOXI4TEIIf.

(4) B clylaft, qe I43tlbJIHl4TEIlT e cpoK Ao 24.raca crtep yBeAoMrBaHero rro
a-n. 1 ocnopv [LIcMeI{o HecborBercrBlrero Ha KaqecrBoro, roii voNe Aa HcKa npoBepKara My
or yntrHoMoulena la6oparopur, qp93 B3eMaHe Ha KoHTpoJrHrI o6pa3rlu or AocraBrara. I{nu
qpe3 cpaBHsBaHeTo Ha aocTaBeHr4Te MeAurlr-rHcKlt rr3AeJIIit c npeAcTaBeHlrTe MocTpH,
oflIicaHr.re r.IJIIi cHuMKI4 flpu yqacruero a o6rqecrneuara nop6qKa,
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rfueu 14. B|b3JIOXI4TEJUIT e Allrren Aa 3auarrz yroBopeHara rteHa B pa3Mepa,
rro HaquHa rI B cpoKa, onpeAeneHn B HacTosrqus AofoBop.

HEYCTOIZKI4
9len 15.(1) llpu sa6ana Ha AocraBKa or crpana na LI3IIIbJIHI4TEJIfl c rroBerre or

24 (AnaAecer u verupu) .raca, Bb3JlOXLl'I'En frT IiMa npaBo Aa nonyqu ueycrofixa n
pa3Mep Ha 0.1 (lry:ra qrno, eIHa Aecera) Ha cro or croinocrra na :a6aeeHara AocraBKa 3a

ecexu 24 qaca sa6asa.
(2) IIpu ycranonsBaHe Ha Hec:borBercrBue B KoJrr.rqecrBoro, I43llbJIHtr4TEJl-f T e

In:bxeH .4a aocraBli Jll.{ncBauloTo KoJrrrqecrBo npu cne.4Baqara AocraB(4, a [pr4 nor]cKBaHe

or crpaHa sa Bb3JIOXtr4TEJUI a cpox o'r 24 qaca. flpu neu:n:smreHrre Ha roBa 3aA6rxeHne
Bb3JIOXIITEJI-IT uua npaBo Aa no,'ry,ra Heycroiixa B pa3Mep na 5 (ner) Ha cro or
cTotHocTTa Ha,'I{ncBaqoro Kojrl-IqecrBo.

(3) llpu ycraHoB.sBaHe Ha HecrlorBercrBue B (aqecrBoro, I43IIlbJIHtr4TEJl9T e

aJrT,xeH Aa AocTaBlr MeAr.rqrrHcKrr H3Aena.rr c yfoBopeHoTo KaqecTBo rrprr cJreABarIaTa

AocraBKa, a npu noucKBaHe or crpaHa ua BIb3JIOXI4TEJI-I e cpox or 24 uaca. llpu
HeujnbJrHeHHe Ha roBa 3anbnxeHse Bb3JIOXVITEIIflT HMa npaBo.[a nonyqH Heycrofira e

piBMep Ha 5 (uer) na cro or croiinocrra Ha HeraqecrBeHara AocraBKa.
(4) B cnyvaure ro aJrr;rHerr 2 u 3, at<o I,I3I:bJIHI4TEJIIT ne Aocraer

AoroBopeHoro, B:b3JIOXI4TEJI AT wa lpaBo Aa :axyrur Heo6xogrzMr.rre My MeArirlr.rucKr]
[3AeJrrrr or Apyr ,4ocraBqr.rx, Karo pa3nr.rKara MexAy rleHara no.noroBopa l.r geiicrsure:rHo
3afiraregara rreHa e 3a cMerKa Ha I43IIbJIHI4TEJUI.

9reu 16.(1) flpz oma: sa I43IIlbJIHI4TE,rl-fl la AocraBrr 3turBeHr{re My
MeAI-ItInHcKIr :,z^s4enlas rrnn nprr ga6aea roseqe or 48 (uerupuAecer r{ oceu) uaca,
Bb3JIOXI4TEJI-flT nna [paBo Aa :axynu ueo6xo4uMrrre My MeArrqrrHcKr.r r.r3Aenr{e or Apyr
AOCTaBqLIK.

(2) B cryvaure tlo npeAxoAHara arr{He.,r pa3.]rr{Kara Mex.qy rleHara rro AoroBopa H

aeficreurerHo 3an,'rareHara ueHa e 3a cMerr<a Ha tr43IIbIIHtr4TEJI-fl.
9res 17. Bb3JIOXI4TEII flT w,ra rpaBo Aa rlcxa o6e:ulereune B r:bneH pa3Mep

Ha BpeAr{Te, KoHTo e trper:bpn.[n B pe3ynrar Ha sa6aseHara u/rl,ru Herca.iecrBeHara aocraBxa.
9ren 18. flpu :a6asa Ha nJrarqaHe or crpaHa ua Bib3,rlOXtr4TEJI-fl, noc:reauurr

^qr:rNu sa l43flb IIH\ITEIIfl Heycroi'ixa, B pa3Mep Ha 3aKouHara JruxBa.
rl:ren 19. IIpu npexparmaHe Ha AofoBopa nopaAr{ Heu3[6rHeHre Ha HrKos or

crpaHHre. BHHoBHara crpaHa nlnxH ueycroiira B pa3Mep sa l0 06 (Aecer Ha cro.l or
nporHo3Hara crofiHocr Ha AoroBopa.

r{:res 20. Heyc'rofirr.rre, o6esue reHr.rsra u rleHoBrrre pa3nr4KH no .rr. 1 6, ar. 2

norar 4a 6r4ar ya:bpxaHu or Bc.{Ko ar,Jr)r$rMo na I43|I'b,rIHI4TEJI-fl r:rar{ase.

IIPEKPAT'BAHE HA AOIOBOPA
{reu 21 . ,{oronoprr ce npexpar.{Ba
1. c u:rzqaHe Ha cpoKa, ra xofiro e cKJItoqeH, ocBeH B cnyqalrre no u1.2, rl:p.

Bropo.
2. npr.r clrcreuuo Heu3[T,JrHeHr.re Ha AocraBKr.rre no KorriqecrBo ulutu KaqecrBo

or crpaHa na I43IIlbJlHtr4TEJl.fl. floa cHcreMHo Heu3rr!.irHeHr.ie ce pa:6upa raxoea,
rr3BsplneHll ABa UIM OBeTIe n6III B paMKIlTe Ha e.qIIH KaneHAapeH MeCerI! r.rJrr,I IOBerre OT TpU

IT,TH B paMKr{Te Ha CpOKa Ha AOfOBOpa;
3. npu c:ss4ananero Ha ycnoBltt 3a AocraBKa Ha MeArrrlr{HcKI4Te I.i3AeJIIrs,

npeaMeT Ha AoroBopa cnea rrpoBexAaHeTo Ha rleHTpajrr{3HpaHH eneKTpoHHri rbpfoBe.
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4, n uryrafr, qe 66Ae npoMeneHa HopMarnBHara ypeA6a, B pe3yJrrar Ha Koero
ornaAHe neo6xo4uttlocrra or AocraBKara Ha MeAI4IIHHcKr,rre v31ervs, Kor4To ca flpeAMer Ha

AoroBopa;
5. nplt nearsuoxHocr Aa ce ocurypH Qunancupaue 3a r,r3nlJrHeHuero Ha

ropbrrKara ro rprrr4ur4, rouro Bb3JIOXI,ITEJIf,T se e Mortrr Aa rpe.qBr.r,qa.

APyfI4 yCJIOBI4JI
U-a- )) /r*a-.,'-.r.*...Te rro AoroBopa Ee MofaT Aa fo Iz3MeHrT, ocBeH B cJIyqaJ4Te,

rrpeABr44eH B .r:r. 1 16 or 3OlL
rlncu l1 ri-^a-,,.-,r,-^,,,fe IIo,4oroBopa lqe pelIaBaT B63HIIKHaJrr4Te no I'3II6JIHeHr4eTO

clopoBe rro B3ar,rMHo crbrJracue, a axo roBa e rreB63MoxHo, no peAa rra fflK npeA poAoBo
KoMnereuTHrrrr c6A B rp. .{o6pu.r, ocBeu B clryqavre, Koraro flpereHrlr.]sra e rrpeArBeHa no
peAa Ha 3arroBeaHoTo rrpor43BoAcTBo.

Htrcu 24.3a ecr4qrfi HeypeAeHra rro Hacrorulrrr AoroBop B:t,npocu qe ce [pr4narar
pa3ropeA6r.rre Ha 3OfI, III3OII, 33,{ u T3.

r{reu 25.(1) 3a eanr,rAHr4 ap.pecu 3a nprreMane ua clo6ulenrar, cB6p3aurr c
HacTorrrlr4r AofoBop ce cMsTaT aApecr4Te, [ocoqeHr4 B HaqaJroTo Ha AofoBopa.

(2) npu npoMrHa Ha AaHHr4re no npeAxoAHara ar Hes, ctorBerHara crpaxa e

aJrbxHa aa yBeAoMr4 ApyraTa B TpuaHeBeH cpox oT npoMrHara.

flpu crcrasaue Ha rracrorrqurr AoroBop ce lpe4craBuxa or n3rrbJrHr4TeJrt
oJIeAI{LITe ,{OKyMeHTI{ 3a AOKa3BaHe JII4rrCaTa Ha OCrrOBaHrrr 3a OTCTpas.f,BaHe r.r cBoTBeTcTBrae
c Kpr,rTeplrfiTe 3a [oA6op:

1. 3a o6cro.rrercrBara rro 'rr. 54, an. 1 , r. I or 3OlI - ceu.qerercrBo 3a c:sAlrMocr;
2. 3a o6crocrercrBoro rro ..:.n.54, an, 1, r, 3 or 3OlI - ygocrorepeurre 3a Jrunca

Ha rry6nr4qnr.r 3aAbJrxeHur, rBAaAeHo or opraHrrre no fipr4xoAr4Te; yAocroBepeHr4e or
O6uuua ryaA Ao6pfi'r 3a rrrnca Ha [y6nr4qHtr 3aA6]rxeur4s; yAocroBepeur.re or o6tqurrara no
ceAaJII,I Iero Ha yrracrnr4xa 3a Jrr4rrca Ha ny6ru.{Hr4 3aabnxenr.rr;

3. 3a o6cro.srercrBoro rlo .+r,54, eur, 1, r. 6 - ylocroBepenrae or opraur,rre Ha
Hgu:lnsurenna arenqur "flanna uHcrreKrlr{r no rpyAar';

4. Ceprra<furcar, yAocroBeprBarrl BHeApeHa cr.rcreMa 3a ynpallreur4e Ha KaqecrBoro
EN ISO 9001 ulum EN ISO 13485/13488 Lrlvrfir ecBvBaneurna. c o6xsar B o6rac,rra Ha
[por.r3BoAcrBoro u/uttu rspronuxra c MeAI,rrIlrHcKa afiapa"rypa;

5. .{ernapaqrar rro rrJr. 59, a,r. 1, r, 3, nt,n np. c qn. 53, aJr.2 or 3MI4ll no
3aAtJIXIrreJrHlrr o6pa3eq llpunoxenue Ne 3 or o6pa:qure 4oryMeHrr,r ria AoKyMerraur,rrra 3a
yrracTr4e,

flpuroxenra K6M AoroBopa:
1 . I-{exoao npelJroxenae;
2. Texgprqecro [peaJloxeuue 3a I43n6JIHeHr4e Ha rropbqKara.

Hacrorrqrarr AoroBop ce ctcraBlr n rpu e4noo6pa3ur4 e(3eMnJrrpa, ear.ru 3a
I43IIT'JIHI,ITEJII 14 .rBa 3a Bb3JIOXI4TEJITI.

Bb3JIOXI4TEJI:

143IIbIIHI{TEJI:


