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CbNbP}ItAHIIE

Ha AOKyMeHTaTIUSTa 3a yqACTUe B npoqeAypa 3a Bb3JraraHe
sa o6r{ecTBeHa rropcqKa

1 Peurenlre 3a orrplBarre Ha fiporleA]pa 3a Bs3JraxaHe ua o6rqecrnena nopBqKa *
e oraereu Qafin.

2. O6xateuue, c Koero ce onoBecrrBa orKpr.rBaHero Ha fipoueA]?ara - B or,(eJreH
Qatu.

3. Texnrrecra cneqlr$r.rraqr.rr.
4. YKasaufic ga ro4roroara na o1|eprara.
5. flpoerr na 4oroaop.
6. O6pa.:uu Ha Aoxy{eHru - n or4enen (fafin:
6.1 . flpunoNenue or J,,1! 1.1 ao J'M .3 - s44urxureleu o6pa:eq: ,,I{eHono

upe4roNeuue" no o6oco6enr'r [o3rrrlr4r{ or J\ir I ao Ne 3l
6.2. flpraloxenrs or Ns 2.1 ao Ne 2.3 - saArrxnreren o6pareq: ,'TexHr.rqecxo

npeg,roNenue" no o6oco6enr.r flo3lrruu or Nl 1 4o No 3;
6.3. flpuloxeuue Ne 3 - saAsrxureneu o6paseq: ,{ex;rapaqlrr no v,r. 59, an. l, r.

3 or 3ar<ona 3a Meprure cpeqy I,r3ulrpaHe Ha [apu. flpe4r.:raex ce npr4 noArrucBanero Ha
goronopa sa o6qecrBeua nopbrrKa.

7. Cranaapren o6pa:eq Ha eavnnrru erponeficru aoKyr\fenT :a o6rqecreenu
nop6qKr4 (eEE,{OfI) - n *zip (fa.fin.
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TEXHIIqECKACIIEUI{@I4KAUI,I'

1. Konqenrparure 3a xeMo.quaJrr43a ra pa3TBopl,rre sa 4esrautper<\ufl. cre1Ba Aa ea
npe4xa:HarreHr,r 3a xeMolr.raJrr{3Hr.r anapaTr.t lrlapra: AK 98, lroAen: Bio version,
rpotr3BoAcrBo Ha Baxter GmbH Gambro.

2. .{ocranrnrare MeAnrIrrHcKt4 lrcAeJnu cJre,4Ba Aa orroB apsr Ha Lr3vtcrBalwtra Ha
qr. 82, ar. 1 or 3MH, Karo r.rMar:

- HaHeceHa "cE" rrlapr<r.rporKa B cboTBeTcTB[e c r43r,rcKBaHr,rrTa Ha qJr. l5 ot 3MI,1;
- HaHeceH napru,4en/cepueH HoMep Btpxy olaKoBKI,ITe, Koraro e flpr,rJroxrrMo;
- Earreceu ra4enrrn$r,rraqr,roneH HoMep na noru$rEquparur opraH no .rn. 63, a,r. 4

or 3MI,1, Koraro nporleaypfiTe, onpeAeJrerz r nape46lrre uo qn. l8 or 3MI,I, [3r4crBar
HarracrHeTo My;

- Harreceur.r Hr ,rMeHoBarrne r,r a,qpec Ha yrlpaBJreHr{e na upolrano4rzre,nr u/ulr,r
yrrbnHoMorrleHr,rr npeacTaBr.rTeJr r.r BHocraTeJrr;

- r4HcrpyKrltt { sa ynorpe6a, c r,r3K;rroqeH}re Ha v34ervflTa,3a Kor4To roBa He e
[peABHAeHo B 3aKoua. B cnyrarnre, Komro uucrpyKrlr,rr4Te 3a yflorpe6a ca Ha qyx,q e3r{K,
cuqlrre rpa6ra ga ce r,rMar npeBo4 na 6tnrapcrz esur.

3. Cpox 3a roAHocr Ha AocraBeHtrre MeAr.rquucKrr [r3AeJrr,tx: He no-xpamr or 60
oZ (uecr4ecer npoqeur:a) or o6rqlr-r cpox na roAHocr B MoMeHTa Ha AocraBKa.

YKA3AHI,Ifl 3A IIOATOTOBKA HA OOEPTATA

1. IloArororxa na oQeprara:
1.1 . IIpu [o.qroroBrara Ha o(beprr4Te ftacrutrqr,rre ca .qrbxur4 .{a crra:]Bar

l43rzcKBaHr.rtra Ha Bb3noxl,rreJrr. o$eptara cJreABa .qa orfoBapt Ha H3uc(BaHrrJtra, [ocorreHr4
B perrreHr.rero, o6lnnennEro n AoKyMeHTaJIr4rra 3a yqacrue B rrporleAypara ll Ia 6rAe
o$opMena rro fipltJroxenr,rre KcM .qoKyrr{eHTarlnrra o6pasqr,r, Koraro roBa ce H3rlcKBa.
orronopnocrra 3a rrpaBr.LJruoro BrgrrpueM:trre Ha AoKyr{eHTarlnsra 3a r{acrr,re ce Hoclr
e,u[r{cTBeHo oT yrracTHallr,rTe.

1.2. OQepture ce r,rarorBrr na 6urrapcrul esur. .{or<ynaenrr{, Koltro ca Ha qyxq
e3r,rK ce npeacraBrr r,I B [peBoA na 6urapcrr,r.

1.3. .{o rcrr,rvanero Ha cpoKa 3a no,uaBane ua o$epnn:e, Bce(H yqacrHr,rr Moxe
Aa npoMeHra, Aa Aorrtlruu riJrr4 Aa orlerJu orpeprara ct.

1.4, flpe4cranxuero Ha o(bepra 3aA6rxaBa f{acrHr.rKa Aa rrprreMe Ha[bJrHo
Bcr'trrKr'r ,r3IiIcKBaH t u. yclroBtrfl, [ocoqeHr4 B perxeHl,Iero, o6qgrer ,rero r,r aoKy fet{Tau}rrra 3a

rracTr{e B flporleAypaTa.
1.5. Bcerr,r yrac'rnnK B nporleaypara rrMa npaBo Aa npeacraBr,r caMo e4ua orbepra,
1,6, Jkqe, Koero ) racrBa r o6e4r-rneur,re uru. e AaJro cbrJracr,re .ua 6bne

rroAr,r3rrbJrHrreJr Ha Apyr yqacrur,rK, He Mox(e Aa fioAala caMocrosrerqa o(pepra.
1.7. B upoqe4ypa 3a Bb3Jrarage ua o6rqecrnena noptqra eguo rprasuvecro ulr.r

roplrAuqeclco r[rle Moxe Aa fracrBa caMo B e4uo o6e4raueuue.
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1.8. CntpsaHu .[]aua He Mofar Aa 6lgar calrocrorrerHu yqacrHurlr.r B eAHa r.l

cr'rlla flpor]eAypa. flo4 "cnr,p:aau laqa" cneABa Aa ce aMa rrpeABr.rA onpe4eleuuero no $ 2.
r. 45 or nP ua 3OlI.

1.9. Vuacruuqure Morar Aa ce no3oBar Ha Kanaqr.rrera Ha rperu lrqa"
He3aBLI0I4MO OT npaBHaTa Bp,T,3r(a Mexly TrX, ro OTHO leHrre Ha Kpr4Tepr{riTe, CBbp3aHv c
r.rKoHoMrrqecKoro r.r Qnrrauconoro c:berorHlre, TexHLIqecKI{Te cnocooHocrl4 A
npo@ecuoua,rHara KoMrrereH'rHocr. 3a rperure nul(a ce npunara ql. 65 or 3Oll.

l 10. Vvacruuqr.lTe rrocoqBar e o$eprara cu rroAH3'bnHr{.I.eJT'Te u AeJTa or
nopbqr(ara, xoiro rqe r4M B63Jro)r(ar! al(o BT,3HaMepSBar aa r.r3non:nat raxlrsa. 3a
rroAr43rrbnHr.rrerr{re ce npunara q:r. 66 or 3Ofl.

Heganuculro or Bb3Mo)ItHocrra 3a I{3noJr3BaHe Ha rrorrl3rrr}JrHrire1llt
orroBopHocrra 3a H3[6JIHe]rUe Ha AOfoBopa 3a o6uecrneua nopr,qKa e r{a u3nbJrHLITerr.

Btg:roxrure.:rcr H.rrMa Ia r-r3B6ptrrBa alrpgxTHrr pa3nratuaHuq c
I]ONIl3II6JIHUTCJIIITE.

1.11" Vvacruuqure Morar Aa nocorrBar e o$eprure cu an$opuaqar, Kolro
cMtrar 3a rou$u4euquafira BbB Bpb3Ka c Ha[I4quero Ha r6pfoBcr{a raiisa. Koraro
yqacrHlzuure ca ce [o3oBaJ]H na ron$u4euqnilrrHocr, cr]orBernara r.rntfopuaquq He ce
pa3xpr.IBa or BT,3Jtoxlrrellt. !'vactuuqure He Morar Aa ce no3oBaBar ua xoHdlr.rnenuuanuoo.r.
no orHoueHae Ha n perJlo)Ker rulra or o$eprrre HM. KoHTo nonnexat Ha oueuKa.

1 .12. Bcaqrcu Aor{yMeHTr-i ce lpercraBrr B oprrrr4Han rrJrn Konr{r, 3aBepeHr.r o'f
yqacrHHKa c "Bapuo c opIrruua,ra". lenrapaquure u 6anx(rur4r.e l.apaHrlufl. Kofaro raKr.{Ba se
II3IICKBaT! Ce npeACTaBrT CaMrf, B OpIlrr]HalJL

1 .13. Jluqara Morar Aa nor.rcKar nrrcMeHo or B63Jtox{r{Te-ns pa3rcHeHu.f, no
peueHr.rero, o6seJleHfiero H qoKyi\{eHTaur]lra :a o6rqecrneHara nop:t,qKa 4o l0 guu npc4u
n3TUqaHe Ha cpoxa 3a rojryr{aBaHe rra otfeprure, a Kofaro cpoKT,T e cT,KpareH llptl
neo6xogulroct or cnellrHo Bb3JIafaHe - Ao 7 Anu. B:bg,roxruterqr npeaocraB, pa3rcHeHuqra B
4-aHese' cpoK or nonyrraBaHe Ha I.{cKa'ero, Ho He ,'o-KbcHo or 6 4ulr npean cpoKa 3a
nonyrlaBaHe Ha oQeprH! a Kofaro cpotibT e cbKpareH lopagu ueo6xoAHMoCT OT Crre[IHo
B63nafaHe - Ao 4 aHr] lpea]I To3r{ cpor. B pa3acueHHgra He ce nocoqBa nallero, HanpaBnjro
3arrlirBaHero. B:bgroN[te:rqr He flpeAocraBs pa3.scHeHr4q, aKo ucKaHero e nocr6lr]no cneA
cpoKa rro n3perreHr.ie rr'pno. Pa-:rcueHr4JlTa ce flpeAocraBrrr upes ny6:uaxynaue na nposa:ra
Ha KynyBarra.

2. Ilo4anaHe gn 6r{eprara:
2.1. loxyllenrrr,l, cB6p3aHH c yqacruero B nporleAypara! ce [pelcraB{T or

yr{acTHuKa, r{nr4 oT yn:r,tHoMoueH oT Hero IpeacTaBuTeI _ nlIrIHO U.IIII qpe3 norueHcKa fiul4
Ipyra KypriepcKa ycnyra c flpenoplr]aHa nparKa c o6parna pa3nucKa. Ha a.qpeca Ha
Bb3.iroxr{re.rr: rp. lo6puu 9300, y:t. "llanaiior Xuroe" 24.

2.2. loxylrenrurs ce npencraB.sr B 3aneqaraHa Helpo3par{Ha olaKoBKa, Bbpxy
Koqro ce rocoqBar: HaHMeHoBaHI'Iero Ha yqacrHllKa, BXrlor{urenHo yqacrHl4llure B
o6e.qnneHueto, Koraro e npr.rJloxHMo; aapec 3a KopecnoHAeHrIuq, re,reQou u rro 863MolKHocr
- Qaxc u ene*TpoHeH aApec; HauMeHoltaHr.Iero Ha ropt,rlKzrra, a Koraro e nplrJroxrrMo
o6oco6eHure no3lrqrlr.r Ir HoMeHKJlarypa.le, 3a Kouro noAaBar. AoKyMeHTr{Te.

2.3. 3a no,ryuenure orfepru npr4 Bb3Jroxr{renr ce BoAr.t pefncrbp, e xofiro ce
or6e,rs:ear: rroAareJr na o$eprara; HoMep, Aara u qac Ha lonyqaBaHe; npuqrrHure 3a
BptulaHe na o$eprara, Koraro e rpr4nolxr4Mo.

2-4. tlpu ronyqaBaHe ua otfeprara B6pxy onaKoBKara ce or6e:rggear nopeAHriqr
HOMep, laTaTa rr qac:bT Ha noi.yqaBaHeTo, 3a KoeTo Ha npHHoclrTetr ce H3aaBa AoKyMeHT.
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2.5. He ce nprreM ar o$eprlr, (ouro ca npeAcraBeHa cJreA r.t3Tr{qaHe Ha xpalitllla
cpoK 3a nonyrraBaHe vIfiL ca B He3aIIerlaTaHa OnaKOBKa UJIU B OnaKOIlKa C HapylxeHa q.rnocT.

2.6. Koraro KT,M MoMeHTa Ha [3TLIqaHe ua xpaiiHm cpoK 3a nonyqaBaHe Ha
o$epru npe4 Mrcroro, onpelleJreHo 3a rrxHoro noAaBaHe, Bce oqo r4Ma r{aKaulx nuqa, Te ce
BKJTIOqBaT B C[IrC6K, KOiiTO Ce rO/,nrICBa OT npeACTaBLITeJr Ha B63JIOXI4TeJI' Lt OT

npucr,crBa IHTe rlrqa. OQeprurg Ha ,luqara or crrr{ctxa ce 3aBexAar B perrrcrGpa Ha
Brr3jroxrjreJrr. He ce 4ouyc;ra npHeMaHe Ha oQepra or J'turla! r{or4To He ca BKJIloqeHu B

cnucbKa.
2-7- B cttytaure, Koraro o(beprara ce H3nparqa no norlara rrnr4 c Kypuepcxa

c,ryrx6a, yrracrHr.rK:br cJreABa Aa ocr4rypu seiinoro cBoeBpeMeHHo nplicrr4raHe rrpeAn
lr3ruqaHe Ha cpoKa 3a [oaaBaHe na oQepru. Pucrr,r or 3a6aBa vns.:ary6nane ua oQeprara e

3a vqacrHr{Ka.

3. Crgr,pxaHue Ha 3aneqarar.rara Herrpo3paqrra orraxoBKa rr yxa3aHr{r 3a
norrr,JrBaHe Ha AoKyMeHTrrTe B Heq:

3. 1 . Onuc na npeacraBeHr{T€ aoKyMeHTrr,
3.2.

noprqxu (EEnOII) 3a yqacTHr4Ka, a Kofaro e npuno)KrrMo - 3a BceKr.r or yqacrHurture B

o6eguneunero, Koero He e rrlprrAr{qecKo nr4ue, 3a BceKI4 noAH3IIT,JIHLrreJr Ir 3a Bcrxo Jl4rle,
wrr4To pecypcu ule 6rAar aHrax[paHr.r B r{3IIGJIHeHXeTO Ha UOpbrrKUrTa.

Ha ocuonauue ur'. 67, an. 4 or 3Ofl Eguunuxr eBponeficK[ AoKyMeHr 3a
o6rqecrnenu noptqKu (EEAOD ce rpeAocraBr B eneKrpoHeu eu4 no o6pa.:eq, yrBr,paeH c
axr na Enponeficxara KoMLIclr.s.

Elerrponnuxr EEAO|I e lracr or .4oryMeHrarlrura :a o6rqecrneua flopr'qKa!
ny6:ruxyeaHa Ha npo$ula Ha KylyBarra 3a KoHKperHara o6rqecrreua nopbrrKa. yqacrnuxr.r
rrorrr,rBa eEElOn qpes un$opuaqlronnara cucreMa 3a eEE{OI Ha aapco
https://ec.europa.eu/tools/esp<!. B nn$opuaqrroHHara clrcreMa yqacrrrr4uare 3ap,3xAa.l
npeAocraBeHI4q or B63.[oxr.rrr3Jrr Qaiil nlg $opuar *.xml, norrT].rrBar neo6xoglluare AaHHr.r H

ro H3rerJrrrr u 3ana3Bar Br,B QopMar 
*.pdf u *.xml.

Brg,roxrarelsr u3r4cKBa yr{acrH[rlrire Aa rrpeAocraB{.r EE[O[ B eneKrpoHeu
QopMar, Kofiro He no3BoJrrBa peAaKTupaHero Ha HeroBoro cbAl,pxaHr4e (*.pdf). !oxylleurr,r
rproaa ga 6rAe noAnucas o xna,ru{uqupaH eJreKTpoHerr rroAtrHc or ,'r!Irlero, (c,ero e
3arbJrlxeHo aa noArrHrxe EE.UOn. Elexrpouuo no'qnucaHr-rqr !oK)}reHT, 3anr.rcaH Ha onrr.iqeH
Hocr.rrelr (CD, DVD, $:raur nair.rer) ce nocraBr B onaKoBKara c o$eprara.

flpegocranenlur or yrracrrrr.rKa r|afin. cT,Abpxau EEAOII He rpr6na 4a e
3apa3eH c Bripycu, Aa He cb,{:rpxa Mar{pocu r4Jlt r{3n6rHuNr npolpaMeH xog. floxyueurr,r
cneABa na c]'Alpxa npaB (Her:pHn lHpaH/ reKcT.

He ce npuelrar'lra peAoBHo noAaAeH no cNrrrcr,r'ra rra v,'r.67, a.n. 4 or 3OII
rroArucaH cbc calroptqeH noglnc (la;raQ) u cnanupau EEAOI,

flo4po6no 3a eEEiIOil yqacrH[uure Morar ra ce 3ano3HaJlr or Meroglluecxule
yKa3aH!r.r Ha eJreKrpoHHara clpauuqa Ha AOfl.

flpu nogroronnara Ha EEAOII c,.reABa Aa ce r{Ma [peABuA clreAHoro:
3.2.1. 9pe: EEIIOI yqacrHr.rKtr AeKnapupa .rrIzncara Ha ocHoBaHrzlra 3a

orcrpaHtBaHe r.r crlorBercrBl4e c Kplrrepaure ea no46op. B Hero ce npeaocraBg c6orBerHara
liH$opMaulrs, II3ItcKBaHa or B63JtoxHTeJr.s! r.r ce npelcraBsr AaHHH orHoclro ny6lurHure
perucrpu! B xouro ce c6I(6pxa rlnQopuaqu.r 3a aernapupaHr.tre o6crosrercrBa nJrH 3a
KoNrrereHTHu.s opraH, xofiro cl,rracHo 3aKor{oAareJrcrBoro Ha ctorBerHara ar,p)KaBa e
.4JrbxeH aa rrpeAocraBs uHrloprr.raqlla ga'regr.r o6crosrerrcraa clyxe(5uo r{a B63Jto}o.rreJrj{.
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3.2.2. B qacm [1, pa3de,x 'tA: I4urlopuat4un 3a uKorloMuHecKun onepemop''
yqacrHriKbr cnerBa Aa orroBopr.i B cboTBercrBue c peflrcrpaqlrrra cr.t B TbpfoBcKlrt
pefu cT6p xJrr4 apyf pefncT6p c:bo6pa3Ho Haqr.roHaJrHoro cr.r 3aKoHollarencrBo.

3.2.3" B qacm II, pasde,t "A: I4uQoptta4tn 3d uKoHoMu\ecKut oneperrcp
yqacrHrrK:br cneABa Aa oTfoBoptr Aanu yqacTBa B nporleAypaTa 3aelHo c lpyfx
HKoHoMuqecKu oleparopu (Karo qacr or o6e4zueulre).

3.2.4. B aacm lI, pa den "A: HnQopua4ua 3a ulotlo,\,n4qecKufl onepamup,
yr{acrHuKlr cne,4Ba Aa nocoqu no Kor4 06oco6eHn no3r.rqu14 npeAcraBr o{epra.

3.2.5. B uacnt II. pasden "E. I4ufuopuaqun sa npedcmalume)rlnne tn
uKoHoNuLrecKufl onepamop", yqacrr{HK:LT cneABa Aa orroBopr.t B cr,orBercrEr4e c
perHcrparlfitra crr B T6pfoBctKrrs pefucrsp r.rnH Apyf pefHcr,]jp cro6pasHo HarlrroHaJrHoro cH
3aKOHOAaTe.lrCTBO.

3.2.6. B yacnt II, pasden "B: I4uQoptta4ux om ocHo u3noJBnarrento Ho
Kanavumema ua dpyzu cy6ermu", yqacrHrrKbT cneABa Aa orroBopr.t Aann rqe tr3noJr3Ba
KanaqllTeTa Ha TpeTI'I jlrrqa o oTHoueHI'Ie Ha (pI4TepI'iIlTe, cBbp3aHr{ c }'lKoHoMLIqec(oTo H

Quuauconoro cr'croquI4 e, Tex.HrrqecKHTe cIIoco6Hocrrr u npotfecuoua,rHara KoMrereHTsocr.
3a scsro rpero nnqe ce npeAcraBr orAeneH EEAOI.
Tperoro Jrr{qe noooirBa roBa cr.r KaqecrBoro B \qcm II, pasdet ,,A,,; l4ueop:vutlux

3a uKoHoituqecKun onepamop" ua EElOI1, rofiro lpegcram.
3.2.7 . B Ltacm II, pa3den "f ; I,luclopNa4un sa no)usnututumetru, .turmo

KAnA4Umem uKoHo.tluqecKutrm onepamop usma da u3non36a", yqacrHuKT,T cJreABa /la
oTfoBopr{ Kor{ ca Io.qIt3nT,JrHI,tTe"[ETe, KOLITO rqe nOJl3Ba.

3a scexu noA[3n:L,JrHHTeJr ce npeAcraB.s orAeJreH EEItOn. floAu:nrlHure,rure
rp.a6ea 4a orroBaprr Ha cGorBerHure Kpr{repuH :a no46op c:so6pa-:Ho Br.raa 14 AeJla or
nopbqKaTa, KotTo ule r{3rr6.ir}IsBar, r.r 3a r.rrx .4a He ca Hanuqe ocHoRaHr4.s 3a orcrpaHtBaHe oT
npoueaypara.

flo4a:nt.nurre:rs.r uocor{Ba roBa cu KaqecrBoro B qacnl II, posi)et ,,A,,.

I4uQop.uat4ua sa uKoHo.MuqecKun onepamop" uaEE|OlI, roiiro npeAcraBr.
3.2.8. B qacm III', pasdet ".A: Ocuocauun, c6bp3oHu c HaKq3ame:tHlt npucxc)u',

yqacrHuKbT AeKJraplipa HaJnzquero ua o6croqrerctBara 3a orc'r'paHtBaHe or yqac.rr4e B
npoqenypara no vn. 54, an. 1" r. 1 u 2 or 3Ofl (oc:sx4aue 3a npecr:bnneHrrq ro qr. 10Eia. q,r.
159a-159r, ,rr. 192a, wr.209-213,.llr. 301-307. 'tn.32l :a'tl.32la or HK n,ru aHarrofr.rqHr.r B

Apyra AbpxaBa q.rreHKa unu TpeTa crpaHa), KaKro r{ [peAnpr{eTr.rre N{epKr4 3a HaAexAHc,cr no
'rn. 56 0r 30fI, xoraro e npujroxrrMo. Tegz ocHoeaHur c9 oTHacrr 3a rr.ruara, .Konro
lpeAcraBn.sBar yqacrHl'IKa' qjleHoBere Hil ynpaBI-ITenHu I'r Ha!3opHH opraHI'I rI 3a Apyfu nuua,
KOI,ITO UMAT NPABOMOUIUq AA YNPD(HqBAT KOHTPOJI NPN B3EMAHCTO HA PENEHIiq OT TE3H
opfaHr'r.

3.2.9. B ,racm III, pasden "Ii Ocuoeauun, c6bp3aHu c tLraulaHemo ua darn 4tr u

co\u[LnHoocuzypume'tuu 6H0cru' ' yuacrunffi,r AeKnapt4pa HaJrlrquel,o Ha o6cto.srerctsara 3a
orcrpaHrBaHe oT yqacrrie B nporleaypara ro .1,1. 54. aJr. 1, r. 3 or 3oll, r.e. Ianlr HMa
3an1,n)KeHl.i{ 3a AaH6UI.i I{ 3arbJtXHTenHu oc}lfypurenHu BHoc(u nc, cMuc:bJra ga qn. 162. a,r.
2, r. I or,{O[IK, naxro LI rpr3lnpaeruTe MepKr{ 3a HaAex(AHocr no .11. 56 or 3Ofl. Kora.r.o e
npfinoxHMo.

3.2.10. B qacm .lll, pasi)ett "B: Outoaauun, clbpsatu c Hecbcmorme.qtncm,
xou{nurcm Ha uHmepecu urlt npofuecuotnnHo Hapyweuue,, yuacruul<br aexJliip}lpa
Har'II.{qHeTo Ha oocTo.gTeJcTBara 3a oTcTpaHtBaHe oT yrracTue B flporleAypaTa no ql. 54, al. 1,
r. 4. 5. 6 u 7 or 3OlI.

OcuosaHasra no u.u. 54, a_n. l, r. 6 or 3Ofl 3a orc rpaHqBaHe or yrracrlre B
npoueAypara ca 3a HapyrxaBaue Ha qn.61, an. 1, qr.62,an. 1 rl:ru 3, .rr. 63. an. 1. utu2,ttr.
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118, .rr. 228, a,'r. 3, qn. 245 v gn.30l-305 or KT, r.uu vl. 13, a.ir. 1 or 3axosa 3a rpyAoBara
Mr'Irpaql4s It rpyAoBara uo6ulHocr, HJrIr aHar'Iorl4qHu 3aAcirxeHu.{, ycraHoBeHx c aIt.I. Ha
KOMIeToHTeH OpfaH, CGfJraCHO 3aKOHOAaTeJTCTBOTO Ha AbpXaBaTa, B KO{TO KaHALTAaTCT I.I-]Irr

yqacTHEK6T e ycTaHoBeH.

OcHosaur4sra no wt. 54, r. 7 or 3Ofl ce orHacrr 3a rr{qara, KoHTo [peAcraBJrrBar
yqacrHuKa, qJreHoBere Ha yrnpaBt{TenHri u Han3opHx opfaHrr u 3a Apyru ]Irlqa, Kor.rTo r.rMaT

flpaBoMotr1ru Aa ylpiD(HsBar KoHTpon npr4 B3eMaHero Ha peueHr4q or reetr opranu. flo4
"xoHQ:rnrr na rznrepecu" cneABa Aa ce pa:6upa onpeAeneHrrero, AaAeHo B $ 2, r. 21 or !P
ua 3Oll, Kofaro Br3JIoxxreJL[T, HefoBIr cny)o-ITenu r.rJrr.r Haerlr or I.Iefo nurla H3B6H HeroBara
crpyKTypa, Kor4ro yrracrBar B noAroroBKara AJrr4 Bt3Jrafanero ua o6rqecreeHara rroplrrKa
a;rr{ Mofar Aa noBnns.rrr Ha pe3ynrara or Her, uMar rrHTepec, xoiiro lroxe Aa BoArr go o6lara
rro cMrrcr'Jra Ha rtlt. 54 or 3axona 3a npornBoAeiicrBrre Ha Kopynur4sra r{ 3a orHeMaHe Ha
I{e3a(oHHo npugo6lrro xMyqecrBo Ir 3a KofiTo 6a uorno Aa ce [pueMe, rre Brlrse Ha rsxHara
6e:rpucrpacruocr I.i He3aBr4cr.rMocr 868 BprJKa c Bt3JrafaHero Ha o6uecrBeHara lopcr{Ka.

3.2.11. B uacm III, pasden "f: CnequQuvuu Hat4uoHanHu ocHolaHuu 3e
u3vtoqGaHe " yuacrnnrrt geKnapupa Ha!'rr4rlrero Ha:

3.2.11-1. O6cros:re:rcrsara 3a orcrpaHqBaHe or yqacrr.ie B npoqeAypara no qn.
54, an. 1, t. 1 u 2 or 3OlI (oclx<4ane 3a rrpecrtrrreHr'rr ro qr. 172, 'lt. 194-208, ,1r. 213a-
217,'t:l..219-252 u' .253-260 ll qir. 352-353e or HK uau aHanorurrnz B Apyra AlpxaBa
r{reHKa I.Irr.i rpera crpaua). Iegrl ocnoeagzt ce ornacrr 3a JIuIIara, Kor4To rpelcraBnsBar
yqacTHLIKa, qJreHoBeTe Ha yn.paBr4TeJrHlt Ii HaA3opHu opfaHII I.t 3a ApyfII JII{Ua, KOr{TO VMaT
IlpaBoMorqr.rt aa ynpaxHsBaT KoHTpon fiprr 83eMaHeTo Ha perxeHr.Is oT Te3r.{ oplaHI.i.

3.2.11,.2. O6cror:rencrsara 3a orcrpaHrBaHe or rrporleAypara, rpor.r3rurlauu or
qr. 69, a:r. 1 or 3arona ra npo'runo4eiicrBae Ha Kopyflqnrra a 3a orHeMaHe Ha He3aKoHHo
npll4o6ltroro r4MyrqecrBo, crTHaa.f,rqu ce Ao n[qe, 3aeMaJIo nucua ny6:ruvua AJrtxHoc r..

KOeTO B nOCneAHaTa eAHa fo!,rrHa oT I.I3rr:bJrHelrHeTo Ha npaBoMorrlutTa unx 3albJtxeH 
'{Ta 

QI4

no clyN6a e yqacrBaJro B lpoBeK4aHero Ha npoqeAypu sa o6rqecraeHrl ropbqKu r.t

npeAcTaBnrBa yqacrHr.rK B HaoTorrlara IIporleaypa.
3.2.I1.3. Cn:sp:auocr c ,qpyl yqacrHlrr B nporleaypara no cMHctJra na { 2, r. 45

or.{P ua 3OfI, etn BpE3Ka c $ 1, r. 13 lr 14 or ,4P sa 3axona sa n1,6:ruunoro npeAJraraHe Ha
IIeHHr4 KHr4)r{a.

3.2.11.4. flpevra sa yqaorue B o6rqecrBeur.r noptirKu lo u:r. 3, r. 8 or 3axosa :a
r.rKoHoMr.rqecKl.tre n <plruauco:allre orHolleHrr{ c ApyxecrBara, perrlcrpHpaHli B ropricAr.rKlll.{u
c npe$epenqua.neH IaHbrIeH per(HM, rlBGp3aHI4Te c rsx ruqa I,I TexHI4Te 4eiicrnute:ruu
co6crBeHurlu, ocBeH aKo e HaJraue u3xlrror{eHrrero no qn. 4 oi c.brqur 3aKoH.

3.2.12. Y\acfiw{r4re ca AJrT,;KHr.r .{a yBeAoMqr nr.rcMguo B:b3roxr-irenq n 3-gueneu
cpoK or HacrtnBaHe na o6croqrelrcrBo rro u:r. 54, a,r. 1 or 3OlI, AeKnapupaHo or rsx B rracrn
II u III na EEflO|I

3.2.13. B qacm IV, pasdet "A: fodnocm" yqacrHr.rKlr nocoqBa AoKyMeH.ra! c
Kofiro AoKa3Ba clorBercrBuero crr no pa3Aen IILl.l) or o6ssreuuero 3a oloBecrrBaHe Ha
o6lrlecrBeHara nop6qKa: Panpeuenue 3a rlproBus Ha eApo c MeAuqlrHcxrl n3Aenr.s,
H3,4aaeHo or I4AJI Hnu Apyr AoKyMeHr, yAocroBeprBarrl npaBoro Aa rbprvBa c MeAr4rrHHcKH
l1L34errvg,, u3AaaeH or KoMlereHTeH opraH Ha cborBerHara A6pxaBa. Pa:peureune u:ru
yAocToBepeHr4e He cll H3LIcKIla oT rrpolr3BoII.{TeJII.ITe Ha r,leAHqAHCKH ld3'1e''fis, yCTaHOBeH}.l

Ha TepI-ITOpfirTa Ua Peny6:ruxa Erlrapul, KaTo ToBa o6crosreJlctso ce flocoqBa Ha cbrrl{JTo
Mscro s EEIO|I.

3.2.14. B uacm )V, pasden "8"; Texuuqecxu u npoQtecuouanuu cnoco1uocmu
yqacrHuKlr nocor{Ba AoKyMeHra, c Koii ro AoKa3Ba cr,orBercrBrzero cu no pa3ren III.1.3) or
o6qsreHr.rero 3a oroBecr.sBaHe ua o6rqecreeHara nopbt{Ka: CepruSr.rrcar, yAocroBeprBarl
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BHe.qpeHa cucreMa 3a ynpaBneHr4e Ha KaqecrBoro EN ISO 9001 u/unr4 EN ISo 13495/13499
u/Hrli eKBuBaneHTHa, c o6xBar B o6nacrra Ha npou3BoAcrBo'to Lrlr4nv rbproBrjrra c
MenlrulrHcKLt u3nejrut.

3.2.15. Koraro Jntrlara rro u,r. 54, a.r. 2 u 3 or 3Ofl ca noseqe or e.qHo rr 3a rrx
HrMa pa3n[qxe no ornorrreHr{e na o6cro.gre:rcrBara tro qJr. 54, at. 1, r- 1,2 u 7 or 3Ofl.
EEAO|I Mo)r(e Aa ce noArrulre caMo or eAHo or re3r4 Jruua, B cny.{aii qe nonflHcBalu[g.l
pa3nonara c uuQopuaqux 3a AocroBepHocrra Ha AexnapupaHr4Te o6ctoqtercrsa uo
OTHOIIIEHHC HA OCTAHAJIIITE 3A,4T,JIXEHH JII{[A.

Koraro e nauuqe neo6xo4riMocr or 3arl!{Ta Ha JtuqHr{Te
o6ctogte:rcrsara! cB6p3aHH rl rr4qHoro c6cro.rHue Ha JIuIIara no r{r.
un$opuaquma orHocHo u3rlcKBaHurra no vl. 54, a,r. 1. r. 1, 2 u 7
or,[eneH EEAOII, noAnrrcaH or c6orBerHoro Jrrrqe.

AaHHU npH pa3nr{qne B

54, ul'.2 u 3 or 3Ofl,
or 3Oll ce rorrG.[Ba B

B EE.{OI Morar Aa ce c:bAtpxar ll o6cro.{rercreara rto qn. 51,,a:t. l, r. 3 - 6 or
3OfI, xaxro a re3rr, cB6p3alrv c (purepr4r.rre :a nog6op, axo Jrrrrlero, Koero ro noAlncBa.
Moxe caMocrorreJrHo Aa npe,qcraBn{Ba c6orBerHr{r crouaucru cy6err.

flpu ueo6xo4uuocr or Ae(napupane ua o6crosrencrBara no.{r. 54, a,r. 1, r. 3 - 6
or 3OII, KaKro r4 Te3n, cBlp3aHrr c Kpr.rreprrrrre 3a no.q6op, orHocuMr4 xr,u o6eganeuue,
Koero He e roprzArzqecxo Jrlrrle! [peAcraBJrsBar![rr o6egunenuero nogana EE{OII ra re:u
o6cro.srerctga.

Koraro goxylreHlu, cB6p3aurr c yrracrlze n o6rqecraenu nop6rIKl.r, ce noaaBar or
Jrr{qe, Koero npeAcraBnrBa yrracrHrl(a [o ntrHoMorrlue, n EE.{OI ce nocoqBa uu$opuaqun
orHocHo o6xnara iia lpe4craBureJrHara My Bnacr.

3.2. 16. flpegnpuerrlre Meprr.t 3a HaAexAHocr lo q:r. 56 or 3OlI. Koraro e
flpunoxr4Mo r-tru Hanurrr4ero Ha E3KJrrorreHut no ql.4 or 3axona 3a nKoHoMLIqecKr4 r.e h
Snnauconure orHorrreHu{ c Apy)KecrBat:a, perucrpupaHr{ B ropncAr.rKquu c npeQepeHuuaaeu
AaHT,rreH pexr{M, cBbp3aHltre c rsx JIIIIIa H TexHrrre geficteureluu co6crneuaql.r.

flpe4nplrerure MepKx 3a HaAexAHocr no q:r. 54 an. l, r. 6 or 3Oll Mora.r. aa
6r,4ar cauo no orHorrreHr4e Ha Hapy[eHr4s, cBT,p3aHr.r cr,c 3anJrar]aHero Ha rpyna (no u.n.
128, ..il. 228, an. 3 H qn. 245 or KT). He npegcraerrna l!{rpKa 3a rraAexaHocr 3anraulaHero
Ha Ha:roxeHo aAMriHr.rcrparuBHo Halia3agr4e (rlo6a unrl xMyulecrBeHa cauxuu.r) :a
uapyrreuua ua KT.

3.2.1J. Y\aqHuuure Morar Aa r43noJr3Bar EEAOll, xofiro seqe e 6zr ll3ro:r:eaH
npu npeAxo.qHa npoqelypa :a o6ulecreeHa nopr,qKa, npu ycnoBrie! qe norBbpA.{l, qe
ctAbpxarlara ce B Hero uur[rgp1a4qsg Bce oue e aKTya;rr{a, npfi ycnoBr.ura ua \n. 44. ur.2
OT IIII3OTI.

3.3. llpu ) lacrHrrrlr4 o6eAuHeHus. Kor.rro He ca ropunuqecxr.t nuqa - Konr.re or
AoKyMeHT, or KotTo Aa e BH.!Ho [paBHo,ro ocHoBaHrie 3a c63AaBaHe ua o6e4uuenlrero. KaKTo
u cneaHara unSopuaqu.a BbB Bp63Ka c KoHKperHara o6uecrBeHa nop:bqxa: npaBara u
3an6rxeHr.rsra Ha f{acrHl.iur.rre e o6eguHenuero; pa3rrpeae.leHr]ero Ha orfoBopHoc.rra
Me)r{Ay qjleHoBere na o6eguneuueto: ,qeinocrure! Kollro rle u3nr,nH.sBa BceKr{ qretr Ha
o6e4uueur.rero.

3.4. I{enono npeAnorxeHue, cr,ar,p}xaruo [peAror(eHr]ero Ha ]rqacrHr.rKa orHocHo
rleHara 3a npr4Ao6usaue - no 3al6-rlxr{reneH o6pa3eq flpx:roxeuue J\b 1.1, 1.2 slunu 1.3.

3.4.1. llpe4:roxeHnre LIeHlr Aa ca B JreBa,6e: !.{C, 3ar(p6rreHr.r Ao Bropu;r 3Hax
cnen neceTIIrIHaTa 3aneTat.

3.4.1 . Y,lacrHurllrre no o6oco6eua no3utrrir Nq 1 ca ,qJr6xHu B ueHoBoro on
npeAnoxeHne Aa nocoqar qeHara 3a 1 6p. xacera u uehuara BMecrlIMocr B Kr.tJlorpaMr-t H

ueHara 3a I xr. cyx 6uxap6onar. Hanp. axo Kacera or 1.4 xr. e c ueHa 12 JreBa, To rleHara 3a
1 xr. e 8.57:rena. OqeurnaHe'ro ule ce n3BBpnBa qpe3 cpaBHeHHe na qeuara:a I xr.
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3.4.3. Koraro yqacrHt4K no4aea oSepra 3a rroBeqe or eaHa o6oco6eua no3ltulrr,
3a BCtKa OT n03r4rIUr4Te Ce npeACTaBtT O'rAeIHO qeHOBO [pelnoXeHLIe.

3.5 " Texuuqecro rrpeAnox(eHue, c6A6pxau1o:
3.5.1" Texnu.{ecxo npeAnoxeHr.re - rro 3agt:txurelen o6pa:eq flpn:roNeuue J\!

2,1,2.2 ulnnu 2.3 or o6pa:qlrre AoKyMeHrr.r Kr,M AoKyMeuTaur4rra 3a yr{acrne.
B ro:lr 4orcyueHT yqacrHuKT,T:
- leuapnpa c'borBercrBr{ero Ha rrpeAnaraHlrre MeArlqlrHcKrrl3nenr4s. Ha

a3LIcKBaHr4.rrra! IrocoqeHr.r e TexHI.iqecKara cneuu0LtKarlur or aoKyMeHTaqlrrra 3a yqacrr.re.
- .{erclapupa cpora Ha Bar[aHocr Ha o(beprara,
-,{er:rapupa lpueMaHero Ha cpoKoBere 3a: u3[:bnHeHr]e Ha AofoBopa, nlra laHe.

AOCTaBKa H TOAHOCT Ha AOCTaBTHUTe Me.4I{rllrHCrur Id34enldfli
- ler<,rapupa Apyrlt o6cro.srencrBa, Lr3r.rcxBaHu or B:b3Jro)Kr{Ter.q H rocoqeHu B

o6pa3erla Ha AoKyMeHra.
3.5.2. floxa:areJlcrBa 3a rrpllfoAHocr Ha rrpeAJlaraH!{Te MeAr.rqrrHcKH u31envfl..

npocneKT, Kara;rof, cnequ(bu(aqus u/u:ru 4oxyuenr 3a rexHaqecrara xapaKTepucrrrKa Ha
usAenusTa I.rnrr Apyr paBHo3Har{eH aoKyMeHT, H3AaAeHI4 OT npOr.I3BOAHTe.[t, AOKa3BaUIn
c:borBercrBrzero c Texnraqecl:ara cneqa<f l.iraqnx or AoKlMeuTarlu.sra 3a yqacrue.

3.5.3. Koraro yqacrHuK no4ana oQepra 3a rroBeqe or eAHa o6oco6ena ro3rrurrr,
3A BCSKA OT IO3IIqUIITC CE IPEACTABqT NOOTAENHO KOMTIJIEKTYBAHI.I AOKYMEHTIT NO TOTIKU

3.6.1 - 3.6.3. KoMureKroeaHero Moxe Aa e B orAe:reH nJrr.rK, rranKa, gNo6 sa 4oxylreHrr4 r4rrr4

opraHr43r'rpaHo no Apyf Haqr4rr. rlo Koiiro Aa Moxe 4a ce ycraHoBH sa xog o6oco6eHa no3r4rlrz.s
ce oTHacqT aoKyMeHTIzTe.

3.5.4. Bceru yqaorHr.rK Moxe Aa lpeAcraBrr or]epra no eAHa! noBerre or eaHa riJrrl
no Bcuqxrr 060co6eHll no3llqlrr4.

Ilenonoro npeArrrorr{eHue Morrt€ Aa He ce flocraBq B oraeJleH 3arrerraraH rrJrlrK,
].rii xaro Bb3toxurerqr e [peABHAqJI pa3fJre2r(AaHero Ha AoKyMerrrure aa craHe rro
peAa Ha u.n. 104, a,r. 2 or 30II.

Br,:roxure,rsr He H3rrcKBa rlpeAcraBeHure or yqacruttqure AoKyMeHTu aa
6raar noctaeerrn B orAe.[Hrr rrJIIrKoBe, nanrcu u/n,ru AXo6oBe :a goxyuenrlr. B
cJryqanTe, Konaro AonyMenrure rpn6na ga 6r4ar fioMrrr't€KToBaHu no oraeJrHrl
o6oco6eHu rro3nrluu, yqacrrrunr,T Moxe Aa rrr KontnJreKToBa rro HaqqH, roiiro uaruepn
3a IIoaxoaqru.

4. Pa:r,rexr,qane na o{eprnre:
4.1. floly.reuure o$epru ce orBaprr xa ly6:ruvHo 3ace.[aHue, Ha Koero Mofa.r aa

nplrc:bcTBaT yqacTHI'IIIHTe B rlpoqeAypaTa I{JIrr TeXHI{ ynbnHoMoUleHI'l npeAcTaBxTeJIn, KaKTo
u llpeacTaBHTeII{ Ha cpeAcTBi}Ta 3a MacoBo ocBeaoM.{BaHe.

4.2. B:rsroxurerjdr npeABuxAa pa3rnelxAaHero Ha orfeprure aa ce rl3BT,pmu no
peAa Ha .{r. 104, ut. 2 or 3OlI, npu Koero oueHKara Ha rexHurrecruTe u rleHoBure
npeAnox(eHHr Ha yqacTHLIqIrTe rle ce It3BbprnH npeAr-I npoBexAaHeTo Ha npeABapuTenHut
nog6op.

4.3. leficrnulra Ha KoMuclr.rrra 3a ri3B6prxBaHe Ha noa6op Ha KaHAuAarr4re u
yrracrHHI-II-ITe, pa3rne)KAaHe r..l orIeHKa na oQeprnre (rouucu.rra no qn. 103, irrr. 1 or 3Ofl) ce
II3B!prXBaT B CJIeAHaTa nOC-TIeAOBaTenHOCT:

4.3.1. xonncugrit orBapr no peAa Ha rtxHoro nocr:bnBaHe 3aneqaraHuTe
Henpo3paqHl.i orraKoBKLI li onoBecT{Ba TtxHoTo c6AT,pxaHLIe, BKJTTOqUTenHO peAnOXeHI4{Ta
Ha f{acrHHuhr e no noKa3aI e.qs 3a oueHKa Ha oQep r tre:
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4,3,2. rexsu,.rccKoro rr ueHoBoro rrpeAjroxesue Ha BceKr{ or ) racrHarlr,rre ce
IIo.qIIIlcBaT naft-rr.ra.nxo oT TpIlMa uIeHoBe Ha KoMlncurTa r{ ce npeAnara no eAIlH oT
flpucrcrBarqr,rre [peAcraBrnrem.r Ha Apynrre fracrurrrllr Aa nz rroArrlrme, c roero ny6nu'nrara
qacT oT 3aceAaHr,reTo npr,rKrrrorrBa;

4.3.3. ronruczrra pa3 rexAa rrpeAcraBeHr{Te o+eprr4 r,r orleurBa cbnracHo
I,B6panlir r<pureprft 3a B63Jra.rare re3r.r or rrx, KoI4To cborBercrBar Ha [peABapLITeJrHo
o6meuure yclonur;

4.3.4. rourzcr.rrra pa3rnexAa AoKyMeHTlrre, cB6p3aHn c Jmqrroro clcrorHl,Ie n
KpllTepnltre 3a rro46op, ua ylacruurllrre B Hr$xoArrrl peA cfiprMo noryrregr4Te oueHKI,r;

4,3,5. Koraro ycrarroBr{ JrI{rIc4 HerrbJtrrora frIrrr HecrorBercrBrle Ha
uurpopuaqurr4 B(Jrroqr,rreJrHo HepeAoBHocr lrna qparcruvecr<a rpernKa, r,rJrfi HecborBercrBr,re c
r,r3r,rcKBaHr{rra KbM Jrr. trroro crcrorHr,re r,rJrr4 Kpr{Tepr.rr.rre sa no46op, KoMl4crzrra rrrrcMeHo
yBeaoMrBa rtacTHr.rKa;

4.3,6. n cpor 4o 5 pa6ornr.r Anu or rroJryaraBagero Ha yBeAoMJreHr4ero fracrHrrxtT
Moxe Aa rrpeAcraBn non EE{OfI uh4Jrv Epyrr4 AoKyMeHTrr, Kor,rro cb.qtpxar upoMeueHa
u/IEma 4onuneua uuqpopuaqlu;

4.3.7. xouucusra pa3rnexAa AoKyMeHTr4Te, cBbp3aHI,I c Jrr.rrruoro ctcrotHl,Ie u
Kprirepur,rre sa uo46op Ao ycrarroBrBarre Ha cborBercrBl,re c r,r3r,tcrBaHrrrtra Ha ,4BaMa

fracrHI,IIIlr, Korrro K;trcupa Ha nbpBo It BTopo Mrcro; ocrarraJrr,rre yrracrHr.rqu, rzuro o$eprra
ca orIeHeIrE, He ce KJracrpaT.

5, CrcJrro.tsaue Ha AoroBop 3a rr3trBJrHeHle rn o6qecrneuara lopbtrKa.
5.1. IIpn fioArrl{cBarrero Ha aoroBopa sa o6rqecrBeHa fiopbrrKa, r,r3IrGJrH]rreJr{T e

AnG){(eH Aa rrpeAcTaBr,r:

5.1.1. Arryannri AoKyMeHru
oTcTpaHrBaHe oT 4porleAypaTa, KaKro !r
no,q6op:

- ga obcrogrercrBara rro rrJr. 54, ul l,r. 1or3OfI- cBr,rlereJrcrBo 3a crAr,rMocri
- sa o6crosrercrBoro rro rrJr. 54, ut. 1, r. 3 or 3OII - yaocroBepenne or oprannTe

rlo [plrxoArre yAocroBepeure or o6ulr.ruara ro ceAaJruulero Ha Bb3roxl4Ters z Ha
KaH.&raaTa r4Jrr,r r{acTrrr,rKa;

- 3a o6crorreJrcrBoro rro rrJr. 54, an l, r. 6 - y4ocronepeur4e or opraHure Ha
I,Igntrmurema arenqlrs "fraBua uncrrerqr4rl rlo rpyaa";

- ceprn(purar 3a rrp[naraHe u floAArpxaue Ha cr,rcreMa 3a yrrpaBneur{e Ha
KaqecrBoro EN ISO 9001 ulwm EN ISO 13485/13488 drmr erceueareHrHa. c o6xsar n
o6nactta ua npol,I3BogcrBoro u/unu rtpronulra c MeAlrqr,rucKtr r43AeJrrIJI.

5.1.2. ,{euaparyc no qn. 59, an. l, r. 3 or 3aroua 3a MepKraTe cperqy r.r3rrrrpaHe
Ha rrapr4 - no 3aAblxurelnlrx o6paseq flpluroxenxe Ns 3.

5.2, He ce cK;IrorrBa Aor.oBop c u3[bJrHrrreJr, rofiro ne r43n6JrHI{ 3aAbJrxeHqero,
rrocoqeno B ToqKa 5.1.1 rE 5.1.2.

yAocToBepsBarqv [r4rlca'fa Ha ocEoBaHuJI 3a
cSoTBeTCTBr4eTO C TIOCTaBeHUTe Kpr,rTepult 3a
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IIPOEKT

NOFOBOP

,{nec,.,.,,..,,...,.,.2019 ro,q. n rp. lo6puu, Ha oqHoBarue ,n,712 u cn. or 3arona ga

o6qecrneuure noptrrrer, ce crrroqfi Hacrorrqurr AoroBop Me)r(Ay:

c6c ce,4aJrrrrqe B

......,,..................,...,fi aApec Ha yrrpaBneHr.re,....,
E1IK.................. [peAcraBJrrBaH or..,,.........,........

B KarrecTBoTo My Ha......................
o[peAeJreH 3a u3rrblrnr{reJr c Peuenrae .l\! ..,.............cJreA [poBeAeua [poqe.u]?a 3a
BE3JraraHe na o6qecrrena noptqra run "orxpura" Ns 00083-2019 c [peAr\4er:
flepro4r,runa AocraBra Ha KoHrleHTparlr 3a xeMoAua:rrta r.r pa3TBopr,r sa 4eauu$erqua na
xeMo.qr,raJrn3Hr,r alaparrz naprca: AK 98, ruo4el: BIO VERSION, [poz3BoAcrBo Ha BAXTER
Gr{sH GAMBRO

u
"MHO|OTTPOOI4JIHA EOJTHT4TIA 34. AKTI4BHO JTEqEHI4E-AOEPI4r{' AI

rp. .{o6pnv, c6c ceAa;ruule n aApec Ha yflpaBneur4e: rp. ,{o6puu, yn. "flauafior Xuron" 24,
rerr. 058/600160, rparc: 058/600414, e-mail: oblb@bereon.net, EI,IK 124141302,
[peAcraBJrrBarro or A-p Cuerosap Bafi'.res flerpos - I,IsnrrH[rereu ,{raperrop na
,qpyxecrBoro, napuvaua KYTIYBA9.

Crpanure ce cnopa3yMrxa 3a cJreluroro:

IIPEAMET HA AO|OBOPA 14 IIEHI4
r{.nen 1.(1) flpo4araurr npoAaBa Ha r(yrryBaqa croKrrre no o6oco6ena nosraqrae Ne

N...... ga xorro/rolrlo e yqacrBaJr B orrplrrara rrpoqeAypa 3a B63JraraHe na o6rqecrnena
IIopsql(4.

(2) I{euonr.rte npe4noxeHnr Ha trpoAaBaqa ca
(3) flpornosnure KoJrr.FrecrB4 rrocoqeHr,r B AoKyMeuTaqr{rra la o6qecreeua

flopbqr€ He rlopaxAar 3aAbnxeure 3a r(ylyBaqa Aa rr.I 3aKynI,I s noco.renzr ober4.

CPOKOBE I4 HAI{I4H HA IINAIIIAHE
9nen 2. Cporcr Ha rracmrqlrr AoroBop e 12 ueceqa ot aarara Ha floArrr,rcBaHero

ruy. ,{ororoprr npo4lnncana 4eficrBr4ero cr,r Ao cru[orrBaHero Ha AoroBop c ,upyf r,r3rr6nHr.rreJr

cJreA npoBexAarre ua o6rqecrreaa rroprrma.
9nen 3. Croxrrre rqe 664ar AocraBrurr or npo,uaBaqa Ha (yrryBaqa n cporc 10

(aecer) rarengapnr,r 4nrn, cleA 3amrBaHero r,rM.

\hes 4. ,{rmxuuara Ha [po.qaBaqa cyrlra no Bcrr€ oTAeJrHa AocTaBKa rqe 6sae
rrJrareua or KynyBarra no 6auronara cMerKa Ha rrpoAalaqa B cpoK ,uo 60 (urecr4ecer)
KaJreHAapHr4 AHr.r cJreA n3AaBa.Hero na Qaxrypa or rrpoaaBaqa.

r{nen 5. Cporrr na roAHocr: He rro-(parbK or 6 (uecr) Meceqa or Aarara Ha
JIOCTABKATA.

MJICTO HA I43IIbJIIIEHI4E 14 NPEMI4HABAHE HA COECTBEHOCTTA
9nen 6. 3a rrlscro Ha AocraBrue Ha croKlrre ce o[peAens "MBAJI-Io6puq" A!

rp. .{o6puu, yn. "flana"fiot Xuron" Ns 24, sneno ,,EonHlruna an:rexa".
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9len 7. Co6crnegocrra B6pxy ,qocraBrHrrre croKrr ri pnc(T,T or rrlJrno r.rJrrl
qacTllrrHo rrofr{BaHe Ha croKr.lTe npeMLIHaBa B6pxy KynyBarra oT MoMeHTa Ha nplteMaHeTo r.IM

Ha MtcToTo Ha AocTaBrHe c nprreMo-[peaaBaTeJreH nporoKoJ] r.rnx Apyr paBHo3HarreH

AOKyMeHT.

IIPABA I4 3AAI,JIXEHI4I HA IPOAABATIA
9neil 8. (1) llpo4aaaulr e An:F,xeH Aa cK-rnoqu AoroBop 3a noAn3[bnHeHue,

Koraro e o6sBun B 3iurBJreH!{ero cr-I 3a yqacrr4e rroJr3BaHero Ha floAu3nr,nHqrel. B cpox go 3

.4Htl oT cKJIIOqBaHeTO Ha AOIICBOp 3a IIOAI-I3nGJTHeHV9 VIU HA Aon'bJIHr.rTenHo cnopa3yMeHue
3A 3AM-'IHA HA TIOCOI{EH B 3A"'IBJIEHI]CTO NOA}I3N5IHHTE.]I I43II:bJIHIITEJI'T II3NPAIIIA KOTIUC HA

IOfOBOpa r.rJIH Ha AOnCnHr{Te-rrHOTO CnOpa3yMeHlre Ha B:b3JroxrrTe.[t 3ae.4Ho c Ao(a3aTencTBa.
qe ca u3rr6rHeun ycroBxsra rro .{n. 66, an. 2 a 11 or 3Ofl.

(2) llogusn:lnur.r'reJrrrre HrMar npaBo Aa npeBb3narar eAHa rrJrr4 rroBeqe or
AeuHocTI-{Te, KOIiTO Ca BKnroqeHrr B [peAMeTa Ha AOfOBOpa 3a rIoaII3nT,nHeHIZe.

(3) He:aruclruo or B63Mo)KHocrra Aa ce I{3non3Bar noan3rrr}JrHuT9Jtr.t.
orroBopHocrra 3a u3[6JIHeHLte Ha AoroBopa 3a o6qecrneua loprqKa e Ha rpoAaBaqa.

(4) Kynynavsr nrMa Aa r43B:bprnBa Ar4peKTHr.r pa3nnarlaHuq c noltr3ntJrHr.rrerrzre
llnes 9. flpo4anaurr e AJrtlreH Aa AocraBs croKr.J, Koxro omoBaprr Ha

u3ucxBaul4.rrra, rrocoqeHll B TexHur{ecxr.tre cneuu$raxarlrrr4 or AoKyMeHTauHsra 3a
o6rqecrneua lopr,vxa.

9:reu 10. llpo4anavrr B cpoKa Ha AoroBopa e.q.[6xeH Aa rzMa pa3perxeHr.re flnu
yAocroBepeHue 3a rtproBus Ha eApo c MeArrrIHHcKrr r436erus,, Ir3AaAeHo or tr4rnr:ruure.nHuq
.qripeKrop sa I4AJI ro peAa Ha 3MI4.

9:reu 11. Ilpoganaulr B cpoKa Ha AoroBopa e An:sxeH Aa npr4nafa 14 noAAbpx(a
cucreMa 3a ynpaBneHr-re Ha r(arrecrBoro EN ISO 9001 ululu EN ISO 134&5113488, ululu
eKBr.rBaJIeHTHa, C O6Xnar B O{5naCTTa Ha npoH3BoacTBoto uluslu T6proBuqTa c MeaHrlr.tHcKlr
A3TCIIIjA-

r{:ren 12. Ilpoganavlr e Anb)KeH Ia rls4ag.e n cpox $arcrypa 3a 4ocraBeHure
CTOKII,

IIPABA I4 3MbnXEHI4r HA KyIIyBAqA
r{:reu 13.(l) Kynynau:sr lrMa rrpaBo Aa npoBepsBa KoruqecrBoro Ha Bc{Ka

oTAenHa AocTaBKa, (aTo npu ycTaHoBrrBaHe Ha HecGoTBeTcTBUe e .qJIt)r(eH Aa yBe.4oMu
npo.qaBaqa B cpoK or 24'aaca.

Q) npu ycraHoBrrBaHe Ha IrectorBercrBue B Kaqcs.rBoro Ha AocraBeHr4Te croKr.r
KynyBarrlT e IJrtxeH Aa yBeAoMri npoAaBarra B cpoK or 24 qaca.

(3) Hec:soreercrBllero Ha KoJrrrqecrBoro Ir KaqecrBoro oe ycraHoBtBa c
npoToKon, cr,cTaBeH oT KoMr.tcur, cT,cTaBeHa oT aJt:[,xHocTHr]Te IHUa Ha KynyBaqa.

(4) B clyvaii, qe npoAaBarrlr B cpo( Ao 24 \aca cneA yBeAoMrBanero no a,r. 1

ocflopr4 nI]cMeHo Hecr]orBercrBHero rJa KaqecrBoro, Tof Moxe Aa LIcKa npoBepKara My or
yntJrHoMoureHa la6oparoplrr, qpe3 B3eMaHe Ha KoHTponHu o6pa:qu (naocrpa) or aocraBxara
ri cpaBHrBaHero r-rM c [peAcraBeirure o6pasqu (uocrpu) [pu yqacruero a o6rqecrnenara
nopTlqKa.

r{:ren 14. KynyneLu:sr e AnGXeH Aa 3anJraru yroBopeHara rleHa B pa3Mepa, tlo
HaquHa rr B cpo(a, onpeaejreHn B HacTottqfis AoroBop.

HEYCTOIZKI4
r{:reu 15.(1) fipa sa6aoa Ha AocraBKa or crpaHa Ha poAaBaqa c noneqe or 24

(ABaAecer u r{err4pu) qaca, KynyBaqbr r.rMa npaBo Aa norftH Heycroi.rKa n pa:lvep Ha 0.1
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(Hyna urro, eAHa ,[ecera) Ha cro or crofiHocrra r{a 3a6aBeuara aocraBKa 3a BceKu 24 saca
3a6aBa.

(2) tlpu ycrar{oBrBaue Ha HecrorBercrBr,re B KoJrr{qecrBoro, [poAaBarrbr e
AJIb)(€H Aa AOCTZIBII Jrr4nCBarqOTO KOJITTq€CTBO Irpr cJreABauqaTa AocTaBKa, a IIpu IIoIIcKBaIle
or crpaHa Ha KynyBarra B cpoK or 24 'raca. flpu nerl:nrnneHlre Ha roBa 3aA6JrxeHne
KyrryBaqbr r.rMa flpzlBo Aa rronfir,r HeycrofiKa B pa:]Mep xa 5 (ner) Ha cro or crofiuocrra ua
Jrr{IICBarqoTo KoJrr{qecTBo.

(3) IIpu ycraHoB.f,Baxe Ha HectorBercrBr,re B KaqecrBoro, flpoAaBaql,r e AJrExeH
Aa AOCTaBr,r CTOK'r C yTOBOpeHOTO KaqeCTBO IIpn CJIe,qBarqaTa AOCTaBKa, a IIpI,I [otlcKBaHe oT
crpaJ{a Ha KylyBaua B cpo( or 24 saca. flpu nera:nraneul{e Ha roBa 3agbJrxeHr4e Ky[yBarrbr
nMa [paBo Aa rrorfru neycrofilca B p*]Mep na 5 (ner) Ha cro or crofinocr:ra na
HEKAqECTBEHATA .IIOCTAB(A.

(4) B clyrazre rro aJrr,ruer,r 2 u 3, axo flpoAaBa]rbr He Aocralr.r .uoroBopehoro,
KylyBarrbr r,rMa fipaBo Aa 3aKy[ ueo6xo4n'.rzre My croKr,r or Apyr aocraBql{r, Karo
pa3Jrr.r(ara MexAy rleHara no AoroBopa r4,ueficrBuTerHo 3arJrareuara qeHa e 3a cMerKa Ha
rrpoAaBaqa.

rfteu 16.(l) flpu orr<a: Ha npo,qaBarra Aa AocraBlr 3rrrBeunre My cronr r.rJrrr npr4
sa6aBa noeeqe or 48 (ve'rr,rpr,rAecer 14 ocelr) .rac4 KyrryBaqbr r.rMa npaBo Aa 3arynr4
neo6xo,4rarrrr-rre My croKl4 or Apyr AocraBqr.rK.

(2) B cly.ranre rro fipeAxoaHara aJ rltret pa3rmKa"raMexAy qeuara rro AoroBopa u
AeftcrBr,rreruo 3anJrareuara rleHa e 3a cMerKa Ha npoAaBaqa.

tlnen 17. Kgryaa.mt r{Ma rrpaBo Aa ucra o6$[IereHr,re B rrlJreH pa:]Mep Ha
Bpe.qr{Te, Kor.rro e nperbplr-rrJl B p$ynrar H a ga6aseuara u/ulru HeraqecrBeHara .qocraBra.

9;res 18. flpn:a6ana Ha uJratqaue or crpaHa Ha KynyBarra, [ocJreAnr4rr AbJrxr.r
Ha npo.qa3aqa HeycrofiKa, B pa3Mep na 3aKoHHara Jr[xBa.

ihren 19. Heycroftrure, o6esqereur,rrra u uenoBr,rre pa3JrrrKn no qn. 16, an. 2
rraorat 4a 6l4ar y4rpxar .r or BcsKo AlDKr,rMo Ha rlpoAaBaqa rlJrarqaHe.

IPEKPAT-flBAHE HA AOf OBOPA
rlren 20. ,{oronoprr ce npe(parrBa
L c r,rsrr.rqaHe Ha cpoKa, 3a KoftTo e cr:rroqen, ocBeH B clryqaure no un,2, nzp.

BTOpO.

2. npu cr.rcteuno EeIi3rIEJrHeHr{e Ha AocralKnre rro KoJurrecrB o ulutu KarrecrBo
or crpaHa Ha rlpoAa3aqa. fIoA cr.rcrennro Hel{3[rjrr{eHr.re ce pas6rapa raroB4 Lr3Bbprrrerrr4 ABa
LtJrr,r noBeqe IIGTI{ B paMKI,ITe Ha eArrH KIUIeH,{apeH Me0eq, I,Urq [oBerle oT TpI.I mTr,r B paMKr.rTe
Ha cpoKa Ha AoroBopa;

3. npz crr4ananero Ha ycJroB[r 3a AocraBra Ha cronl,rre, npeAMEr Ha,qoroBopa
cneA [poBerKAaHem Ha rlerrTparn3r4paEn erercrpoHH, TbproBe.

4. n clyrafi, qe 6r4e npoMeueHa HopMarHBHara ype46a, n pe3ynrar r{a Koero
ornaAne neo6xoAr,rMocrra or AocraBKara Ha croKr{Te, Korzro ca flpeaMer Ha AoroBopa;

5. npn nearauoxHocr aa ce ocfirypfi Qr.rnarcrpaue 3a r,r3rllJrgeHr,rero Ha
nopsq(aTa rro IIprrrIIIHI4, (or,rTo KyrryBarrbT He e MofBn aa npeABLI,qu.

.4Pyfr4 ycloBr4-s
lluen 21. Crpanute no AoroBopa He Morar Aa ro r.r3Merurr, ocBeH B cryqaure,

rpeABr.rAeHr.r n qr. 116 or 3On.
{nes 22. C,rpaunre rro AoroBopa Iqe perxaBar BG3Hr{KHaJrnre uo r.r3n6rnenr{ero

cnopoBe rro B3zlr,rMuo crnracue, a aKo roBa e HeBt3MoxHo, no pe,qa ua |IIK [peA poAoBo
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KoM[ereHTnr.rrr cb,q B rp. ,{o6pr,ru, ocBeu B cJrftaure, Koraro npereHrlr.urra e [peArBeua rro
peAa Ha 3a[oBeAHoTo npou3BoAcTBO.

lhen 23. 3a scuqrr,r HeypeAeHtr rro Hacrorrqr.rJr .qoroBop Bbnpocr4 rrle ce flpunamr
paruopes6ure na 3OI1, nIBOn, $A u T3.

9reu 24.(1) 3a na.nuAnn arpecr4 3a [plreMaHe na cro6rqenlu, cBtp3ulHr,r c
HacTotrqut AoIoBop ce CMJITaT aApecprTe, fiocoqeHr.t B HaqaJIoTo Ha AoroBopa.

(2) IIpu fipoMrta Ha AaHHr,rre rro upeAloAHara aJruuer, cborBernara crpaHa e
AJrbxHa aa )tseAoMr,r ApyfaTa B TpH4neBeH cpoK oT [poMJrnaTa.

flpr crcra"axue Ha Hacrottqurr AoroBop ce fipe,ucraBl,rxa or r.BnHrnI,ITeJrt
CIEAHI,ITC AOKYMCHTI,I :

1. Arryanurn AorqueuTrr yAocroBeprBaqr,r Jll{ncara Ha ocHoBaHI,rJI 3a
oTcTpal{rBarre oT [poqeA),?aTa, KaKTo r{ csoTBeTcTBI,reTO C rrOCTaBeHr,rTe KpnTepr,ru sa
no46op:

- ga o6crosrencrnara rro trJr. 54, an, I, r. 1 or 3OII - cBr.rAereJrcrBo 3a crAuMocr;
- ga o6crogrelcrnoro rro qJr. 54, al. 1, r. 3 or 3OII - yAocroBepeur]e or opraHnre

no flpuxoArtre r{ yAocroBepeHrae or o6tqr.ruara no ceAaJrlrrqero Ha Br3Jroxttrers Lr Ha
KAHAI,IAATA I,IJIIi TIITCTHI,IKA;

- 3a o6crorrercrBom rro qr, 54, ar. l, r. 6 - yAocroBepeur,re or opfaHtrre Ha
I,Ignurnurelua arenqu-e "lnarna r.rucneKrlrar rro rpyAa";

- cepruqpurar 3a npr,uraraHe rr noAArpxane Ha cr.rcreMa 3a yflpaBJrenne Ha
KaqecrBoro EN ISO 9001 ulum EN ISO 13485/13488 uru ernusuren:rna" c o6xrar a
o6lacrra na upou3BoAcrBoro ra/nru,r rupronu-rra c MeAr.rqfiHcKr,( u3AeItas.

2. ler,mpuryra no v.n. 59, an. 1, T. 3 or 3arona 3a MepKure cpeqy r,rcnupaue Ha
rraprz - rro 3a,[bJrxrrreJreH o6pa:eq flpr,uroxeur,re J\il 3.

flpr.rnoxenu-r rcu .{oroBopa:
l. Texnr,rqecracneqnQr.rraqnx
2. TexnraqecKo fipeA;roxenr,re 3a I43[bJIHeHrie Ha nopbrrKara;
3. I{enoao qpeA;ro}r(eHr.re.

Hacrosryr.rr AoroBop ce crcraBu n rpr e,4roo6pa3Hr,r eK3eMruupa., eAr{H 3a
npoAaBaqa r,r ABa 3a Ky[yBaqa.

TIPOAABAI{: KYI]VBA9:


