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YKA3AHI,I.f, 3A TIOATOTOBKA HA OOEPTATA

l. oqroronna ua or[eprara:
I 

' 
1 . IIpn [oAroroBKara ua o(peprure rrac.Hr4rlr4Te ca rJrbx'r4 ra crr.drB:a-t

l43r4CKBAH\4flTa Ha BT'3JrOXr4TeJrr. oseprara cre,qBa Aa orfoBapt Ha r43r,tcKBarlurra, [ocoqeHr4
B perneHr,rero, o6snrenuero u ,qoKweHTarlfirra 3a yqacrrze B rrpoqeAypara u aa 6rAe
oQopruena no npr.rJroxeErrre KbM AoKF4eHTar{rr.{Ta o6pa:qrz, Koraro roBa ce [3r4sKBa.
Orronoplrocrra 3a npalr,rJrHoro B63[pr{gMaHe Ha AoKWeHTa{rrflTa 3a yrracrrze ce Hocu
EAI,IHCTBgHO OT YIIACTHI.IqI,ITE.

1,2. O$eprure ce rlsrorB.f,T na 6:urapcru esur. [orynaeurrl, Kor4To ca Ha qyxl
e3r4K ce npelcraBrr r.r B npeBoA Ha 6rlrapcr<u.

1.3. ,{o rlsrrzvalero Ha cpo(a 3a rroAaBarre na o$eprnre, BceKr4 J^racrHr4K Moxe
Aa npoMenr,r, Aa,qorrlnJruu r,rJrr{ Aa orrenrv o$eprara cn.

1.4. llpe4craarHero Ha o$epra sa4':rNaBa yqacr'raKa Aa npr4gMe *ranbJrHo
BCr4qKr{ r.r3r.rcKBarrr4fl r1 ycrroBrrfr., rrocoqeHlz B pefireHrrero, o6ssreHr,rero 14 AoKyMeHTarr.r{Ta 3a
y qacTr4e B fiporleAypaTa.

1.5. Bcenu yqacrHaK B fiporleAypara rrMa flpaBo Ia npeAcraBrz ca],ro egna o$epra.
1.6. Jluqe, Koero fracrBa n o6eguneuue nr4 e ruro cr,rJraclre ta 6rne

[o,qrr3rr6JrHr.rreJr rra,4pyf yqacrHr4K, He Moxe Aa noAaBa caMocrosrelua o$epra,
1.7. B nporle4)?a 3a BT,3JrafaHe ua o6rqecrnena [opGrrKa e4no Szsu.recr<o ula

ropt4lfiqecKo nr4rle Moxe Aa yqacrBa caMo B e4uo o6e4r.ruenze.
I .8. Cnlpsa'r.r Jrr{rla He Morar ,4a 6r4ar cauocroxrerEr{ yqacrHr.rqrr B e.4'a r4

cbrrla fiporleAypa. flo4 "cn:rp:anu m.rqa,, cJreABa,4a ce rrMa npeABr.r,q onpe4eneHlrero ro $ 2,
r. 45 or ,{P na 3OfI.

1.9. V.racrnuqnre Morar Aa ce rro3oBar Ha Karrarlr4Tera Ha rperr.r Jrr{qa,
He3aBI4cI'IMo oT npaBHaTa Bpb3Ka MexAy TsX, IIo oTHomeHI4e Ha KpI{TepI{I]Te, cBbp3aHI4 c
T4KOHOMTTqeCKOTO r{ (puuanoonoro clcrosHl.re, TexHr.rqecKrzre cloco6socrtt a
npo(fecuoualuara KoMnereHrHoo:r. 3a rperure m.rqa ce nprzJrara qn. 65 or 3OlL

1 . 10. VvacrHraql4Te rrocoqBar e o$eprara cL rroAr.BnbJrHr,rreJrr4Te 14 AeJra or
flopGqKara, KofrTo IIIe r4M B63JrOXar, aKo B63HaMeprBar .4a rr3non3sar raxrsa, 3a
rrolr43rr6JrHr4TeJru re ce fiplurara qu. 66 or 3OfI.

HesaBacul\.{o or B'3MoxHocrra 3a I43noJBBar{e Ha no,{LI3[bJIHI,ITenrr
orfoBopHocrra 3a u3rr6JrHgHr,re Ha ,qorcBopa 3a o6rqecrBeHa nopT,qKa e Ha r43rr6JlHrareJrr.

BsgloNlrrelqt HrMa Ia ltBbprrrBa ArrpeKTnra paBnnarlaHlu c
NOAI{3IIBJIHI4TEJII,ITE.

1.11. Vuacruraqr4re Morar Aa fiocorrBar n o$eprzre cu uu$opuaqrr, Korro
cMrrar 3a nou$u4euqzanua 868 Bp63Ka C HarJrr.rqfiero Ha rbpfoBcKa raftua. Koraro
yqacrHr'rqr,rre ca ce [o3oBaJrr{ na xoH$u4euuuarJrHocr, c60TBerHara rzn$oplraqur He ce
pa3Kpr.rBa or Bs3Jroxr4TeJrr. vuac.rnuqure r{e Morar Aa ce [o3oBaBar na r<on$ra4enqua,ruoc.r
rro ornorrreurie Ha npeAJroxeHnrr,a or o$epru're rzM, KoJ.rro no,qJrexar r{a or{eHKa.

1,12. Bcu\r$ AoKyMeHTr4 ce npelcraBsr B oprrrrznair r4Jr' Korrur, 3aBepeHr.I or
yrracrHr4Ka c "Bxpno c opurr. rala". [exlrapaquure rz 6auronure fapaHrllrr, Koraro raKHBa ce
\43I,ICKBaT, Ce [peACTasrT CaMO B Opr,rfr4Haj].

1.13, Jlzqara Morar Ia orzcKar r'4cMeHo or B63Jroxr4TeJ' pa3rcueur4s no
perrreHr-rero, o6qnreHHero r.r AoKlMeHTaIIliXra sa o6rqecrneHara nop:brrKa Ao 10 AHI.I npeal{
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ri3TrrqaEe Ha cpo(a 3a fioryqaBaHe Ha ooepTr4Te, a (qraTo cpoKbT e cBKpaTeH ltp]4
Heo6xo.qr.rMocT or cngrrrHo Bb3JrafaHe - Ao 7 AHrr. Br3loNurelq:r npeAocTaB.s pa3rcHgHr,rsTa B
4-AHeBeH cpoK or noryrraBaHe Ha r4cKa'ero, Ho He no-KbcHo or 6 4rrz rp"4r 

"ponu 
au

[oJryqaBaHe na oseprra, a Kofaro cpoKsT e CrKpareH nopaglt Heo6xogr"oat o, ana.no
B63JrafaHe ' ro 4 Attu fiperrr rosr{ cpor, B pa:xcueHnrra He ce rocoqBa Jrr4rIero, HarrpaBr4Jro
3ANI{TBAHETO. BISIONUTEIST HE IIPC,(OCTAB' PA3frCHEH:n'fl, AKO I{CKAHETO C IIOCTGIII4JIO CJIEI
cpora 

''o 
r.r3peqeHr.re n:lpro. pa:xcueHvrxra ce IlpelocraB.f,T vpes ny6:ruryraue ua npoowa

Ha KynyBarra,

2. flo4araue na orfeprara:
2.1. {oxyueurure, cBbp3aHu c yqacrr4ero B rrpoqeAypara, ce npeAcraBrr or

yrIacTHIIKa, I4JII4 OT ynbJIHOMoIIIeH oT HerO npeACTaBI4Te-]I - JIaqHO I4rrz qpg3 IIOIIIeHoKa rrjrrr
Apyfa Kypr{epcxa ycnyra c npenoprqaua nparKa c o6parua pa3nucKa, Ha arpeca rra
Bt3JroxrzreJr{: rp, ,{o6pnv 9300, yl. "llanaiior Xaron,' 24,

2.2. [or<ytttenrure ce fipeAcraBrr B 3aneqaraua Henpo3paqHa onar{oBKa, Bbpxy
KOTTO Ce IOCOqBaT: Har4MeHOBaHI4eTO Ha yrIacTH Ka, BKJIIOTIT4T.JIHO yqacTHLIqIITe B
o6e4uneuuero, Koraro e npr4JroxrrMo; arpec 3a Kopecflo'AeHrlrzr, rere$or' 14 no Bb3MoxHocr
- 

_0*c_ " eJreKTpoHeH a,qpec; Har4MeuoBaHr4ero Ha optqKara, a Koraro e lpr4noxrzMo _
o6oco6euure rro3r4rlrzr4 r4 HoMeHKJrarlprdre, 3a Kor.lTo noAaBar AoRyMeHTr4Te.

_ 2.3. 3a nolyvenrare o$eprz nplr Bb3Jroxt4TeJ' ce BoAr.r perracrbp, B KoiiTo ca
or6ersssar: nonareJr ua olpeprara; HoMep, Aara v sac Ha noryqaBaHe; fipuqfiHrrre 3a
rprqaue na oQeprara, Koraro e rtplrJroxr{Mo.

2.4' lrpu noJiyqa'aHe ua oseprara B6pxy onaxoBKara ce or6errgnat flopeAHr-r{r
HoMep' Aarara x qac:br Ha noJlyqaBaHero' 3a Koero Ha [pIrHocI4TeJrr ce r43.4aBa AoKyMeHT,

2.5. He ce fiplreMar o$epru, KoHTo ca [peAcraBer{r4 creA rz3TurraHe Ha KDatZHr,r,
cpoK 3a noryqaBaHe r4Jrr,r ca B He3afieqarar{a olar{oBKa ].rJrr4 B onaKoBKa 

" 'upytoa"a 
q"no"r.

2,6. Koraro K6M MoMeHTa Ha a3Trrqarre ua xpafiur.r_r 
"pon 

* noJr) raBaHe Ha
oseprra npe4 Mrcroro' onpeAeJreHo 3a rrx'oro noAaBarre, Bce orqe uMa rra*allr4 Jrr4rla, Te ce
BKJIIOqBAT B C''nnC'K, r<OiIrO OE NOANI,ICBA OT NPEACTABI4TEJI HA BSSJIOXI,ITEJI, }I OT
fiptctcrBaqrrre mtqa. O$epru.re Ha Jrr4r{ara or crlrrctra ce 3aBexAar B perzcrlpa Ha
Bc3roxurer.rr. He ce 40nycr<a npreMaHe Ha o$eprlr or Jrrrqa, Ko'To He ca BKJrroqeHr4 B
C[I.ICBKA.

, 2.7 . B cnylaure, rora'ro oQeprara ce n3npaqa no ronrara uJrr4 c Kypr.repcKa
clyN6a, yqacr'r4K'T cJreABa Aa ocurypr4 neftuoro cBoeBpeMeHHo fipr4crrzra'e npeAr,r
r43Tr'rqaHe Ha cpoKa 3a noraaaHe r{a oQepru. PucKr,r or sa6a3a rzru sary6naHe na olbeprara e
3a yqacTHr-rKa.

3. Crgrpxanue Ha 3a[erraraHara Henpo3parrua orlaxoBKa rr yKa3a]rrurr 3a
noIIbJIBaHe Ha AoRyMeHTUTe B HeS:

3.1. Onuc ua npe4crapenr.ire AoKlMeHTr4.
3.2. crau*apreH o6paserl 3a eAnHHr4s enponeficr<u AoKlwerrr :a o6rqecrneuu

[op6qKr4 (EEAOII) 3a yrracrHi4Ka, a Koraro e nprzJro)KaMo - 3a BceKra or yqacrHrrlr4Te B
o6e4unenuero, Koero He e IopuAlzqecKo JILrqe, 3a BceI<a noAr43nBJrHIrreJI 14 3a BcrKo Jrrrle"
qI4I4To pecypcu rqe 6l4ar auraNvpalv B rz3nbJrueuuero Ha rrop6qr(ara.

Ha ocHosaH[e un. 67, an, 4 or 3OlI Epuuunrn enponeficxu AoKyMeHr 3a
o6rqecroenra nop:bqKr4 (EEAOD ce npeAocraBr B eJreKTpoHeH nr.i4 no o6pa-:eq, yiuup4"n a
arr sa EnponeitcKara KoMr4cr4r.
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Ener<rpoHuLra EEAOI e qacT or AoKyMeHTaUr.rTa sa o6rqecrneHa nopT,rrKa,
nyorr'rKyBaHa Ha npo0rrJra Ha Ky[yBatra 3a KoHKporHara o6ulecrBeHa nop6r{Ka, v.raciguKrr
rrorrT,JrBa eEEloII nrn (f opMar *xml, upes nnQopuaquouuara cr4creMa sa eEEnor Ha
a4pec https ://ec. europa.eu,/too1s/espd.

Brgloxure:rsr x3rlcKBa yqacrunrlr4Te Aa npe.qocraBrr EEAOI B eJreKrpoHeH
Sopuar, noftro He rro3BoJrrBa peAaxrr{paHero Ha HeroBoro c'AbpxaHrre (*pdf). .{orcyuinmr
rpl6na 4a 6r4e noAlr4caH c eneKTpoHeH rro,{n}rc or Jrr4rlero, Koero e 3aAbJrxeHo Aa noalr4rrre
EEAOI. Erexrpouuo fioArrr.rcaHrur AoK]'r'reHr, 3arlucan rra oflrlrqeu HocrrreJr (CD, DVD,
Qrarrr nauer) ce fiocraBr B orraKoBKara c o$eprara.

flo4po6no sa eEE,{OI yqacrnzqr4re Morar Aa ce 3ano3Ha.,rr ol Merorzqecxlrre
yKa3anr.rr Ha eJreKTponuara crpar{uqa sa AOIL

llpu lo4rororr<ara ua EEIOII cJreABa Aa ce r,rMa rrpeABr4A cJreAuoro:
3.2.1. 9pe: EEAOII yqacrHr4K6r Ae(Jrapvpa Jrrzncara Ha ocHoBaru.flra 3a

orcrpaxsBarre u csorBercrBr4e c Kpr4Tepr,rr4Te :a no46op. B uero ce fipeAocraB.f, cborBerHara
Nu$oplraqux, r,r3rrcKBaHa or B!3roxr4Ters, u ce fipeacraBrr AaHHr.{ orHocHo ny6ru.iuuure
pefucrpr{, B Kor4TO Ce CBAT,pXA UUQOpUa4rax 3a AeKnapr4paurr4re o6croqrercrBa urv sa
KoMlereHTHri{ opraH, KoiiTo cbnracHo 3aKoHo,4areJrcrBoro Ea cborBerHara A6pxaBa e
Atrs)r(eH Aa npeAocranx uutpopuallrs 3a re3r4 o6crosrercrsa clyrxe6uo Ha BT,3JrOXI4TeJrr.

3,2.2. B qacm II, pasden "A: I'luQopuaqua 3a uKoHowutlect<ua onepamop,,, e
pa3AeJra "tr4deumuQurcaqtta" y'tactnufi,T cJreABa Aa orroBop[ B cborBercrBrie c
peDzcrpaqlrtra cLI B TT,proBcl{Hs peMcrbp rrJrrr Apyr pgfncrGp cro6pa-:no HarltroHrrJrr{oro cr,r
3AKOHONATEJICTBO.

3.2.3. B qacm II, pasden ,,A: tr4uQopua4un sa ukotlolt4uqecrcun onepamop",
yqacTHr4K6T CJreABa ,4a oTroBopr{ AaJfii ysacTBa B rrporleAypaTa, 3aeAHo c Apyf}r
IlKOHOMT{qeCKr4 OIIepaTopr{.

3.2.4. B ,aacm II, 6y<ea "A: I'IuSopuat4ua 3a uKoHowtvecxufl onepamop,,,
yqacrHr4K6T cJreABa Aa fiocoqr4 no ron o6oco6eHrz no3r4rlt4t4 npeAcralf, o$epra.

3.2.5. B ,tacm II, pasden "8. I'luQopuatpa sa npedcmaeumerume Ha
uKoHoMurrecKuz onepomop", )^racTrrrzKsT cJreABa ,qa oTfoBoprr B cboTBeTcTBrZe C

peflrcrpaqrura cr,r B TbproBcKr,rr pefrrcrBp r.rJrr4 Apyr perrrcrbp cr,o6pasno HarlvoHaJrHoro crz
3a"KOHOnaTeICTBO.

3.2.6. B ,racm II, pasden "B: I'InQopamqw omHocuo u3non3BaHemo Ha
kanar4utiema na dpyzu cy1exmLt", yqacrHrzKbT cnelBa Aa orroBop .qaJrn llle rz3nor3Ba
KanaqliTeTa Ha TpeTI4 JII4Ua no o HoIIIeHI'ie Ha KpI'ITepI'1IzTe, cBcp3aHI4 c 14 KoHoMt4 rlecKoTo I4

@uuanconoro c:r,crorHrze, TexHvqecKnre cnoco6uocrn rz nporf ecuoHa,rHara KoMnerer{Tgocr.
3a nc.rKo rpero Jruue ce rpercraqr orAeJreH EEnOn.

3,2.7 . B ,aacm II, pasden "l: tr4uQtopuatlua sa nodusn'bnuumenu, uu mo
kanaqunxem uKoHor4uqecw,nm onepamop uwvta da usnons6a", yqacTHaKET cJreABa Aa
oTroBopz Kor4 ca noArr3ncJrHr4TeJrr4Te, Kor.rTo rqe noJBBa,

3a ecerfi [oAz3rr6Jrrnl4TeJr ce [peAcraBr orAeJrer{ EE{OI. llo4usnr:ruure:rr.rre
rpr6na 4a orroBaprr Ha ctorBgTHr4Te Kpr4Tepr4r.r sa no46op cro6pa.:Ho Br.rAa r4 AeJra or
rropsqKara, rofiro IIIe r.r3[6rHrBaT, rr 3a r.nx Aa He ca HaJ.rI4ug ocHoBa]rrrr 3a orcrpaHrBaHe or
fipoqei4ypara.

3.2.8. B uacm III, pa3der ttA: Ocuoeauua, csbp3aHu c HaKa3amentu npuct du,,
yqacrnlrKbr ,qeKnapvpa Harzqugro na o6crogrelc.rnara 3a orcrpaa BaHe or yqacrug B
flpoqeA]para no ul. 54, a;r. 1, r. 1 ra 2 or 3OlI (octx4ane 3a npecrbnJreur,rr ro qr. 108a, .rri.
159a-159r, wt. 192a,w.209-213, qr. 301-307, w.321 u,tl.327a or HK uru aHarroruqHri B
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Apyra abpxaBa rIeHKa I4JrI4 Tpera crpaxa), KaKro x flpe.qnpl4erllTe MepKI4 3a Ha.qe)r(aHocr rlo
'rr. 56 0T 30rI, XOraro e [pr4rroxrrMo, Tesr4 0cuonauar 0c orHactr 3a irr,qara, KoI,ITO
rlpeAcraBntBar yqacrHliKa' qJleHoBere Ha ynpaBI'ITeJIHI4 14 lda\3opHu optaHv 14 3a ApyrI.I Jraua,
KOIITO HMAT IIPABOMOII{I{' AA YNP KHffBAT KOHTPON IIPH BEMAHCTO HA PEIIIEHII.'I OT TE3I4
opfaHr.r, JInUara, 3albJrxeHr,r Aa AeKJrapItpaT o6grorTelcrBaTa no qJr. 54, m, l. T, 1 u 2 ca
rocoqeHv B r$r. 40, al. 2 or II[I3O|I. Koraro r.r3r.rcKBaHr4rra rro rrr. 54, a,l. 1, r. 1 u 2 or 3OlI
CE OTHAC'T 34 IIOBEiIE OT EIHO JII4IIE, BCIIqKII JII4IIA NOAIIXCBAT E.U4H 14 CbIII EE,IIOII. KOTATO E
ua,rr.rqe neo6xo4r{Mocr or 3arrlrzra Ha rr4r{Hr,ITe AaxHv Lrru flptl pa3rrique s o6crosrercrsara,
cB6p3aHU C Jrr'rqHoro cscrorHr4e, rEn4opuaqu''ra orHocHo r43rlcKBaHr.rrra no qr. 54, al. 1, r. 1

u 2 o'r 3or ce rront,JrBa e or4bren EEIon 3a BcrKo J].uue r{Jrr4 3a H.sKor4 or ruqara. B
cJryqar'rre, Kofaro ce [oAaBa fioBeqe or e,quH EEAOI, o6croxrelrcrsata, cBsp3aHn c
Kprrreprzrrre sa no460p, ce cbA5pxar cair.ro n EE{OI, uo,l(rucaH or lluue, Koero MO)Ke
caMocrotreJrrro Aa npgAcraBJU{Ba ctorBernrlt cronaucxra cy6er<r.

3,2.9, B qacm III, pasden ',8: Ocuoeauua, csbp3aHu c nflo?4aHemo ua dau.ut4u u
co4uanHoocueypumeruu euocrcu" ylacruur:tr AeKJrapupa Ha!-rr,rqrrero Ha o6crosre:rcrnara sa
orcrpaHrBaue or yqacrue B flporleAypara no .rn. 54, ar, 1, r. 3 or 3OII, T.e. Aanr4 r.rMa
3a'{16JIXeHI'It 3a AaH:bIII'I I'I 3a,qI'JIXI4TeJIHU ocfir}pl4TerHll BHocKI{ no cMrrcbJra na ulr. 162, m.
2, r. 1 or IOIIK, KaKTo rr [peA4prrerr4Te MepKr,r 3a r{a,{ex.{Hocr no ql. 56 or 3OlI, Koraro e
[pr4noxszMo.

3.2.10. B ,aacm III, pasden ,,8: Ocuoeautn, c6bp3aHu c Hecbcmorme locm,
xourlnuxm Hq uHmepecu wu npo$ecuoHarHo Hapywewue,' ytacruuxrr AexJrap[pa
HaJrr.rqrrero na o6cro.rrrercrsara 3a orcrpaHrBane or yr{acrr4g B rrporleAypara no vn. 54, al. 1,
r. 4' 5,6 u 7 or 3orl. ooronanr.r.fra no .rn. 54, r. 7 or 3oll ce orHacrr 3a Jrrzrrara. Koxro
npeAcraBJr.'IBar yqacrHl4Ka, r IeHoBere Ha yllpaBlzrenHl'I L Ha.q3opHIr opfaHl4 14 3a Apyrli nI4IIa,
KOI4TO IZMAT IIPABOMOIIII4' AA YIPAXH'BAT KOHTPON IIPIZ B3EMAI]ETO HA PETIEHI,IS OT TE3I,I
opraHu. Jluqara, 3aAbJrxeuri .4a AeKJrapr4par o6cro.rrercrsara no qJr. 54, wt. I, r, 7 ca
rocoqeEl1 n .u. 40, an.2 ot I]|I3OIL Koraro u:ucr<lanurra no qJr. 54, an. l, r. 7 or 3OlI ce
orHagtr 3a floBeqe or eAHo Jlltqo, Bcr4qKIz Jrr]qa noAnrzcBar eAr,rH r.r crbrrl EEnOn. Koraro e
ualuqe ueo6xo4r,rMocr or 3arqr.rra Ha Jrr,rqHr.rre AasHr4 rrIlrr rrpr pa3ruque n o6c1orrercrnarq
cB6p3arru c Jrr4qHoro c6crorHr.re, uutpopuaqurra orHocHo r,r3rzcKBaHrzrra rro qJr. 54" an. I,t.7
or 3orl ce [on6JrBa B orAeJren EEAOIT 3a BcrKo rrnrle r{Jrr{ 3a HrKor.r or Jrr4uara. B crryvarzre,
Koraro ce noAaBa noBeqe or eArzH EEAOII, o6crosrercrsara, cBbp3aHLr c Kpr,rrepr,rr{Te 3a
no46op, ce c6,qT'pxar car\ro n EE,{OI, noArrrrcaH or Jrr4rle, Koero Moxe caMocrorreJrHo ra
rrpelcraBJrrBa cborBerHrrr cronaHcKr] cy6err, IIog ,'non$lur<r na unrepecz" cJreABa Aa oe
paz'upa oflpe,qeJreHrrero, AaAeHo B $ 2, r.21 or ,,{P na 3OlI, r<oraro BG3Jroxr.rreJrrr. HeroBra
CNYXI{TEJIII VIILI HAETfi OT HE|O JIIII{A U3BGH H9|OBATA CTPYKTYPA, KOHTO Y{ACTBAT B
TIOITOTOBKATA I,IJII,I BT3JIArAHCTO HA O6IqECTNEHATA IIOPGqKA I4JII4 MOfAT AA IIOBJIII''T HA
pe3yJrrara or Her, r4Mar uHTepec, rofiro uoxe aa Bor],1. 40 06:rara no cMr,rcbJra na .rr. 54 0r
3axoHa sa nporranogeftcrarze Ha Kopyfiq[f,Ta v 3a orueMaHe Ha He3aKoHHo nprago6uro
rrMyrrlecrBo a sa Kofiro 6u uouo Aa ce nprreMe, qe Brhse Ha rrxHara 6esnpucrpac:ruocr u
He3aBacrrMocr BrbB Bpb3Ka c Bb3JraraHero ua o6rlecrneuara loptrrKa.

3.2,1I. B vacm III, pasden "l; Cnet4uQuunu Hq4uoHarHu octlolctHun sct
usKntuqeaHe " yracruuxlr 4errapl4pa Hairlrr{Hero Ha:

3.2.11.1. O6croqrerctrBara 3a orcrpaurBane or yrracrrze B nporlelypara no qJr.

54, wr. 1, r. 1 u 2 or 3OlI (ocrx{4ane 3a rpecr:brrJregrzr ro r r. 172, 'rr. 194-208, qn. 213a-
217 , utr. 219-252 n -ur. 253-260 u -tl. 352-353e or: HK r.r:ru ar{Mor qHrr B lpyra AcpxaBa
qJreHXa uJrrz Tpera c'rpana). TesI{ ocHosaH].rr ce orHacrr 3a Jrr4rlara, Kor,rro rrpeAcraBJrrBar
yqacTHr,rr(4, rrJreHoBeTe Ha ynpasr.rTerHn a HaA3opHu opfaHr.r I{ 3a ,{p}Tr4 JIrZqa, KOLTTO r,IMaT
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upaBoMolrlr4;r Aa ylponHrBar KoHTpoJr rrpn B3eMaHero Ha peueHr4s er re:rr opraHI,L Jluqara,
3a{r,JrxeHu Aa AgKJrapfipar o6crosrercreara IIo qJI. 54,an. 1,"t, 1u2ca nocoqeHrr e un,40,
wl2 or IIII3OI]. Koraro ngucreaHrrrra rro qn. 54, a,r. l, r. 1 u 2 or 3OlI ce orlracrr 3a
TIOBEqE OT EAHO JII{qE, BOI,Iq(N TUqA TIOAIUCBAT EAIIH II Cbnl EEION. KOTATO E UA,UiqE
ueooxolumocr or 3arrrrra Ha Jrr4riHI4Te AAHHTT Arrrr flpu pa3rr4rr[e n o6crolrelcruara,
oB:bpsarrr4 c Jrr4qHoro sbcrorHlrg, unQopuaqrzrra orHocHo r43rrcKBaHrl.r{Ta rIo ul. 54, a,r. 1, r. 1

lu 2 or 3oll ce nontJrna B orAeJreH EEAon 3a Bcrxo Jrr4rle uJrrr 3a Hrrorz or rzqara. B
cryqar,ITe, Kofaro ce noAaBa rroBeqe or eAr.rH EEAOI, o6crosrelcrnara, cB6p3aHr4 c
Kpr.rrepr4r4Te sa noq6op, ce cbAbpxar carrlo n EElOfI, fioArrr.rcaH or Jrr4qe! Koero Mo)r(e
caMocroqreJrHo Aa npe,qcraBJrrBa ctorBerHrrr cronarrcrclr cy6ex'r.

3.2.11.2. Cnsp:auocr c Apyr yqacrurzK B npoqe,qypara tro cMr4cBJ]a ua $ 2, t, 44
or.{P na 3OlI, nln BpB3Ka c $ 1, r. 13 z 14 or.{P na 3arona ga ny6nuvuo:ro npelrrar-aHe Ha
IIEHHIZ KHI4XA.

3,2,11,3. Ilpeur<u sa yqacrfie n o6rqecrneiru noptqKr.r no ql. 3, r. 8 or 3aKoua sa
rzKoHoMr4qecKrrre r.r <funanconure orHo[reHr4s c ApyxecrBara, pefr4crpr.rpaHr.r B ropr4c.qr,rKr]nu
c npe$epeuqua.,reH AaHsqeH pexr4M, cBcp3axr4Te c rrx Jrvrla r,r rexHr4Te 4eficrnurelnu
co6crBeHr4rlr4, ocBen aKo e Hanr{qe r43(rroqeHr4ero no ql. 4 or sbrqrlr 3ar{oH.

3.2.11.4. Ilpe4npraerure MepKr,r 3a r{a4exAHocr uo qn. 56 or 3OlI, Koraro e
IIpI4IOXr4MO ITJII4 Halrr.Iqaero Ha r43l{JllorreHfi,r uo ql. 4 or 3ar<ol{a 3a LIKoHOMI4qeCKr4 t.e u
$nna:rconure orHorrreHrzr c ,4pyxecrBara, perncrprrparrl4 B ropr4cAlrKrrr4tr c npesepenqua,ren
AaHbrreH pexrzM, cBcp3aur4Te c rrx Jrrrqa u rexHvre leftcrBr.rrerulr co6creeHr4ua:

3 .2 .12 . Yqacrnwlzre ca AjrGXHt4 ,4a yBeaoMrr nr4 cMeuo BG3Jroxr4re:r.r r 3 -4ueneu
cpoK or HacrbnBarre ua o6croqreJrcrBo rro uL 54, an, 1 or 3OII, AekJrapupaHo or rrx B qacrv
II u III sa EE.IIO[.

3,2,13. B qacm IV, pasden "A: lodnocm', yqacrur4Kcr [ocorrBa AoKyMeHTa, c
KofrTo AoKa3Ba ctorBercrBnero cr.r rlo pa3Aer IIL1,1) or o6.rrsreHr4ero 3a oloBgcrrBaHe Ha
o6rqecrnenara nopl.rra: ,{a ca rrproBl{I4 Ha e,qpo c Merr4rlr.rHcKn ri3AeJrrzr rzJru npog3BoArzreJr
Ha MeAHr{r4HcKrr tle.4envs., ycraxoBeu Ha replrropr4sra ua Peny6m,rra EtJrrapur.

3,2.14. B ,tacm IV, 6yxea "8": Texuu,tecrcu u npoeecuouanuu cnoco6uocmu,,
yqacrHr,rKrbr nocoqBa AoKyMeHTa, c KoiiTo AoKa3Ba clorBercrBr.roro cr4 no pa3,4eJr III.1.3) or
o6ssreuuero 3a oloBecrsBane ua o6rqecrneHara rropr,qKa: Ceprn$lrr<ar, yAocroBepsBaq
BHeApeHa crrcreMa 3a yrrpaBrreHr.re Ha Kaqecrso.ro EN ISO 9001 n/unv EN ISO 13485/13488
u/uru exp'ueaJreHTHa, c o6xBar B o6racrra Ha npor{3BorcrBoro rl/rzlu raproBtlfiTa c
MEAI]qIIIICKI4 TT3 AE Jfi4 A

3.2.15. Vqacrnilurzre Morar Ia r.r3noJr3Bar EEIOI, r<ofiro eeqe e 6r.rr ugnorseal
nprr [peAXoAHa nporleAypa :a o6ulecrnena nopr,qKa, npu ycnoBfie, qe [orB6p,4s1., ue
ctAtpxa[trara ce B Hero rzn$opMaqux Bce oue e aKTyairHa, trpr4 ycJroBurra ua urr, 44, an.2
or fIlI3OlI.

3,3. ,{oryvenru no u:r. 45, wr. 2 or IIII3OII 3a ,qoKrBBaHe Ha ripeAlpr4errrre
MepKr.r 3a HaAexAuocr rro rrJr. 56 or 3OlI, Koraro e [pr4Jroxt4Mo.

3.4. IIpu f{acrHr{uu o6e4vueuun, Kor4To Hg ca ropr4'4aqecKlr Jrr{ua - r<orre or
,qoKyMeHT, or KofiTo Aa e Br4.quo rlpaanoro ocHoBanr.re 3a c63IaBaHe na o6e4raueuuero, KaKTo
rr cJreAuara lrn$optraqun BGB Fpb3Ka c KouKperrrara o6qecrneua [opbqKa: flpaBara a
3aIGJrxeHrr{Ta Ha )qacrHrzrlr4Te r o6e4rauenaero; pa3npeAeJreHr.rero Ha orroBopHocrra
MexAy qneuoBere na o6e4zuer{zero; Aefiuocr4Te, Korrro lqe rz3rr6JrHrBa Bce1r.r r reH Ha
o6eausesuero.

3.5. Texnuqecro npeAJroxeHr.re, c6A6pxa:qo:
3.5.1, TexuuqecKo rrpeAnor(eHrze - no 3aAbnxr.rreleu o6pa:er1 flpuloxeur.re No 1.
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B rosrE 4oryvenr yqacrHlrrtT:
- llpanu lpeAnoxe'r,re 3a r43rrbJrHe'r,re Ha rrop.br{Kara B cborBercrBze c

TexHrrqeeKr4Te cnequlpurcaqurl r.r ll3ltcKBaxl{rra Ha B:b3roru4.1,eJu:
- lextrapnpa clrJracr{oro cr4 c KJray3rrre Ha lrpr4JroxeHLrr npoerT Ha AoroBop;
-,{ernapnpa cpor(a Ha Ba,rH,lHocr ua o{eprara;
- lerlapr,rpa [prreMaxero Ha cpoKoBere 3a: r43rlrbJrHer{r4e Ha AoroBopa, flJraruaHe,

AOCTaBKa r4 TOIHOCT Ha.qOCTasrHr4Te Me,ququHcKr4 rz3Aelvr;
- ,,{ernapnpa ,4pyru odcrorreJrcrBa, r43r.rcKBaHz or Bt3Jroxr.rreJu rr fiocoqeHlr B

o6pa.:eqa ua 4oryMeHTa.
3,5.2, .{orylrenr 3a yrbJrHoMotrlaBane, (oraro nrzr{ero, Koero no4ana o$eprara,

HE E 3AKOHHI,I'T IIPEACTABT4TEJI HA YIIACTHUKA.
3.5.3. flor<ararelcrBa 3a npnroAHocr Ha npeAJraragrzre la6oparopuz

KoHcla{arfiBl{, peaKTI4BI4 I'I TecToBe: nporoKoJl 3a I43nIrrBaHe or opraH 3a oIIeHtBa"I{e Ha
cGorBercrBr.rero r.r,:rv ceprz(fr.trar, [r3IaAeH or raK6B opraH, rrpocneKT, KaraJtor,
cnequlpur<aqrzx a/unr.r goryrr.reur 3a rexHrzqecKara xapaKrepucrr4Ka Ha u3/Le]tulflTa 1fi4 Apyf
PABHO3HAqEH AO(YMCHT, II3.{AAEHI,I OT IIPOI43BOAI,ITEIS, AOKA3BAT{I4 CbOTBETCTBI4ETO HA
MeI rluHcKr,rre a3AeJrvr c rexHr4rrecKara cnequQrzr<aqua na B63loxr,rre:r{.

3.5.4. Koraro fracrHrdK no4a.aa o$epra 3a rroBeqe or eAHa o6oco6eua [o3auuq"
34 BC'KA OT NO3I,IIII4T4TE CE IPEACTAB'T NOOTAEJIHO KOMIJIE(TYBAHI4 AOKYMEHTI4 IIO TOqKI,I
3.5.1 - 3.5.3. KounnerronaHero Moxe ra e B or.qeJreH rrJu4K, nanKa, 4No6 sa AoxyueHTlr qJrr.r

opraHr43r4paHo no Apyf HaqrzH, no Kofiro aa Mo)r(e Aa ce ycraHoBr,r ga xos o6oco6eua rro3r.rut4t
ce oTHacrT AoKyMeHTr,rTe.

3.6. I-{euono npeAJro}r(eurze, cGAT,pxarrlo npeAJroxenrrero Ha yrracrHr,rKa orgocHo
rleHara sa nprr.uo6lrsare - rro 3a,qrJrxvreJreH o6pareq llpunorxenue Ns 2.

3.6,1. B ro3r.r aoKyMeHT BceKlt yqacrnr4x e AJrtxelr Aa flocoqr4 o6oco6eHara
fio3r4rlrrr, 3a Korro npeAcraBr qeHoBo npe,4Jroxe[Ve u Aa npr4jroxtr noAnzcaHo cborBerHoro
npuloxeirue .J\b 1, Ns 2 uharu J\& 3.

rrpr4JroxeHr4ero Ns i, J\! 2 ululu Ns 3, sa notrenxlrarypara rro Ko.sro [peAcraB,
o(pepTa, BceKr.r r{acTHrrK cJre.{Ba Aa nonEJrHH cJrgllHr.rTe KOJTOHIZ rZ pe,qoBe:

B xo"roua 6 ylacrnur<u uocorrBa npou3BolrrreJrr Ha npeAJraraHoro r.r3,qeJrr.re.

B lco.noua 7 yrac*r4xr,' fiocoqBa BMecrr4Mocrra Ha fipeAJrara'ara onar{oBKa B
Meprru eAr4gt4rlr,r (cr,r:racno nocogeuoro n roloua 3 utu3,7), Koraro e npuJroxlrMo.

B rco.nona 8 yuacrur{rrr nocorrBa npeAJrarauara rleHa Ha onaxoBKa s resa 6eg
MC, xoraro e upulbNrauo, Karo rleHara Ha orraKoBKa rpx6na ga e 3axp6nreHa Ao BTopu,
3HaK CneA AeCeTI4qHaTa 3aIIeTar.

B rolona 9 yracruurur fiocoqBa npeAJlaranara equlv.rrHara rleua Ha Mepna
eAr4Hr[\A n nesa 6es MC. E4uuu.ruara rleHa Ha MepHa eAv:,ilvrr\a B KoJroHa 9 ce ronyrana,
Karo rleHara 3a onaKoBKa Ha BcrKO 3AeJrrre noorreJrHo ce pa3Aerr4 ua nuecruuocma (6pox
MepHr.r errzHt4rlr,r) n e4na olaxoBKa (non. 8 : r<ol. 7). E4uuzvrrara rleHa Ha MepHa eArrHnqa
cJreABa Aa e 3aKp6flleHa 'qo 

qeTBbpTr.rr 3HaK CJre.q AeCeTrrqHaTa 3afie"fas,.
I(o,rona 10 ce nonrnpa caMo no or{e3r,r HoMerruarypr4, Kor4To crgrpNar r ce6e

crrnoAuoMeHKJrarypu: 1,6,7,15,16,18,23,26,33,34,54,60,63,67,69,70,72,j5u77.8
rco.noHa 10 rracrHHKsT rrocoqBa npor.i3BoAeHr4ero MexAy rrporHo3Horo KoJrrzqecrBo or
ro:rosa 4 ra rleuara 3a Mepga eAr.lgt4r{a, rocoqeHa or yrracruu(a B KoJrorra 9 (non. 4 x xon. 9),
rlo norreur,rarypa N! 71 "Oqnelrureluu cerone" ce non:slna no:roua 9.

Ha pe4orere itO6rqo uo HoMeur{Jrarypa }l!..,...t' yqacrHr.rrtT nocorrBa c6opa or
crorHocrrzre Ha Bce(I{ pe.4 or KoJroHa 10. c6op:rr ce 3aKpGrJrr Ao BToprrs 3Hax oJrcA
AeceTLIrIHaTa 3arleTar.
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3,6,2, HarZ'Hracxara rleua qe 6r4e orrpeAeJreHa Karo ce cpaBHrBar
npeAro)KeHvrra Ha yqacrHr.rqrrrg, IlocoqeHz B KoJrorra 9 na crornerHoro rrp[roxeHus. llo
HoMeHrrarlpr4 J\eJ\b 1,6,7,15, 16, 18,23,26,33,34,54,60,63,67,69,70,72,75n77
Hai4-HvcKara IIeHa Ie ce onpe,qeJrr xaro c6op or crofinocrrzre Ha BceKr4 pe4 or ronoua 10,
3axp:6nIeH Ao BTopI.tr 3HaK cJreA necerfiqHara 3arreru, rrocoqeH Ha cborBerHnr pe4 "O6rqo
lro HoMeurJrarypa Ns. . .,, ",

Ilenororo [peAJroxe'ue Mo,*e ,qa He ce flocraB.fl B orAeJre' 3arleqaraH ,'JrrK,
rTft XATO Bb3JIO)I{UTEJIST E NPEABIIAI{JI PA3TJIEXAAHETO HA AOKYMEHTIITE AA CTAHE IIO
peAa Ha u.n. 104, a.n. 2 or 3OIL

Br,sroxurensr He u3rrcKBa flpeacraBeHr.tre or yrlacrnllrlrrre AoKyMeHTr.r Aa
6r,gar nocranenu B orAeJrnn nJrHKoBe, nanxu ululu gxo6one :a 4oxyinenru. B
c'lyqaure, Koraro Aot(yMenrure rprona Aa 6rAar KoMrrJreKToBaHr.r no orAeJrHr.r
o6oco6enu no3nqnn, yqacrHunr'T Morxe Aa rlr KoMnJre(ToBa rro HaqI{H, xoftro uauepu
3a noaxoaffnl.

4. Parr,rex4aHe na or[eprnre:
4.1. llolyvennre o$eprz ce orBaprr Ea ny6nu.ruo 3aceAaurre, Ha Koero Mofar aa

IIPI4CIbCTBAT YqACTHIZIU4TE B IIPOIIEAYPATA I,{JIII TEXHI4 YNGJ]HOMOIqEHI,I NPEACTABI,IT9JII4, (AXTO
rr rrpeAcTasr{TeJrrz Ha cpeAcTBaTa 3a MacoBo ocBeAoMrBaHe.

4.2. BrgnoNrareJrrr npeABr4xaa pa3rJrexAaHero na o$eprrzre Aa ce rzsBtprlrn no
pera Ha 'an. 104, an 2 or 3OII, npn Koero orleHKara Ha rexHr4qecKr,rre rr ueHoBr.rre
NPE.4IOXEHI4-f, HA YI{ACTHI,IqI,ITE IqE CE I43B:bPIIIN NPEAX TIPOBC)Iq4AHETO HA IPEABAPI4TEJIHI,I'
no46op.

4.3. ,{eficrnr.rxra Ha KoMr.rcr4rra 3a r43B6plrrBaHe ua no46op Ha Kal1zr1a.rrrre 14

yqacrHr4r{rzre, pa3fJrexAase r.r oqer.rra na ooeprure (xonaucnrra IIo qJr. 103, a,r. 1 0r 30II) ce
rr3BspirrBaT B cJreArraTa rrocJreloBaTeJrHocT:

4,3.1. xor'rucr.sra orBapt ''o pe.qa Ha rrxHoro nocrlbrrBa'e 3aleqaranrrre
Henpo3parrHl4 onaKoBKI4 I4 OIIOBe9T'Ba TTXHOTO CB,qlljpxaHr4e, BKJrloqr.rTeJrHo lrpeAJroxeHrzrTa
Ha yqacrHr4uhre no nora3areJrr 3a oueHKa ua o@eprzre;

4.3,2. rexsuqecxoro r4 rler{oBoro npe,qJroxeHlre Ha Bcexu or yqacrHr4lllzre ce
no.qnr{cBar na:i-lra-ur<o or rprzMa qreHoBe Ha KoMrrcrrtra r,r ce npeAnaxa rro e,qug or
flpllclscrBaul Te npeAcraBr,rrenr] Fa Apyrure yqacrur4rlri Aa rrz noAnrzue, c r<oe.ro ny6nuquara
qacT oT 3 aceAaEI,IeTo [pHIOIIOqBa!

4,3 .3 . rowrucusra piurJrexAa npeAcraleHr.rre o$epru u
leo6pauun rprarepuf 3a B:b3JraraHe re3r.r or rrx, Kor4To ctborBercrBar
o6sgenure vcrog[s:

orleHrBa c6 lacHo
Ha npelBapr.rTenHo

4.3.4. xorrtucusr:a pagDrexAa ,qo(yMenTr4Te, cBbp3arM c Jrr4qHoro cGcrorHr4e rz

Kpr{Tepr.rr{Te 3a no46op, ua yvacruuqrrre B Hrr3xoArrrl pe4 clprMo [oryqeurzre orIgHKr];
4.3.5. Koraro ycraHoBl,r Itufirca, HerrtJruora rrrv Hecr,orBercrBr4e Ha

zuQopuaquxra, BK:rroqr,rre:rHo Hqpo,4oBuocr rrJrz lpanrzvecxa rperrrKa, r4Jrr4 r{ec6orBe.r,crBr4e c
It3rlcKBaHr4rra K6M JrHrrrroro cscrorHrie urru Kpr4Tepvare sa no46op, KoMr,rcr4rra [r4cMeHo
yBeAoMrBa yqacTHrzKa;

4.3.6. n cpor< go 5 pa6ornu 4urz or rroJrfraBauero Ha yBeAoMJreur4ero yqacrHr4K6T
Moxe Aa npeAcralu uon EEIOII ulutru 4pyru AoKyMeHTr4, Koaro ctAcpxar rrpoMeHeHa
u/rarra 4ona:rHena i.tr$opuaqua;

4.3,7, xo*rucusra pa3rJrexla IoKlMeHTr4Te, cB6p3anr4 c JrrlqHoro cr,crosHue u
Kparepr4i4Te :a no46op Ao ycraHoBsBafie Ha sborBerc'r.tsr4e o r.r3rrcKBaHrrfr.ra :F1a. Iit3dMa
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yrracrHl'Iqh, KoI4To KJracupa Ha nbpBo 14 Bropo Mrcro; ocraHaJrrrrg yqacrHuqu, quuro ofreprr.r
ca oIIeHeHr.r, He ce KJracupaT.

5. Cn,rro.rnaHe Ha AoroBop 3a u3rrr,JrueHue na odulecrnenara flopbrrxa.
5.1. IIpu [o,qnrzcBaHqro Ha loroBopa sa o6rqecrseHa nopbqna, rl3rnJrHr4TeJur e

.4JIbXEH ,44 TIPEACTABI4 AKTY.L]IHI.I AOKYMEHTI,I YAOCTOBEP'BAIqU ]''IIIICATA HA OCHOBAHI4' 34
orcrpaHf,Barre or [polleAypaTa, KaKTo I'I c6oTBeTcrBzero c nocTaBoHIrTe KpIrreDIrI{ 3a
no46op:

- sa o6crosrercrsara no qJr, 54, m. 1, r. 1 or 3OfI - cBr.rAereJrcrBo 3a cbAr,rMocr;
- :a o6c.roqrercrnoro rro qJr. 54, an. l, r. 3 or 3OlI - y.uocroBepeHne or opraxr4re

IIo fipfixoAr4Te n yAocroBepeHr.re or ootqranara no ce,qaJrr,ruero Ha Br,3Jroxr.rrerrfi, rr Ha
KaHI.IiAaTA rr I yqacTHuKa;

- ga o6crosrercrBoro rro un. 54, an. 1, r. 6 - yAocroBepenne or oprauvre Ha
tr4gnr:ruzrerna areuqr.u "flranua uHcrreKqr4r rro rpyAa";

- pa3perrreur4e 3a rcpfoBr,rr Ea eApo c MeAr.Iur.rHcKu r43AeJrrzr, r43AaAeHo or tr{AJI
rrJrr4 AplT AoKyMeHT, yAOCrOBeprBarq npaBoTo Ha r{acTHrrKa na rGpfyBa c MeAr4rIr.rHcK,r
r43reJrufl, r,r3.qaAeH or KoMlereHTeH opraH Ha sborBerHara AspxaBa. Paspeneuue uru
yAocToBepeHI'Ie He cIr Il3IrcKBa OT [poIl3Bo,4I'ITeJrI{Te Ha MeAI4III4HoKH Ir3AeJII4t, ycTaEoBeHI4
Ha repvropr4sra ua Peny6lara ElsJrrapn ;

- ceprlz$urar 3a fipr,IJraxane Ir rroAAbpxaHe Ha clrcreMa 3a ynpaBJreHr4e Ha
KaqecrBoro ISo 9001 s o6racrra Ha nporrsBoAcrBoro ralr.uu r6proBfirra c MeArrrlriHcKrr
u3AeJrr,u u/uru cucre*ra 3a yrrpaBJreHrae Ha KaqecrBoro ISo 13485/13488 u/unu
gKB14BAJTCHTHA;

5.2. He ce cKJrroqBa AoroBop c r,r3n6Jrrrrzrer, roftro ue r,r3rr6JrHr.r 3aAtJrxegaero,
locoqeHo B rrpeAXoAHaTa ToqKa.
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IIPOEKT

.IIOTOBOP

!uec...,..........,,.2018 roa. n rp. ,{o6przv, Ha ocuoBaHr.e qJr.
o6ulecrneuure nop6rrKr,r, ce crJrroqfi Hacro.fiqrirr AofoBop Mc)r{Ay:

'...,..'...,,..' '''.'. '... '.. '.I4 aApec

112 u q, or 3ar<osa ga

cbc ceAa!'rHule BHA ynpaBJreHne...,..

rrpe,4cTaBJrrBaH oT..,.,...........,.....EI4K..

;;;;;#;;;;;;;;;;;; ; P;#.xi::::::ll ll l%;;;;; ;; ;;;;;,
cJrer fipoBere'a npoqerypa 3a B63Jrara'e ua o6rqecrnena [op6rrKa rz,. "ornpuraupoqe4ypa" Ns 00083-2018-........., c nperMer ",.{ocrasna ua:ra6oparopnu no".y*urru",
peaKTtrBr.' r4 T.CTOB. 3a or^eJreHrrr "Knuuuqna uzxpo6rzolo'u," "TparcsysraonHa
xeMarolorus" a "KrlrHrzqta naro,[oru.a", Hapr4rran lIpO,{ABAq I{,'MHO| OIIPOOI4J]HA FOJIHI4I{A 3A AKTUBHO IEqEHIZE-AOEPI4I{" AArp. .{o6prav, cGc ceAarrr{Lqe 

" 1Iq:9 rru yrpaBJreHve: rp. .{o6puu, yn, ,,flanaiior xr'oi,, z+,rerr. 058/600160, saxc: 058/600414, e-mail: oblb@bereon.net, Bzr lfilinoz,
rlpercraBrrrBaHo or A-p ?91":lp Ear?vee llerpon _ tr{grruon^eoen ,{rapex.rop na
ApyxecrBoro, uapuvaua KVIIVBA9.

uTpaHr4Te Ce Cnopa:tyMf,xa 3a clleaHoTo:

IIPEAMET HA AO|OBOPA 14 r-lEHll

TIPE4MET HA AO|OBOPA r4 UEHIZ
1'(1)' llpo4aravrr rrpoAaBa Ha rcynyna.ra ra6oparopHr4 (oHcyMarrrBr4, peaKrr,rBr4 r.l

TecroBe (Haprzqa'n no-AoJry lreAr.rurEncrcu/T e us4enru), 3a K.r.rro e yqacrBaJ,r B or*pr4Talpoqerypa 3a B63Jrarane na o6rqecraeua [op6qKa: ..,.,,,,..,.,...ra1u
ofirrcaull e llpr.rroxenne KbM AoreBopa

(2). I-lenonure rp.44o*"""" Ha fipoAaBaqa, rocoqeHrr B rrpuroxeHr.rero no
lpe,qxoAHaTa aJir4Her, ca Hepa3AeIHa qacT oT HacTorrrlr4, AoroBop.

(3) llporuosnrzre Ko4r'rqecrB* rrocoqeHr.r B AoK),r\{eHrarl[rra :a o6rqecreena
noplqKa He nopax{ar 3aA6Jr}r(enr4e 3a KylyBaqa,4aru saKpt n nocoqenag o6eu.

cPoKoBE 14 HAr{I4H HA IIJTAIIAHE
2' cporsr Ha Hacrorrrtrr4ff AoroBop e r,2 *recet\a or Aara.ra Ha rroAlrrrcBa'ero My.

.{oroaoprr rrpoAtJrxala 4eftcrnuero cr4 Ao cKJrroqBaxero Ha AoroBop c ApJ/.r r{3n6JrHr.rren
cJreA ripoBexAaHe na o6llec.rneua [op6qKa.

3. floco.renare r ul. 1 fis4enua rqe 6t4ar 4ocranrnr4 or [poAaBaqa Ha KyrryBaqa B
cpor 4o 14 (verupuuagecer) KaJrel{IapHr.t AHr4, cre,{ saurBrBaHero riM or l<yfiynaqa.

4, !'snxutrrara Ha npoAaBa.ra cyMa rro BcsKa orAerna AocraaKa rqe 6aAe nJrareHa
or KynyBaqa no 6a: <osara cr4erKa Ha npo,4aBarra B cporc 40 60 (ruecr:4ecer) KaJreHAapHrr AHrzcner r,r3laBauero na Saxrypa or npolaBaira.

5. Cporrr Ha roA'ocr Ha AocraBe'rrre u3*elr.".s rpx'na aae ne no_nparlx or 600/o (rrec:r4ecer npoqeura) or o6rq4s cpoK Ha ro.qHocr KlM MoMerrra Ha .uocraBKara.

MIICTO HA I4N:bJIHEHI4E lI IIPEMT{HABAHE HA COECTBEHOCTTA



'MHOTOIPOOIIAHA BOAHHqA 3A AKTHBHO AETIEHI,IE _ AOBptZr{"
IOEPUT{ 9300 E yr.'naHaibr X,fl08,,24 I058/600488 4)oKc058/600414 El e"maili oblb@bergon.net

6, 3a Nrscro Ha AograB.rrHe Ha r{3AeJrr4rra ce oflpe,qenr ,,MEAJI-,{o6pnu" A!, rp.
.{o6przv, yr. "llanaftor Xuros" 2,4,

7. co6crnenocrra B6pxy .4ocraBsnr.rre tB erfirs. fi plrcxrr or rrr,Jrgoro r.rJrrr
qacrllqHoro r,rM flofliBaj{e npeMnHaBa B6pxy KylyBaqa or MoMeHTa Ha rrpr4eMaHero r{M Ha
MffCTOTO I{A AOCTAB'HE C NPIZEMO-NPEAABATEJIEH IIPOTOKOJI I-IJII.I APY| PABHO3HAqEH AOKYN{EHT.

rrpABA I4 3A,4:bnXEHI4r HA IIPOAABAqA
r{neu 8, (1) llpo4anaulr e AJrbxeH .qa cKrror{r4 ,4oroBop 3a noArr3rr6JrHeHr4e,

I{ofaro e o6rBur B 3arBJreHllero cr4 3a rracrrre rroJr3BaHero Ha no,qrz3nbJrHr.rren. B cpor 4o 3
AHII OT CKJIIOqBAHETO HA ,4OTOBOP 34 NOAI43IIbJIHEHVE UTVI HA AOI5JIHI,ITEJIHO CNOPAS}'14EHI,IE
3a 3aMtHa Ha nocoqeH B 3atBJIeHI4eTO rIOAI43IrlbJIHItTeJr rI3nbJIHI4 TeJrtT I43[paqa Korlue Ha
AOTOBOpa IiJrI{ Ha AOnSJIHTITeJIHOTO CnOpa3yMeHVe Ha BE3JIOXrrTeIr 3aeAHo c AoKa3aTeJrcTBa,
qe ca lr3ntJrHeHlr ycJroBr.rrra rro vl, 66, al. 2 u 1 1 or 3OlI.

(2) llogusnuHr.rreJrr.rre H{Mar nparo Aa npcB.b3Jrarar e,q'a r.rJrr{ noBeqg or
gefiuocrure, Korzro ca BKJrror{eHrz B [peAMera Ha AoroBopa 3a noAr.r3rrtlrHeHrze.

(3) Hesaaucrzrr.to or BT,3MoxHocrra Aa ce v3[oJr3Bar [oAr{3n6JrHr4TeJrr4,
orroBopHocrra 3a r.Bnbrr{eur4e Ha 4oronopa :a o6rqecrBeHa noplqKa e Ha npoAaBaqa.

(4) Kynynavrr ntMa '4a rr3BcprlrBa AnpeKTrrr{ pa3rr rur\alus, c rroAlr3ntJlHlrreJrure
lllen 9. llpo4anaqtr e AJrtxeH Aa AocraBr Mell4uuHqru rz3Aerl4s, KoI4To:
1. znaar uauecena "cE" uaprupoBra B clorBercrBr4e c r,r3r4crBaHr4rra Ha.r,r. 15 or

3axona ga ue,qur{ur{cKr,rre r,r3AeJrux (3MI4);
2. rzir,rar naneceu u4eH,ruqpnxaqrzoHeH HoMep na norut|rzqupanrl.{ oprafi uo vn. 64,

an.2 o't 3MI{, roraro [poueAypl-rre, olpeAeJreqrr n uapep6are lo 'lr. 1g or 3MI4, ri3r4orBar
HaHacrHeTo My;

3. nrrar Harrege'r{ HavMe'oBarrue u a.qpec Ha yrpa'JreHr4e Ha [por.r3Bo.qr4TeJrt
rzlrzlrz I'nunorraoueHrzr npeAcraprrreJr r,r BHocrzreJrs;

4, uuar uncrpyKrlr4r ga yflorpe6a, c r.r:r<moven[e Ea rr3.qeJrr,rrra. 3a Kor4To roBa He
e npe4rrzgeuo n 3Ml'I;

5. ca uprzgpyNeur{ or BaJrrrAeH ceprrz1|urcar, yAocroBeprBarr{ ctorBercrBr4ero crbc
cbqecrBeHllTe rr3rrcKBaHrrr, rprcJioxr4Mlr 3a r43AeJrrrero, r43.qaAeH or uorr.r(fuqupaq opfaH.

6, ca npor.isne4eHr.r oF npor43Bo4r.rrel, rofiro fipurlara I4 no.4,46p)fta cr4creMa 3a
ylpaBJreHr4e Ha KaqecrBoro ISQ 9001 u/uttu cucreuta 3a ynpaBneHrze Ha KaqecrBoro Ha
MeAr4rIr4HcKETe r.rsAern.s ISO 13485 nlum eKBr4BaJreHTHa.

r{leu 10,(1) llpo4anaBrr B gpoKa Ha AoroBopa rpxlna ga orfoBaps Ha cJreArrrzre
u3t\cKBa}lvfri

1. .{a ulra pa3perxeHr4e r{Jrn yAocroBepeHrre 3a rbproBrzr Ha eApo c MeAr4rlr4Hcr{r4
v34errrfl, r.3.uaAeHo or Llgnrrnrurplnus Ar4perTop sa IIAII no peAa Ha 3MI4,

2. la npu:rara u no.[Arbpxa cr4creMa 3a yrrpaBJreHr.re Ha KaqecrBoro ISO 9001 s
o6lacrra Ha rrpor.r3BoAcrB or.o ullnm rtproBrzrra c MeAv rrr4HcKr.r rnrelfils uluttu cuc11etva sa
yrrpaBneHr.re Ha KaqecrBoro ISO 13485/13488 u/ralrIl ersueaJreHrna.

(2) flpo4aaavrr e ArrxeH nesa6aBuo Aa yBeAoMrr Ky[yBaqa [pr4 orHeMaHe Ha
c6orBern\4Te pa3pelreHus Hiu4 o6escrlrsaHe Ha y,4ocroBepeHr4r.

9len 1 1, Bcrna or4gnua ,qocraBra rpx6na 4a e npr.rApyxeHa or AoKlueurr.r,
yAocroBeprBarqlr [poa3BoAareJr[, napTr44ldrts uonaep, cepzfiur.r.s HoMep, cpo(a Ha foAEocr rz
or aHaJrrr3Hr4 ceprusurarra (oplrrlllra,rulr, 3aBepeHo Korlue r4Jrrr ny6,nuvuo ononectenu),
.4oKyMeHTI'Ipaqu npol'I3xoAa, cGciraBa I'r reKyql'It KoHTpoJI Ha KaqecrBoro Ea I43.qerl4.f,Ta.

llnen 12. llpo4aaav:sn e AJrtxeH Ia u3qa4e n cpor< $ar<typa 3a ,qocraBeur.Te
MEAIIIII4HCK'I II3AEII'U.
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IIPABA I{ 3M:bJIXEHI{' HA KYTIYBAqA
r{len 13.(1) Kynyravr:r HMa rrpaBo ,4a rrpoBgprBa (oJruqecrBoro Ha Bcrxa

oTIeJIHa IOcTaBKa' KaTo IIpII yOTaHoBtBaHe Ha HecsoTBsTcTBI4e e AJI!)KeH Aa yBe.qoMI4

npoAaBaqa B cpoK o'f 24 qaca,

Q) npu ycraHoBffBane Ha HecborBercrBlze B KarrecrBoro Ha .qocraBeHnTe
MeAr.rqr.rHcKrr r{3AeJrrrr KynyBaqcr e AJrr,xeH ,{a yreAoMr.r npoAaBaqa B cpoK o.r 24,aaca,

(3) HectornercrBlrero Ha KoJrlrqecrBoro 14 KaqecrBoro ce ycraHoBrBa c nporoKoJr,
gbcTaBeH oT KoMr,rcur, cbcTaBeHa oT AJT6XHOCTHT.ITe Jrr,rqa Ha KynyBaqa.

(4) B clyuafi, qe rrpoaaBaqlT B cpor Ao 24'raca cjreA yBeAoMrBaHero no an. I
OCrIOPU NUCMEHO HEC6OTBETCTBIdCTO HA KAqECTBOTO, TOfi MO)I(C AA I1'CKA IIPOBEPKATA MY OT
ynGJrHoMorrIeH opraH rznra na6oparoprzr.

rllen 14. Kynynautr e AJrtxeH Aa 3a rar yroBopeHara rleHa B pa3Mepa, no
HaIIv]J& 14 B cpoKa, onpeAeJreHrz B HacToru{r4r AofoBop.

HEYCTOIZKI4
rllen 15.(1) Ipr.r :a6ara Ha AocraBKa or crpaHa Ha rrpoAaBaqa c noneqe or 24

(ABaAgCer r.r qerr.rpr4) qaca, KylyBarrbT r4Ma rrpaBo ,4a noJryqv neycrofira n pasir,rep na 0.1
(uyna qalo; e4ua 4ecera) Ha cro or crofinocrra rta galaseuara AocraBKa 3a BceKrz 24 qaca
sa6ana.

Q) npu ycraHoBrBarre Ha HecborBercrBr4e B KoJrrzqecrBoro, npolaBarrtT e
AJI6}KEH .44 AOCTABI4 JII]TICBAqOTO KOJII4i{ECTBO IIPI4 CJIEABAIUATA AOCTABKA, A NPI4 TIO}ICKBAHE
or crpaHa Ha KynyBar{a B cpoK or 24 'aaca, flpu neusnrnneHr,re Ha roBa 3an6JI)KeHue
KynyBaqr'T r4Ma rrpaBo .qa noJr) rr4 neycroilr<a B pa3Mep na 5 (ner) Ha cro or croftuocrra na
JTT.IIoBaIIIOTO KOJII{qeCTBO.

(3) npn ycranoBrBarre Ha HectorBercrBr.re B KarrecrBoro, flpoAaBarrcr e ,4JrGXeH
.44 AocraBlr MeAIzI-lI4HcKrI Lr34elrufl. c yroBopeHoro KaqecrBo IIpII cJIeABarrIaTa AocraBKa, a npu
rroHcKBaHe or crpaHa Ha KlrlyBarra B cpoK or 24 \aca, rlprz uer4snslneHne rra roBa
3aAsrxeHrie KynyBarr6T uMa rrpaBo ,qa nonyqr4 Heycroil(a B pa3Mep ua 5 (ner) Ha cro or
crofi HocTTa Ha HeKairecrBeHara nocraBKa.

(4) B cnyiarzre no allruHer4 2 n 3, axo npo4aBar$T He Aocralrr AoroBopenoro,
KlrrryBaqtT r.rMa npaBo Aa 3a4yrru ueo6xo4anarzre My Me.qI4rIrzHcKp\ v3perrufr. or llpyr
AOCTABqI,IK, KATO PA3JIIKATA ME)I{AY IIEHATA NO AO|OBOPA I4 .4EftCTBI,ITCNHO 3AIIJIATEHATA UEHA E
3a cMeTKa Ha npoAaBaqa,

rlleu 16.(1) llpu orxas Ha flpoAalar{a Aa AocraBv 3arBeHrzre My MeAr.iqrzHcrr,r
u34errvs, r.rJrr{ npu sa6ana nose.re or 48 ('re:rupr,r4ecer r.r oceu) qaca, KyIIyBaqlbT nwa npaBo Aa
:ar<ynu neo6xo4aMzTe My Me.qr{qr.rHcnu ll3Aerr,ts or Apyf ,4ocraBqr.{K.

(2) B cny.larare rro [ppAxoAnara aJrrzHer pa3Jrr,rKara MexAy rleHara ro AofoBopa 14

AeEcrEl-rrerHo 3arrrareHara IIeHa e 3a cMerKa Ha npoAaBaqa,
9len 17. Kynyna.rtr r4Ma flpaBo Aa rrcra o6e:rqerenue B rrtreH pa3Mep Ha

BpeAr4Te, Kor.rro e flper'bpnrn B pg3yJrrar Ha sa5aseuara u/uJru HeKaqecrBeHara AocraBKa.
9len 1 8. llprz sa6asa ua nJrarrlaHe or crpaHa Ha Ky[yBaqa, nocJre,q'r4rr ar,Jrxr{ Ea

npoAaBaqa HeycrofiKa, B pa3Mep lra 3aroHHara Jrr,rxBa.
r{len 19. Heycrofirnre, o6eerqerenuxra u qerroBr4Te pa3Jrr.rxu no ul. 16, a.n. 2

irrorar 4a 6r4ar yAGpXaHr.r OT Bc.gKO AtbJr)nuMO Ha npoAaBarra nJrarqaxe.

IIPEKPAT'BAHE HA NO|OBOPA
r{reir 20. lorooopr,r ce lpeKparsBa:
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L c t4grlr.raHe Ha cpoKa, :a r<ofiro e cKJrIoqeH, ocBen B x [ore3ara na wrcu Z,
h 3perreHr.re BTopo;

? n'r r,rcnnaprrqr.e.* cTpaHa i1pu cI4cTeMHo Her43rlbJrHeHr4e Ha 3aIbJrXeHrZrTa IIO
.4OfOBOpa, llo4 cr.rcreuno Herr3ntJlHeHrre ce pa.:6zpa raKoBa, r43B6ptU9HO rBa rrJrr{ IIOBeqe
ncrli B paMKI'ITe Ha e,u'IH KaJIeHAapeH Meceq, ITJIII noBetle or rpl4 nbrl4 B paMKI,ITe Ha cpoKa Ha
.qofoBopa;

3. npll cmgaraHero Ha ycJroBI.It 3a AocraBra Ha MeAr,rrlI4HcKr4 t43.qeJrz, cJreA
rrpoBexIaHeTo Ha rleHTpaJrr.i3r.rpaxu ereKTpoHHr4 laproBe,

4. upz HenulroxHocr ,qa ce ocufypu $nuancr.rpaue 3a H3[EJrHeHr.rero Ha
rrop6qKaTa no npuqrzHrr, KoI4To KylyBaqsT He e MorbJr Aa npeABu,qn.

NPYIA YCJIOBI4'
r{leu 21. Crpauure rro AofoBopa He Morar Ia ro rr3MeHrr, ocBeH B clrylraare,

lpeABrzAeui4 s .rr. 1 16 or 3OIL
Hrcu 22, Crpanure rro AoroBopa rqe pelJralar Bb3Hr,rraaJrr.rre IIo rzsflbJrHeHr,rero

cnopoBe rro B3ar4MHo c6nrac[e, a aKo roBa e HeBS3MOXHO, nO peAa Ha ffIK, npeA poAoBo
KoMlerenTHrlsr c6A B rp, 

'{o6pz.r,rlles 23. 3a scr4qrs{ HeypeAeHr.r no Hacro{rqnr lofoBop Blnpocn rqe ce npr4Jrarar
pa3nope.q6r4re Ha 3OlI, IIII3OII; 33A u T3.

9len 24.(1) 3a safi{,qura aApecrz 3a flpveMar{e ua cro6rqenrzr, cB:bp3aHr,r c
HacTosull.Itr aoroBop ce cMrTaT allpecr.rTe, fiocoqeHn B HarraroTo Ha AofoBopa.

(2) npu [poMrHa Ha AarrHr.rre no npeAxoAuar a N 4Hefl, ctorBerHara crpaHa e
AJrsXHa Ia yBeAOMr4 lpyfaTa B Tpr{,4HeBeH cpoK oT [poMrHaTa.

llpu ctcranxne Ha Hacrorrqrrr AofoBop ce flpe,qcraBr4xa or r43n6JrHI4TeJIt
cJreAHr.rTe IoKla4eHTn 3a AOKa3BaHe JrrirrcaTa Ha ocHoBarrur 3a oTcTpaHsBaHe:

- ga o6cro.{rercrBara no rrJr. 54, u.', I, r. 1 or 3OII - cBr4AereJrcrBo 3a cT,.{r4Moor;
- sa o6crosrercrBoro fro vn, 54, an, 1, r. 3 or 3OlI - y4ocronepeur.re or opralr4re

no npuxo,qr4Te r{ yAocroBepeHrze or o6ulrznara ro ceAaJrr4uero Ha B63JrOXUTeJu r4 Ha
KAH ALI I'a"I a V nfi yrIaCTHI4Ka;

- sa o6crogrercrBore rro un, 54, an, 1, r. 6 - yAocroBepeHue or opraHr.rre Ha
I4gnrrnzremta arenqur "f:ranua uHcuercqur no .rpy4a,';

- pa3perrreur{e 3a rtptoBr,rr Ha eApo c MeAr4qr4HcKr4 pl:4err4fr,, rr3AaAeHo or ZAJI
nJrr4 Apyr IoKyMeHT, y,4OCTOBep.SBarq npasoTo Ha yqacTHuKa ,qa T6pryBa C MgAr.rqr4HCKr4
t,3AeII, rr3AaAeH OT KOMrreTeHTgH OpraH Ha cboTBeTHaTa ABq)KaBA;

- cepru$uxar 3a npr4Jrarane r{ floAAtbpxaxe Ha crrcreMa 3a yrrpaBJreHrze Ha
KarrecrBoro ISO 9001 n o6riacrra Ha rrpon3Bo.4crB oro u/uttu r6proBrzrra c MeraquHcKrr
v3AeJrr{fi ulntu cucrelr''a 3a yrrpaBneHr.re Ha KaqecrBoro Iso 13485i13488 ulutm
EKB14BAJIEHTHA;

Hacroxrquxr ,qofoBop ge cBcraBr4 n rplr e4lloo6pa3Hr4 eK3eMnJrrpa, eAr{H 3a
npoaaBaqa r.i ABa 3a KynyBarra,

rrPolABA9: KYTIYBAI{:


