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CbAbP}I(AHI,IE

rra AorcyMeHTarll|nTa 3a yrracT[e B rrpoqerypa 3a BbsJraraHe
Ha o6qecrBeHa nopbrrKa, cb racno qr,31, a"r. 1 or 3OII

1 . Peruenne 3a orKpr,rBane Ha nporleAypa 3a Bb3Jrarane na o6rqecrnena rroplqKa -
a oraenen Saftn.

2. O6nnenne, c Koero ce onoBecrrBa orKpuBaHero r{a lpolleAypara - B oraereH
0atu.

3. Yrasaur.rr sa no4rororra na o$eprara.
4, Ilpoerr: na 4ororop.
5. Cnr,rcrx ua o6oco6enr,rre rro3r4rlun 14 HoMeur,rrarypr,rre - B or4eneu tfafia

(poprraar: excel;
6. O6pasuu Ha AoKlMeHTr,r - n or4enen rpaftn:
6.1 . llpr,rnoxeulre Jt 1 - 3aAbJrxrrreJren o6pateq: I_{euono upe4noxeur4e 3a

I,I3UbrHeHne Ha [opsrrKaTa;
6.2, flpnnoxenne Ne 2 - sa4rnxr,rrenen o6paseq: Texuuqecxo fipeAnoxenrze;
6.3, flpunoxeulle Ns 3 - gaAraxr.rrelen o6pa.seq: .{ex;rapaqua no un, 59, a;r. l, r.

3, rra rp. c .lr. 53, an 2 or 3arona sa uepxr,rre cpeqy r43rrr,rpaHe Ha [apu. Ilpe4crana ce npz
lo.4rrr.rcBaHero Ha AoroBopa 3a o6uecrgeHa noprqra.

7. Cran4apreu o6pa3eq Ha eneKTpoHeH [4raneu enponeficxra 4oryrraeur sa
o6ulecrneuu ropbrrKr.r (eEE[OfI) ) - n *zip $afia.
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YKA3AHI{q 3A NOA|OTOBKA HA O<DEPTATA

1. floaroronxa ua orleprara:
i .1 . flpll rroAroroBKara na o(teprlrre yqacrHr.tur.rre ca AJrr,xHx Aa cna3Bitr

H3IicKBaHIlsra Ha BT'3roxureJUI. OQeprara cJIeABa Aa orroBapq Ha u3r4cKBaHuqTa, nocoLIeHn
B perrreHxero, o6.[BreHrlero rr aoK)rrueHTarlurra 3a yrracrne B nporleAypara u ga 6l4e
oQopMeHa no [pI4JIoxeHr4Te K6M aoK],rv{enTallllgra o6pa:qu, Koraro roBa ce u3ucxBa.
orronopnocrra 3a rrpaBulHoro Bt3IIpIieMaue Ha aoKyMeHTaIILrATa 3a yqacrr.re ce Hocrl4
eAIHATBSHO OT yqaCTHLIqr.rTe.

1.2. O$eprure ce r{3rorBrr ua 6slrapcru e:ux. floryueurli! Kouro ca Ha qyx:A
e3r.rK ce npeAcraBsr H B [peBoA ua 6r:rrapcxll.

1.3..{o usruuauero Ha cpoxa 3a [oraBaHe ua o$eprure, Bcexr4 yqacrHt4K Mo]ie
Aa npoMeHH. Aa Aonl,nHH HJrt Aa oT'l erJ'lu o$eprara cu.

1.4. flpegcraelHero Ha o$epra sa4r,lNaBa yqacrHr.rKa Aa flpueMe Hanr]Jtlro
BCUqKT{ rr3ucKBalP^vg' tt ycltoBLts, I]ocoqeHr.r B perxeHl]ero, o6suenuero It aoKyMeHTauHsra 3a
yiracrr4e B npoqe.4ypaTa.

1.5. Bcexu yqacrHaK B nporleAypara rrMa npaBo Aa npeAcraBx cauo egua oQeprl.
1.6. JIHrIe, Koero yqacrBa n o6egunenze llJru e Aalro clrnacue aa 6r,le

noAr{3n6JrHr.rren Ha Apyr yqacrunK, He Moxe Aa noAaBa caMocrorre:rua oQepra.
1.7. B npoqegypa 3a B63JlaraHe ua o6qecreeua nopbr{Ka eguo $u:avecxo ul r.r

roplr,4urrecxo nr.rue Moxe Aa yrracrBa caMo B eAHo o6e4zneuue.
1.8. Cor,psaulr Jrr.{rla He Morar Aa 6r4ar cavoc r.otrenur.r yqacrHr.turr B eAHa !I

c:bula flpoqeAypa. IIo4 "cntp:anr4 .]ruqa" cneABa Aa ce nMa npeABuA onpeAeneHuero no { jZ,

r. 45 or !P na 3Ofl.
1.9. YqacrHlzurlre Mofar Aa ce IIo3oBar Ha Kanaur{Tera Ha rper[ nuu :.,

He3aBucI{Mo or rIpaBHaTa Bpr,3Ka MexAy Ttx. no orHoIIreHI-Ie Ha KprrrepHrrre, cB:bp3aHu c
[KoHoMHqecKoro r.t tfuHaHcoeoro cr,crorHlre, TexHr.rqecKare cnocoonocru u
npoQecuonarHara KoMrrereHrHocr. 3a rperure Jrrrqa ce trpunara.rr. 65 or 3OlI.

1 .10. Yuacrnuqrzre nocorlBar a oQeprara cu lroarr3nr).lrHl4Te.rrr4Te !r AeJra c,T
nop'r,qKara, KoETo ule nM Bb3Jloxarj al(o BT,3HaMepgBar Aa x3noJl3sar taKusa. :lia
noAr.r3n6JrHl{r9Jr[Te ce [pr.rJrara q,r. 66 or 3Ofl.

Hesagucu\,{o or B:F,3MoxHocrra 3a u3rro,l3BaHe Ha roAtr3rI'JIHHTeJrIi
orroBopHocrra 3a It3rI6rHeHHe Ha rOfoBopa 3a o6rqecraeua nopT,r{Ka e Ha u3n.r,nHLITeJI'.

Blg:roxr.rlersr HtMa Ia I{3BT,ptrIBa AI.ipeKTHH pa3nnaqaHr{fl c
NOAU3IIT,JIHHTEJIHTE.

1.1 1. Vuacruuqurg Morar Aa nocoqBar e otf eprure cn uuQopr,laqu.r{! Ko.f,ro
cMrrar 3a ronsu4enqua,rua B:bB Bp63Ka C HaJII.iqUerO Ha rsproBcKa railua. Koraro
yqacrHl.iqETe ca ce no3oBa!'rlr na rousngeuquanHocr, cr,orBerHara ltH$opl,Iaur4q He ce
pa3KpI{Ba or Bb3no)Klrenr. Yvacruuqrlre He Nrorar Aa ce no3oBaBar ua xoH0areuqflanHocr
no orlrorrleHue Ha rlpeAnoxeHr.ttra or o$eprme lzM, KoHTo noAJrexar Ha orIeHKa.

I . 12. Bcu.rrz .[oKyMeHTn ce npelcraBrr B opr.{rrlHa,r u J]I.t Korr}t,t, 3aBepe'[ or
yqacrHl4Ka c "Brpno c opr.rrauala". !,ex:rapaqlrilre u 6anxogure fapaHrla{, Kofaro raxr4Ba ce
r{3IicKBaT, Ce npeAcTaBrT caMo B oprtrl{Ha[.

1.13. Jluuara Morar Aa noucKar rrr4cMeHo or Bl3noxllrens pa3qcHeHl.i, no
pelxeHllero, o6.ssIeHuero H ,4oKF{eHrarlqffa sa o6rqecrneHaTa nop6rl(a go 10 gnu npega
u3TzrraHe Ha cpoKa 3a noryqaBaHe na otpeprure, a Kofaro cpoK:br e c:bKpareH rpn
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Heo6xoAr4Mocr or cflerrHo Bb3JraraHe - Ao 7 AHrr. Br,g:rox<ure:rsr npeAocraB.s pa3.{cHeHr.rrra B
4-.qHeseu cpoK or nonyqaBaHe Ha r.rcKaHero" Ho He no-K6cHo or 6 4uu trpeAr.r cpoKa 3a
noJTyqaBaHe ua o$epru, a Koraro cpoKlT e ctKpareH nopa4ll neo6xo,4r.rMocr or cretrrHo
B63JIaraHe -.qo 4 AHn rrpeAn ro3n cpox. B pa:.acueHr.rrra He ce rocoqBa nurlero, HanpaBujro
3arrr.rrBaHero. Brg:roNurer.f,r He lpeAocraBt pa3tcHeHl4t, arco I4cKaHero e nocrbnuro cJleA
cpoKa rro rr3peqeHr{e nrpno. ParrcueHnrra ce npeAocraBsr upe: ny6.nuxynaue ua nporfuLra
Ha KynyBarra.

2. IloganaHe ua orleprara:
2.1. loryuenrure! cB:bp3aHr.r c yqacrr.rero B npoueAypara, ce npeAcraBrr or

YqACTHI{KA, I,IJIII OT YNT,.IIHOMOTUEH OT HE|O IIPEACTABHTE.]I . JIIiqHO I,INU qPE3 NOIIIEHCKA I.iJII]
rpyra KypnepcKa ycnyra c npeloptrraHa nparKa c o6palra pa3rrucKa, Ha aApeca rra
B63roxlrrens: rp. lo6puu 9300, yl. "flasaiior Xuron" 24.

2.2 loxyveu'rure ce npeAcraBsr B 3aleqaraHa Henpo3paqHa orraxoBxa, Blplly
KO'TO CE IIOCOqBAT: HAI{MEHOBAHI]ETO HA YTIACTHIIKA! BKJIIOqIITCJIHO YTIACTHI,IqUTE B

o6eguneHuero, Koraro e npunoxrrMo; aApec 3a KopecnoHAeHqr{r, Tene$oH u Iro BT,3MoxHocr
- Qarc u eneKTpoHeH aApec; HalrMeHoBaHr.{ero Ha nopGr{Karal a Kofaro e npLIJIoxuMo
o6oco6eHure no3rrqlII4 r{ HoMeuxJlarypure or r{x! 3a Kouro rloAaBar AoKyMeHTure.

2.3. 3a no:ryuenure oQepru trpu B63:roxr]renr ce BoAH per[cr6p, g r<oi1ro oe
ot6ersgsar: noAaren na otfeprara; HoMep, Aara u qac Ha nonyqaBaHe; fipuquHure 3a
BpbulaHe Ha oOeprara, Koraro e rrpvnoxnMo.

2.4. flpu noJryr{aBaHe na o$eprara B:bpxy onaKoBKara ce or6e:rs:sar nopeAHurr
HOMep, AaTaTa r4 rracbT Ha fionyqaBaHeTo, 3a KoeTo Ha npltHocHTent ce r43aaBa AoKyMeHT.

2.5. He ce npueMar oQepru, Korrro ca npeAcraBeHr4 creA rr3raqaHe Ha xpaitulra
cpoK 3a nonyqaBaHe I IH ca B He3anerlaTaHa onaKoBKa I{JIlr B OIIaKOBKa C HapyrreHa utnocT.

2.6. Koraro K6M MoMeHra Ha rl3TtrqaHe ua xpaiinru cpoK 3a noJryqaBaHe lla
o$epru npeg Mscroro! onpeAeneHo 3a rrxuoro noAaBaHe, Bce oue I4Ma rraxaurj nuqa, Te ce
BKlrloqBar B crlrrctK, r<oilro ce noarrlrcBa or flpeAcraBr.rrer Ha B!3Jtor(prrerr u or
npricbcrBarrlr{Te :lEqa. O$eprure Ha JlTrlara or cnHcT,Ka ce 3aBexAar B p€jrucfi>pa }ra
Bb3JIoxLireJTr. He ce gonycxa nplIeMaHe Ha oSeprLI or Jruqa, KoI.ITo He ca BKJrroiIeHIl B
CIIIICT}KA.

2.7. B ctryuaute, Koraro o$eprat.a ce u3npaua no rorlara unu c Kypuepotia
cryx6a, yqacrHr.rKlT cneABa Aa ocuryp!r seiiuoro cBoeBpeMeHHo lpucrr4rane rrpe11u
r.l3ruqaHe Ha cpo(a 3a roAaBane Ha o$epru. Pucnr,r or 3a6aBa unu sary6naue ua oQeprara e
3a )rqacTHItI(4.

3. Cr4r,pxanue Ha 3arreqaraHa'ra Henpo3paqHa orraxoBKa u yKa3aHHq 3ra

IIOIII,JIBAHE HA AOKYMEHTIITC B HE-g:

3.1. Onuc Ha flpeAcraBeHr.rre AoKJA{eHrrz.
3.2. Cran4apreH o6pa:eq 3a eAr4nHltr eBponeficKr-r AoKyMeHT :a o6rqecrnenn

nopr,r{Kll (EEIOfl) 3a yqacrHr.rKa, a Koraro e npr4JTox!{Mo - 3a BceKlr or yr{acrHr4uure B

ooeguHenuero, Koero He e IopErurrecKo rxrre, 3a BceKu rroarr3nbrHureJr a 3a BcrKo llllue,
qEETo pecypc14 ule 6r,Aar aHrax{upaHII B r.r3rrr,JtHeHr.iero Ha noptqxara.

Ha ocsonanue 'tn. 67, ur. 4 or 3Oll E4nuHralr erponeiicxx AoKyMeHr :ta
o6ulecrneuu flop:brrKu (EEAOII) ce npeAocraBs B eJ]eKrpoHeH nug no o6pa:eq, yrBT,pAeH c
axr na EnponeficKara KoMucu.s.

Elexrpounuxr EEAO|I e iracr o.r AoKyMeHrar(r4sra :a o6rqecrneHa [opr,qK:r,
ny6,ruxyraua na nporlz:ra Ha KylyBaqa 3a Kor{KperHara o6rqecrneua nopb.{Ka. Vqacflruxl,r
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norrbrrBa eEEAOII qpe3 r.iH(bopMaqr4oHHara crjcreMa 3a eEEAOII Ha aApcc
https://ec.europa.eu/tools/espd. B uHQopuaqr.roHHara cucreMa yrracrHuuure 3apexlar
npe.qocTaBeHrrr oT Btb3.[oxl4Te'llq rf aiin nT'B sopruar *.xml, [onr,JrBaT ueo6xo4lzMure aaHHA u
ro H3TerJrrr r.r 3ana3Bar BbB 0opMar 

*.pdf r *.xml.

Bl:loxurelsr r-r3r4cKBa yqacrHurlure Aa npeAocraBrr EEAO|I B ereKTpoHeH
rpoplrar, Kofiro He ro3BorrBa peAaKTr.rpaHero Ha HeroBoro c:6A.bpxaHr,re (*.pdf). loxyrrleurr,r
rp.r6ra 4a 6r4e noglucaH c xna.nn{uqnpaH eJreKTpoHerr rroArruc or Jrr{rlero! Koero e
3aA6rxeHo Aa rronnfiIxe EEAOII Enexrpouuo noAlr.rcaHr.I'r AoKyMeHr, 3arrr.rcaH Ha orrrriqeH
Hocr{TeJr (CD, DVD, $:raur nartrer) ce nocraBr B ona(oBKara c o$eprara.

Ilpegocraeenuxr or yqacrHrrKa $aii,r, c:ba:bp)Karq EEAOII ne rpx6na ga e
3apa3eH c Brrpycn, Ia He crlltpxa MaKpocri H-rrtl r.r3nbJrHlrM nporpaMeH rog. loxlueurr,r
cnetBa na crrnbpxa npaa (uerpnnrnpaH) reKcr.

He ce npuelrar 3a peAoBHo troAaAelr[ Ilo cMltcl,,'ra ua un. 67, a,r. 4 or 3OI]
noArrrrcaHn Ha pr,Ka u cKaHr{paHrr EEAOII.

IIo4po6Ho sa eEEIOII yqacrHurlrlre Morar Aa ce 3ano3HaJrr or MeroAr.rqecKure
yKa3aHrrr Ha eJreKTpouuara crpaHurla sa AOII.

flpu nogroronnara ua EEIOII cJreABa Aa ce ]lMa rrpeABnA cJreAHoro:
3.2.1 . rlpe: EEAO|I yqacrHrrK:hr AeKnapr4pa nurcara Ha ocHoBaHrr.rrra 3a

orcrpaH{BaHe r{ cr,orBercrBue c Kpr{Tepr{r.rre :a nog6op. B sero ce flpeAocraBr c:borBerHa.].a
uHoopMarlll.s, LI3LIOKBaHa or B63JIor(r.{TeJIt, n ce npeAcraBtr AaHHLI orHocHo ny6:ruvuur-e
perHcrprr, B Korrro ce c6A:bp)Ka r.rHoopMarlr4r 3a AeKnapupaHr.ire o6crosrercrBa vru 3a
KoM[ereHTHr4{ opfaH, KoiiTo c1,fnacHo 3aKoHoAarercrBoro Ha cborBerHara A:bp}r(aBa e
aJrlxeH Aa npe.{ocraBq uu$opl'raqur :a tegn o6croqrelcrna clyNe6Ho Ha B63JrO)nr4TeJIt.

3.2.2. B 'lacm II, pa3den "A: I:[nrfopua4un 3a uKoHoj,ruqecxun onepamop,,, r:

noremo " lldenmu(turca4ux" yuactuut<tr cneABa aa orroBopr.t B cborBercrBue c
perrzcrparlr{rra cH B T'bproBcKlrr perlrclbp r.rnrr Apyr perHcrtp c:bo6pa3Ho HauuoHa!'lHoro cr_i

3aKOHOAaTe.TICTBO.

3.2.3. B ,tacm II, pa3der "A: I4uQtopa,ta4un 3a uKoHo.,\4arccxua onepamop,,, ts

nonemo "@opua ua ytacmue" na EEIOII yqacrHuKlT cneABa na orroBopr4 Aann yqacrBa B
trpoueAypara Karo qacr or o6egunenue.

3.2.4. B uacm II, pasde.n "8. I[uSopna4un sa npedcmaawnerltme Ho
uKoHortttqecKutt onepamop", yqacrHllr<r,T cneABa aa orfoBopu B cr,orBercrBue c
pefucrparlH.sra cr.t B r:bpfoBcKHq pefHcrcp unrr apyf peflrcrtp cr,o6pa3uo Harlr.roHanHoro clr
3a(oHo,{aTe-[cTBo.

3.2.5. B uacm II, pnder "B; I7u(top.uatlua omHocuo usnonsBdHemo Ha
Kano4umema ua dpyeu cy6exmu", yqacrHHKtr cneABa Aa orroBoprr Aajru ue r.r3noJr3[ia
Kanaul{Tera Ha TpeTI{ nl{qa I1o orHolIleHae Ha KpHTepIlI'ITe' cBl,p3aHH c I4KoHoMIIqecKoro lt
tfunancoaoro cr,crotuue, TexHI-IqecKr4Te cnoco6Hoorra u npoQecuoHa,rHara KoMrrereHTHoc.f.
3a ec.{xo rpero nrzqe ce rpeAcraBs orAe;reH EEAOll.

3.2.6. B Ltacm II, pasdet "l: IluSopua4ua sa nodusnt nuumenu, ,ruimo
Kano4umem uKoHo,rluuecKutm onepamop usrua da u3notsoa,,, yqacrHr{Kbr cneABa !a
oTroBopl] Korr ca IIoaI43nTlnHaTeJIHTe, KOI-ITO lue [On3Ba.

3a sceKrl noAr.i3n:bJrHrrreJr ce npelcraBq oraeneH EEAOI. flo4u:nrluurelur e
rpr6ea 4a orroBaprr Ha crlorBerHr{re Kpurepr{u 3a rroa6op c'ro6parno Brrna u AeJra or
NOPT,IIKATA, KOiiTO IIIE Ii3IIGJIH'BAT, 14 34 T'X AA HE CA HAII,IqC OCHOBAHH' 3A OTCTPAH,SBAHE CT
rpoqeaypara.
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3.2.7- B qacm III, pa3den "A: Ocuoeauun, clbp3aHu c HaKa3ameJrHu npucxdut',
yr{acrIiI4KT,T AeKnapupa Harltrt}lero na o6c'rolte,rcrBara 3a orcrpaHr{BaHe or yqacrue B

nporleAypara [o qn. 54, an. 1, r. 1 lr 2 or 3OfI (oclN4aue 3a npecrbnneHr]r ro qrr. 108a, q'lr.

l59a-159r, Hn. 192a, sn.209-213,.rr. 301-307, \n.321 u'rr.321a or HK unu aHarrofurrHr.r B

Apyra A:bp)KaBa qJreHKa nJrrt rpera crpaua), Kaxro rr npeAnpr4err.rre MepKr4 3a HaAer(AHocT no
wr.56 or 3OfI, roraro e lpr4noxvMo. Te:z ocHosaufir ce orHac.sr 3a n]rrlara, Kouro
npeAcTaBJrrBaT yqacTHrrKa, rrleHoBeTe Ha ynpaBuTenHu r4 HaA3opHLl opfaHLI It 3a Apyflr nllqil)
KOIiTO I4MaT npaBOMOUlHq Aa ylpaxHqBaT KOHTpOn [pLI B3eMa]reTO Ha pemeHuq oT Te3H

oprauu. J1uqara, 3aA:bJrxeHr4 Aa AeKnapupar o6crosrercreara no q.rl. 54, a,r. 1, t. 1 u 2 c.a

rocoqeHr4 e vl. 40, a,r. 2 or lIfl3OfI. Koraro a3r.rcKBaHrura no.rr. 54, a,r. 1, r. 1 u 2 or 3Oll
ce orHacsr 3a rroBeqe or eAHo nuqe, Bcr.rqKr.t Jrrrqa noAnncBar eAvH rr c:bul EE.{O[I. Koraro e

na,ruqe Heo6xogllMocr or 3auIIrTa Ha JruqHure AaHHr.r rrJrl-i npl4 pa3nuque a o6crorrelctnarit,
cB6p3aHu c ruqHoro ctcrosHue, uurpoplraqrrra orHocno Lt3ltcKBaHutra no .rr. 54, an. 1, r. I
u 2 or 3OII ce rorrr,JrBa B or,4ereH EEAOI 3a BcrKo nar\e AnLr 3a H.sxolz or lzqara. .B

cnyqaure, (oraro ce noAaBa noBeqe or eArrH EEAOII, o6cros'reJcreara, cB6p3aHu c
Kpurepr.irrre sa no46op, ce c6A6pxar cauo n EE,{Ofl, noArrrrcaH or nrrqe, Koero Moxe
caMocrotrerHo Aa rlpeAcraBmBa c:borBerHr.Ir cronancxu cy6exr.

3.2.8. B qacm III, pasden "E: Ocuoaauun, c6bp3qHu c nnaulaHemo ua dauaqu u
co4uanHoocueypumenuu BuocKl.t" ylactuur<r,r Aexnapllpa Harl4qugTo ua o6croqrerctgara :a
orcrpaHrBaHe or yrracrr.re B flpoqeAypara no qn. 54, a"'r. 1, T. 3 or 3Ofl, r.e. Aar'rr.i uMa
3aAbnxeHus 3a AaH6urr !r 3aA6-lrxl4 TeJrHr4 ocHrypr.rrenHl.i BHocKrr ro cMtrcr,Jra Ha'.n. 162, ut.
2, r. 1 or IOIIK, raxro H npeAnpr{erure MepKr.r 3a Ha,qexAHocr no q:r. 56 or 3OlI, Koraro e
I]punoxLIMo.

3.2.9. B vacm III, p$den "B: Ocuoeauw, c6bp3qHu c HecbcmozmerHucnt,
rourptuxm Ha uHmepecu unu nporlecuoHqJmo Hapyueuue" ytacruuxlr AeKnapnpa
Harrr4qr4ero na o6crotre:rcrBara 3a orcrpaH.sBaHe or yrracrr.re B npoqeAypara no v:r. 54, an. .t,

T. 4,5,6 ra 7 or 3OII. Ocuosaursra no qn. 54, r. 7 or 3Oll ce orHacsr 3a nr4rlara! Kouro
npeAcraBJrrBaT yqacrHuKa, r{.rreHoBeTe Ha yrrpaB}rTenHr.r H HaA3opHu opraHu u 3a apyfH nr{utr,
KOITTO I{MaT rrpaBOMO[IU.g Aa ylpaxHsBaT I(oHTpon IIpu B3eMaHeTo Ha pemeHr.{q oT Te3H
oprauu. Jlvuara, 3aAT,nxeHrz Aa Aernapupar o6crorrencrBara no qn. 54, a,r. 1, r. 7 ca
nocorreHr-r s qr. 40, a,r. 2 or lIfI3On. Koraro u:ucKsaHr4qra ro.r,1. 54, a[. 1. r. 7 or 3Ofl ce
orHac.sr 3a noBeqe or eAHo Jrrr{e, BcrlqKu nurla noAnrzcBar eIr4H ri c6ul EEnOn. Koraro e

ua,ruqe neo6xogl.lMocr or 3alUL{Ta Ha ruqHure AaHHI-I }IJII.i rrpH pa3nlrque e o6cto.atelcrta-r.a,
cB6p3aHLr c nr.rr{Horo clcrotuue. r.*rQopvautmr a orHocno I.{3ucxBaHr4sra Iro .{r. 54, arl. 1, t.7
or 3Oll ce [on6JrBa B orAe.[eH EEAOII 3a Bcsr(o trlrue rrJrn 3a HsKor] or nr.ruara. B cnyuaure,
Koraro ce noAaBa noBeqe or eAHH EEAOfI, o6crosrercrsara, cB6p3aHx c KprTTepr.rure 3a
no46op, ce ctA:bpxar cavo e EEIO|I, noAnucaH or nurle, Koero r,roxe caMocrorreJrHo 1la
npeAcraBn.[Ba cr,orBerHltr cronaHcKrz cy6exr. lloa "xourfluxr na unrepecu" cneaBa Aa ce
pa36upa olpeleneHr.rero, AaAeHo B $ 2, r. 21 or AP Ha 3Of1, xoraro B:b3roxr.rrenqr, HeroBr4
cJryxl.iTenl4 arv HaeTu oT Hefo Jlr{qa LI3B6H HefoBaTa CTpyKTypa, xor4To yracTBaT B

[oAforoBKara rr-[LI Bl3lrafaHero Ha o6uecrBeHara rlop6q(a a.JrI.I Morar Aa [oBrHrsr Ha
pe3ynrara or Her, rrMar rrHTepec, roiiro uoxe Aa BoAr.r go o6lara no cMltct.lla Ha.rr. 54 or
3axoHa sa nporunogeiicrnue Ha Kopynrlurra a 3a orHeMaHe Ha He3aKoHHo npr-rAo6uro
HMyuecrBo u ga xoitto 6u uorlo Aa ce npxel{e, qe B.trute lra r.sxHara 6e:npllcrpacruocr n
He3aBr.rcr4Mocr 868 Bpr,3Ka c B!3JraraHero na o6rqectoeuara noplqKa.

3.2.10. B qacm III, pasden "l; Cnet4uStuuuu HaquoHcunlu octlozqHut 3a
u3tulroqBaHe " yuacrnuxtt geKnaplrpa HaJMqlte'fo Ha:
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3.2.10.1. O6crot:rercrnara 3a orcrpaHqBaHe or yrracrr4e B flpoqeAypara no r]r.
5zl, ar. 1, r. I u 2 or 3Ol1 (ocr,x,4aHe 3a rrpecrbrJreHr,rr fio qn. 172, w. 194-208, 'ir. 2l3a-
217, \n. 219-252 u 'il. 253-260 r qn. 352-353e or HK unu aHarorr.rqHu B apyra abp)KaBa
qJreHKa xru rpera crpaHa). Tesu ocuogaHr.rr ce orHacsr 3a nkrrlara, xorrro npeAcraBrf,Bar
yqacTHuKa, r.rJleHoBeTe Ha ynpaBr4TeJrHH I{ Hal3opHr.r opraHu H 3a lpyfr4 lIIIqa, KotlTo I4MaT
[paBoMorrlur Aa ynpaxHrBar KoHTpon [pr] B3eMaHero Ha peueHr4r or re3H opraHH. Jluqara.
3aAbJrlxeHrr Aa Aexnaplrpar o6crosrercrsara no qr. 54, a:r. 1, t.I u2 ca rocoqeHr.r s ,rr. 40,
an. 2 or IIII3OII. Koraro s:ucxeagr.i.{ra no q.n. 54, a,r. 1, r. 1 u 2 or 3Ofl ce orHacrr 3a
rroBeqe or eAHo nrrqe, Bclrqxr4 nr.rqa noArrncBar eAr4H H oT,trl EEAOII. Koraro e ua:urqe
ueo6xo4u:uocr or 3a lrrra Ha rr{rtHuTe AaHHrr uJru npu pa3nuque n o6croltelcruar.a,
cBbp3aHI.I c JII.lr{Horo cr,croqHlae. uu(loplraqu.rra orHocHo I43xcKBaHr.Igra no .rr. 54, a,r. 1, r. I
Il 2 or 3Ofl ce [orb-]rBa B orAeneH EEAOII 3a BcrKo nuqe uru 3a HqKou or :ruqara. B
cnyqar.rre, Koraro ce noAaBa noBeqe or eAr{H EE.{OI, o6croqrercreara, cB6p3aHrr c
Kprrrepur.rre sa no46op, ce cr,Alpxar car'ro n EElOfI, noAnr{caH or Jtuqe! Koero Moxe
caMocrotrenHo Aa npeAcraBnsBa cr,orBerHr.Iq cronancru cy6exr.

3.2.10.2. Cn:rpsanocr c Apyr yqacrHr{K B nporleAypara no cMlrcr,na na $ 2, r. 45
or {P ua 3Oll, nrn Bpr,3Ka c $ 1, r. 13 u 14 or !P Ha 3aKoHa:a uy6luunoro flpeAnaraHe Ha
UEHHI-i KHI,IXA.

3.2.10.3. flpeuxu :a yqacrne n o6rqecrneua IloplqKrr no u:r. 3, r. 8 or 3aroHa sa
r{KoHoMllqecKr.rre n tfunaucoeure orHouIeHI4r c apyx(ecrBara, perncrprlpaHx B ropacar.rKrluu
c npeQepeHqr.ra;reH AaH:bqeH pexrrM, cB:bp3aHure c r.sx JII{qa u rexHrrre 4eftcrenre,rurl
co6crneHIzqu, ocBeH axo e HaJrr{ue u3KJr}orleHuero no.rr.4 or c6rrr4s 3aKoH.

3.2.10.4. flpegnprlerure MepKr{ 3a HaAexAHocr no q'lr. 56 or 3OfI, Koraro e

npll;ror(r.rMo rlrl.i Hturuquero Ha I-i3KrrcrreHur no .uI. 4 or 3axoua 3a r{KoHoMuqecKH r.g tr
Quuanconure orHorneHus c ApyxecrBara, perucrpr.rpaHrr B ropucAuKrutlr c npe@epenqua,ren
AaH6rIeH pexuM, cB6p3aulrre c rtx JIItqa u rexHrrre geiicrer.rre:ruz co6crnenurln;

3.2.11. B 'tacm IV, pa3den "A: I'oduocm" 6 nonemo "Bnucsaue B cbomBemeH
npocltecuouaneu pe?ucmbpt' yr{acrHrrKlT rrocoqBa AoKyMeHra! c KofiTo AoKa3Ba
clorBercrBr4ero cr4 no pa3Aen III.l.l) or o6sereHuero 3a onoBecrrBaHe ua o6rqecrneHara
rropbqKa: Paspeureuue 3a rtproBr{r Ha eApo c JreKapcrBeHrl npoIyKTH, H3AaAeHo no peAa Ha
3JIIIXM; Pa:peureHue 3a rrporr3BoAcrBo flo r{n. 196, a,r. 1 or 3IIIIXM. B c.rryqarzre Koraro
yqacTHr.rKbT e npoH3BoArrTen u npeAnafa JrexapcTBeHHTe rrpoay(Tr4, noLITo npou3Bexaa;
Pa:peueuae 3a BHoc no qn. 196. a,r. 2 or 3JIIIXM, B cnyqaure Koraro yqacrnunbr e
BHOCHTeJT I{ npeAnafa neKapcTBeHuTe npoAyKTLl, Ko[To BHaCq.

3.2.12. B uacm IL', 6yxaa "B: Texuuqecxu u npoQecuonanuu cnoc.o6uocmu,' e
no-temo "VnpacteHue Ha Bepuzama ua docmacxo" yuacrnur:r,t nocoqBa AoKyMeHTa, c Koi.rro
aoxa3Ba cborBercrBuero cu rro pa3aen III.1.3) or o6qe,']eHuero 3a oloBecr.rrBaHe rra
o6rqecrBeHara nopr,rlKa: Cepru$uxar 3a npxraraHe n noAAtpxaHe Ha cucreMa 3a
ynpaBneHl'ie Ha (aqecrBoro EN ISO 9001 ulu:ru EN ISO 13485/13488 ulutru eKBr{BaJreHrHa.
c o6xeat g o6:racrra ua npor.r3BoAcrBoro u/ulrr rr,proaulra c nexapcrBeHr.r npoIyKT[.

3.2.13. B uacm IV, pasdet "B: Texwuuecxu u npoQtecuourutuu cnoco6rtctcmu,, e
nonemo "BtsnazaHe Ha nodusn'unuumettu s npoqeHmHo uspacteuue" yqacrHI.IKlT nocoqBa
Aera oT nopGr{KaTa, I{oiiTo rle B63JIoxH Ha ro.4r43n6JlHr.{Ten.

3.2.14. Ysaq:enlnre ca Anbxur.r Aa yBeAoM.sr nucMeHo BT,3Jtoxr4re:u n 3-gueeen
cpoK or HacrtnBaHe na o6cro.sreJrcrBo rro qn. 54, an. 1 or 3Ofl, aeKnap[paHo or rrx B qaoru
II u III sa EE.ilO[.

3.2.15. Yqacrnuqrrre Mofar Aa rr3rro-lr3Bar EEAOil, Koiiro ge.te e 6ul n:lol:gan
rrpu npeAxo.qHa nporleAypa :a o6rqecrnena nopbrrKa, npu ycnoBr.re, qe norBT,p4rr, qe
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cr,Ar,pxaqara ce B Hefo r{HEopMar"{ur Bce orle e aKryaJrHa, npH ycnoBHrTa Ea ' . 44, ur.2
or fIlI3Oft.

3.3. loxyuenru uo ql. 45, at.2 or II[3O|I 3a AoKa3BaHe Ha npeanpr{erure
MepKH 3a HaAexAHocr no .{r. 56 or 3OfI, r<oraro e [pr4no)Kr4Mo.

3.4. flpll yqagrHr4Ltu o6e4nHeuu.r, Kor4To He ca rcpnAurlecxa nuqa - Konue or
aoKyMeHT, or KofiTo Aa e Br.uHo [paBHoro ocHoBaHI4e 3a c63AaBaHe na o6e4tuenuero! KaKTo
rr cJreAHara r.ruSopuaqul 868 Bp:b3Ka c KoHKperHara o6rqecreeua nop6qKa: npaBara n
3aalrxeHlt.rrra Ha yracrHLIIIHTe g o6e.4uHeunero; pir[peaeneHr4ero Ha orroBopHoctl.a
MexAy rt-lreHoBere na o6egLIHeHuero; 4eilnocrlrre, Kouro ule x3nbJrHgBa BceKI.I q:relr Ha
o6eganeuuero.

3.5. IJeuono npeAnoxeHxe! c:bacp){arqo flpeAnoxeHqero Ha )rqacrHrrra orHocHo
ueHara 3a npago6ueaue no 3aA:bnxrrrereH o6pa3eq llpu:roNenrle J,lb I .

3.5.1. Koraro yqacrHr4K nogaea oQepra 3a fioBeqe or eAHa o6oco6esa no3rluus,
3a BcqKa or o6oco6eHure no3r.rllllt4 ce rrpeAcraBt oraenHo ueHoBo npeAnox(eHxe
flpu:roNenr're ){i: 1 .

3.5.2. Klu nc.rro flpa,roxeHue Ns 1 ce npurrara nonr,-lrHeHa rr rroAnncaHa
H3BaaKa or Cnucr,ra Ha o6oco6eufire no3ltu]rr4 H HoMeHKJrarypI.ITe j 3a cborBerHara
o6oco6ena no3[quq r{ HoMeuxnarypu, sa xolro/xollro y{acrHrrKT,r npe4cran.r oSepr.a.
HoueHx:rarypure, 3a Kor.rro yr{acrHr.rKbr He npeAcraBr o$epra, lrorar Aa 6r1ar 3arJrr.rqeHr{ or
CIIHCSKA,

3.5.3. B zsna4nara or Cnucr,ra sa o6oco6esure no3nqult r.t HoMeHxJrarypure 3a
c6orBerHara o6oco6ena ro3uqu.s, BceKLt yqacrHr4K e AJIl,tfteH Aa rrorrr,JtHll rrooraeJ'IHo 3a
BCrrKa 3a BCSKa HOMeHK,'raTypa, 3a KOflTO yqacTBa:

Ko,rosa 8: Trproecroro Har{MeHoBaHI{e Ha JrexapcrBeHr4{ [poAyKT, Il3rrr4caHo Ha
raTI|HI|ua.

Ko"rona 9: llpoureogure,r / npu'reNaren Ha pa3perxeHr4ero 3a ynorpe6a Ha
neKapcTBeHHr [poayr(T.

Ko,roua l0: Ko:ruqecrsoro B orraxoBrara - 6poii Ha ra6nerr.r, aMnylu,
BMeCTHMOCT UJlu Ap. MqpKa.

Ko.nona 11 : L{eua ua orraxoBxa e lu. 6e: ,I{/{C.
3.5.3. OcseH Ha xaprueH Hocr.rre:r, npeAnoxeHrzero ce npeacraBr r4 Ha MarHHreH

HOCrrTeJr (.4I.tCK ).

3.5.4. llpe4:roNeHr{re rlegr.r 3a onaKoBKa rro orAe.rrHr.rre HoMeHxnaryprr rpr6aa ga
ca B JreBa, 6es ,I{/[C, 3aKpr,r.treHl.I Io BToprrt 3HaK cneA AecernqHara 3arrera.{.

3.5.5. Koraro vqacrHr.rK no4aea o$epra 3a noBeqe or eIHa o6oco6eHa no3rrrtur,
3a BcrKa or o6oco6euxre no3uluru ce [peAcraBr or.qe.]rHo rleHoBo npeAnox{eHne
rlpu:roNeuue J\o 1, c npu:roxeHa K:bM Hefo H3BaAKa 3a C60TBerHara o60co6ena ro3r.rutr{ o.r.

Cnvcrxa Ha o6oco6euure n03I.IuHLr rr HoMeHKnarvDrrre.

I,Ireagnara o.r Cnncrxa sa o6oco6enurc rro3lruuu H HorteuKJrarypure ce
TIOAIIUCBA OT IIPEACTABJlqBAIIIOTO HJIX OT YNbTHOMOIIIEHOTO JIUIIE.

f{euonoro npeaJro)r{eHr{e Molxe Aa He c€ flocraBfl B orae!'reH 3a[eqaraH rrJlrnr
Tbii KaTo Bb3roxHTe!.rqT e npeABnAuJt pa3f,texAaHero Ha AoKyMeHTnre Aa craHe no
peAa Ha u,'r. 104, a,r. 2 or 30II.

3.6. Texurqecro npeanoxeHr{e, cr,Abpxauo:
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3.6.1. Texnlr.recKo npeAnoxeHr-re - rro 3aAbJr)Kr.rre:ren o6pa:eq llpu:rox<eurae Nl 2
or o6pa3rIHTe AoKyMeHTrr Ha AoKla{eHTarlr4rra 3a yrlacTue.

B ro:ll 4oxy,ueur yqacrHr.rKbr:
- ler<napnpa cpoKa Ha Banr.iAuocr Ha o$eprara, KofiTo He uoxre ga lo-na,rr,x or 3

Meceqa oT AaTara, KorTo e nocoqeHa 3a AaTa Ha nonyqaBaHe Ha ooepTaTa.
- .{euapllpa np}leMaHero Ha cpoKoBere 3a: u3rrbJrHeHr4e Ha AoroBopa, nnaqaHe,

AOCTaBKa I4 TOAHOCT Ha AOCTaB'HriTe neKapCTBeHII npOAyKTX;
- fiexnapupa, qe AocraB.snr.rre Jrer{apcrBeHu npoAyKru orroBaprr Ha

II3UCKBAHIZ'TA HA Bb3JIOXI-ITEJI'.

- flerlrapupa, qe AocraBrHr.rre neKapcrBeHr.r npoAyKTr4 orroBaprr H4
It3IiCKBaHI{rTa rro OTHOIIIeHne Ha npeAnafaHaTa qeHa.

-.{erurapupa csuacr{ero cr{ c Kiray:r.rre Ha npr4roxeHLLs npoeKT Ha AoroBop;
- lerlapupa Apyfr4 o6crotrencrBa, r43rrcxBaHu or BT,3JtoxI4Ter.g u locoqeHu B

o6pa.reqa ua goryMeHra.
3.6.2. loryrrleHT 3a yntnHoMoulaBaHe, Koraro Jurrlero, Koero logaea o$eprara,

He e 3aKoHHLrrT npeAcTaBIITen Ha yr{acTHl.iKa.

3.6.3. Koraro yqacrHr.tK noAaBa o$epra 3a noBeqe or eAHa o6oco6eHa no3r.rur4r,
3a BCqKa OT no3rrqt{ltTe ce [peAcTaBsT nooTAenHo KoMnIexTyBaHrr aoKyMeHTr.t Ilo TOrrKr4
3.6.1 n3.6.2.

Br3utoxll.re,ts'r He H3ucKBa rrpeAcraBeHltre or yqacrHnrlrrre AoKyMeHTIt Aa
6rgar uocranenr{ B orAeJrHtr n,runoBe, nanxu r/u.nu.qxo6oee 3a AoKyMeHTIt, ocB€H aKo
Tpq6Ba Aa 6r,4ar roun,rerToBaH[ no o6oco6eun [o3rrqllu B c!'ryqar{Te, rrocoqerru B
roqxn 3,6.3.

4, Paruex4aHe ua oQeprnre:
4.1. llolyveullre oQeprn ce orBapr{T Ha ny6luvuo 3aceAaHr.re, Ha Koero Mofar.Aa

npuclcTBaT yqacTHLIqr{Te B nporleaypaTa uJrrr TexHII yn6nHoMouIeHu npeAcTaBr4TeIrr, KaKTO
,I IIpeACTaBHTenI{ Ha CpeACTBaTa 3a MaCOBO OCBeAOMtBaHe.

4.2. B:s::roNtremr rrpeABr.rxaa pa3rJrex(AaHero ua o$eprure Aa ce tl3BT,prxr{ no
peAa Ha .ltr. 104, ur- 2 or 3Ofl. npu Koero or{euKara Ha rexHr.rqecKr{re r.r ueHoBr.rre
npeanoxeHr.r.s Ha yrlacTHurluTe lqe ce u3B:r,pIIIu npeaH [poBexaaHeTo Ha npelBapr{TenHr4t
no.46op.

4.3. leficrsuna Ha KoMuclrrra 3a r43BbptrrBaHe ua nog6op Ha KaHAuAarure n
yqacrHr4rlrrre, pa3fnelKAaHe u oqeHxa ua o$eprure (rour.rcuxra no .u. 103, a.r. I or 3Ofl) ce
H3B6pIIIBaT B CJreAHaTa nOCJTeAOBaTeIHOCT:

4.3. 1 . rovucuqra orBap.s no peAa Ha r.sxHoro nocr.brrBaHe 3anerraraHu.l.e
Henpo3parIHH oIraKoBKIz u onoBecTsBa TtxHoTo c:bA:bpxaHlie, BKnrorIuTenHo fipeajloxeHr4.{Ta
Ha yqacrHHul.rre Do noKa3arenr 3a oueHKa ua o$eprnre:

4.3.2. rexnu.{ecKoro r4 ueHoBoro rrpeAnoxeHlte Ha BceKI{ or yqacrHr4rllrre ce
nolnlrcBar uafi-ua,rxo or rpuMa qJIeHoBe rra KoMHcr.r.{Ta r.r ce npeAnara no eAuH or
npucbcrBaulr.rre npeAcraBurenr-{ Ha Apyrxre yrracrHl4lln aa rr4 IIoIIIune, c xoero ny6:tuuHara
r{acT oT 3aceAaHLIeTo npr.rKnloqBa;

4.3.3. KoMr.icr.rsra pa3rnexAa npeacraBeHr.rre o$epru u oqer{qBa ctfracHo
u36panus t<purepuii 3a B63.rraraHe re3 or rrx, KoHTo u.bo'r'tse rorBar Ha IlpeaBapureJrHo
o6sgeHHte ycnoBrrr;

4.3.4. xoMucuqra pa3fnelr(Aa AoKyMeHTHTe, cB6p3aHH c ,quqHoro ctcro.sHue H

Kpr4Tepr.ruTe:a no46op, Ha yqacrHr.rqure B Hr.r3xoArrrl peA cflp.sMo noryrreHure orIeHKH;
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4.3.5. Koraro ycraHoBu Jrl{[ca, HeIrbJIHora Iru HecborBercrBr.re Ha
[ulpoprrraqurra, BKnrcrr[TeJrHo HepeAoBHosr r,rnu (farruvecrca rperlrKa, I,IJtr{ HecborBercrBue c
tI3I,IcKBaHI,rtra KbM JlrrrlHoro cbcrotuue IIJII,I Kpurepllrrre :a nog6op, (oMl,Iclltra nucMeHo
yBeAoMrBa rracTHuKa;

4.3.6. n cpor go 5 pa6orura 4nz or noJr) raBauero Ha yBeAoMneHr,reTo yqacrur,rKbr
Moxe Aa rrpeAcraBrd non EE{OfI ulutlla gpyru .qoKy {eHTn, Kor,rro cbAbpxar rrpoMeHeua
u/uru Aolbrneua uuQopuaqur;

4.3.7. xouncutra pfitnrex,4a AoKyN{eHTure, cBGp3aru c JII{rIHoro cbcrorHr4e r,r

Kpnrepr.rnre 3a nog6op ro ycrarroBrBaue Ha ctorBercrBr.re c u3ticKBanr,rrra Ha ABaMa
yqacTHlrqfi, Kor,rTo KJrac4pa Ha n6pBo r,r BTopo MrcTo; ocTaHaJIr,rTe ) racTHr.rqu, wrnro oQeptu
ca oueHeHr,r, He ce Kracl4paT.
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,{trec,,.,.............2018 roa. n rp. !o6puv, Ha ocnoBauue st. Il2 u cl. or 3axoua sa
o6ulecrneuare ropbqKrz, ce cKJrroqr,r Hacro.f,uurr AoroBop Mex,{y:

cbc ce.qanvqe B

.....,,......,....,.,..........u aApec Ha yrrpaBJreHrre,...,.
EI4K.....,,,....,..... [pe.qcraBJrrBarr or......................

B KarrecTBoTo My Ha..,,..................
orrpeAenen 3a lcrrtJrur.rreJr c Pemegue Ns ......,.,...,..,.tra B63Jroxr4TeJrr cJreA npoBeAeua
[poqe.qypa 3a B:b3Jrarade ua o6IqecrneHa IlopbqKa run "orrcpr,rra" Ne 00083-2018-........., c
npe4der: fleplroglrrHa 4ocraBKa Ha nerapcrBeHz rrpoA)'Kru, Hapr4qarr IPO,4ABATI I4

"MHO|OIIPOOI4JIHA EOJIHI4IIA 3A AKTLIBHO J]EqEHI4E_IOEPI4I{- A,4
ry. Ao6pr4q, cbc ceAanr.rule r{ aapec Ha yrrpalJreuze: rp. ,{o6pu.r, yn. "flauaftor X:rnos,, 24,
rerr. 058/600160, tpaxc: 058/600414, e-mail: oblb@bereon.net" EI,IK 124141302,
rrpeacraBJrrBauo or .{-p CBETO3AP EAiIqEB IETPOB - I,IgnsrHrnereu .{upexrop na
ApyxecrBoro, uaprvaua KYITVBA9.

Crpanure ce cnopa3yMrxa 3a cJreAuoro:

TIPE.4\4ET HA AO|OBOPA 14 IIEHI4

9leu 1.(1) Ilpo4aaa.rrr [poAaBa Ha Ky[yBarra JreKapcrBeHr.rre rrpoAyKTr4, 3a
Korrro e [oaaJr or[epra r orrpr,rrara fipoqe.q/pa 3a BtsraraHe Ha o6rqecrBena flopbrrra:

(2) I{enonure npeAJroxeHrur Ha [poAaBaqa ca locorreHr.r B npe,uxoAH ara arunefr,
(3) flporuosnara c,ofilrocr Ha AocraBKara, rocorreur.t B AoKyMeHraur,rsra 3a

o6ulecrBeHa rroprqKa He [opaxAar 3a46JrxeHr,re 3a KylyBarra Aa fIr 3aKyrrr,r B rrocoqeHr4t
o6eru.

CPOKOBE 14 HAIII4H HA IUIAIIIAHE
9len 2. Cporrr Ha Hacrorrqur AoroBop e 12 (4rana,qecer) rrreceqa or.qarara Ha

[oAIr.rcBaseTo My I4rM, Ao cE3AaBaaeTo Ha ycnoBllt 3a AocTaBKa cJreA npoBexAaHeTo Ha
rleHTpaJrr.r3r.rpaHr,r eJre(TpoHHr,r rbproBe. ,{oronoprr npoa6JrxaEa 4eficrruero cu 40
cK;rroqBanero Ha AoroBop c Apyr r,Bnbnnr4TeJr cJreA npoBexAarre ua o6rqecruena nopbqKa.

9;ren 3. flocoqenr,rre r .ur. 1 lexapcraeHu npoAyKTrl rqe 6rAar AocraBrHr.r or
fipoAaBarra rra Kyrr).Barra B cpo( or 24 (4sagecEr u.rerrpu) qaca, cJreA 3aJrBsBaHero r.rM.

ll.ten 4. .{urxuvara Ha rrpolaBaqa cyMa rro BcrKa orAeJrHa AocraBKa rqe 6r,ae
lJrarena or rcylyBaqa no 6arr onara cMerra Ha npoAaBaqa B cpox Ao 60 (urecr4eoer;
KaJreg.uapur,r .urlr cJreA AocraBra r,r r,r3AaBanero na Qaxrypa or upoAaBarra.

lheu 5. Cporur Ha roarrocr Ha locraBeHr,rre JreKapcrBeHr.r npoAymr4 rpa6na 4a e
He no-KpartK or 60 %o (ruec:r4ecer upoqenra) or o6rqur cpor( Ha roAHocr KBM MoMeHra Ha
IOCTABKATA.

MJICTO HA I,BNbNHEHI4E 14 IIPEMI4HABAHE HA COBCTBEHOCTTA
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llleH 6.3a urcro Ha .4ocraBrHe Ha reKapcrBeHvre rrpoAyxTn ce onpeaent
"MEAJ1-.{o6ptr u" AA rp. ,{o6pu.r, yl. "llauaiior Xaron" J',1! 24, :eeHo ,,Eo:ruuvuo anreKa".

Yren 7. Co6crseHocrra B:bpxy AocraBrHr4Te reKapcrBeHn npoAy(Tr.r 14 pr.rcxbr or
n6J]HOTO UIfi qaCTr.lrrHOTO r.rM rIOfIlBaHe npeMUHaBa B:bpxy KynyBaqa oT MoMeHTa Ha
rrpneMaHgTo r{M Ha MrcToTo Ha AooTaBtHe c np}ieMo-npeAaBaTeJleH npoTol{on IIIH apyf
paBHo3HaqeH AoKyMeHT.

IIPABA I4 3AIbnXEHI4JI HA IIPOAABAqA
rheu 8. (1) flpo4aeau:sr e AnlxeH Aa cxJrrorrr4 AoroBop 3a noAx3rrtlrHeHxer

Kofaro e o6.ssur e 3aJIB.rreHI{ero crr 3a )AacrHe [oJI3BaHero Ha noAlt3rrlbJrHrlre:r. B cpor go 3

AHI4 OT CKnlOqBaHeTO Ha AOTOBOp 3a nOAIt3n:bnHeHrTe l}j.Ir|Il Ha AOICIHIiTeJTHO CnOpa3yMeHHe
3a 3aM.[Ha Ha IIOCOqeH B 3aSBIeHUeTO IIOAIi3IILIIHI{Te.]I I.I3nbnHHTeJItT IZ3npatqa KotIHe Ha
AO|OBOpa I{nU Ha AOnGIHr.{TeJTHOTO CnOpa3yMeHr.re Ha B:L,3rOXUTer.rr 3aeAHO C aoKa3aTeIcTBa,
qe ca u3rr6rHeHr4 ygnoBurra rro .rr. 66, a,'r. 2 u 1 1 or 3Ofl.

(2) flo,qn:n:brHuTeJrrrre HrMar rrpaBo Aa npeBt3Jrarar eAHa unu noBeqe or
AeiHocrr.rTe, KoItTo ca BKJrroqeHLI B npeAMera Ha AoroBopa 3a noAIz3IrlJrHeHLIe.

(3) He:anucullo or Bt3MoxHocrra Aa ce rr3[on3Bar noArr3rrbJrHr4.tsrr.r,r,
orfoBopHocrra 3a I{3[bJrHeHHe Ha AotoBopa 3a o6uecrneua nopr]qKa e Ha npoAaBaqa.

(4) Kynyna.rr,r HrMa Aa r43BGprrrBa AHpeKTHr.r pa3nJrarlaHrrr c no4rr3nbnHgreJrr.rre
Vlen 9. llpo4anarr:br e AnlslxeH.qa AocraBr J]eKapcrBeHH rrpoAyxrtr, Kouro aMar

pmperrreHr4e :a ynorpe6a r4ntr yaocroBepeHue 3a perucrpailus Ha reKapcrBeHrr npo.(yKrx rro

'tr. 23, aL I or 3IIllXM l.l orroBapsr Ha u3ucKBaHrzsra 3a KaqecrBo, 6esolacuocr n
erluxacuocr no 3JIIIXM;

rfues 10. I{enara Ha neKapcrBeHr4re poAyr{Tr.r rpn6ta pa orroBaps Ha c.[eAHure
I43I4CKBAHIl':

I Tlnennereqero* rleHa Ha ne(apcTBeHr-rTe npoAyKTrr, KoI_ITO Ca BKIIOqeHH B

flo:uruguuq neKapcrBeH cflucl,K r{ 3arrnauaHlt c ny6:ruunu cpeAcrBa, Aa He e no-BLIcoKa or
perynupaHara ueHa rro llpuloxteuue Ns 2 o'r fl,rlC, nocoqesa B KoJroHa M (croi;iuocr na
olraKoBKa, rr3r{uc.rreHa na 6a3a pe$epeHrua croiinocr sa gerf r.rnr.rpauara auenna gosa).

2. flpeg:raranara qeHa Ha neKapcrBeH[re npoAyxTrr, r43B6H Te3r.t no r. 10.1.,4a He
e ro-Br.rcoxa or npeAennara (uaxczualuara npoAa)+(Ha ueHa Ha 4pe6Ho), nocoqeHa B

Perucm,pa Ha MarcuMtu'rHrrre nponaxuu rleHu Ha JreKapcrBeur4Te nporyKrn, ornycxaHu 6e:t
neKapcKo rrpeArrr{caHlje H MaKcr{MalJIHLtTe npoaDr{Htr qeBu Ba IeKapcTBeHUTe npoAyKTH!
orrrycxaHr{ lo reKapcKo npgArrrrcaHr{e (Perxcmp na npegelnure rleHu).

9:ren ll. B c,ry.iaure. Koraro rrpoAaBar{br AocraBr neKapcrBeHu npoAyKl.}1,
cbAr,pxarrlu HapKorltqHlr BerrlecrBa, Te3n neKapcrBeHu npoAyKTH rpg6aa aa ornoBapsr Ha
H3HcKBaHusra Ha .r,'r. 68 or 3KHBII.

9les 12. llpoganavrr e Anr,){eH Aa u3Aa.qe e cpox $ar<rypa 3a nocraBeHlrre
neKapcTBeHrr npoAyKTH.

IIPABA 14 3AN:bJIXEHI4' HA KYIIYBAqA
r{leu 13.(1). Kynynau:rr rrMa npaBo Aa npoBeprBa KoJrrrqecrBoro Ha Bc.f,Ka

oTAeJrHa aocTaBKa, KaTo npu yCTaHOBgBaHe Ha HeCT,OTBeTCTBUe e IJl eH Aa yBeaoMrj
rrpoAaBaqa B cpoK or 24 saca.

(2). tlpn yoraHoBrBaHe Ha HeclorBercrBr.re B Kar{ecrBoro Ha AocraBeHr4Te
neKapcrBeHu npoAyKrrr KyrtyBaqtr e AntlreH lta yBe.qoMr.t npoAaBaqa B cpor or 24 uaca.

(3). HecrornercrBr4ero Ha KonrqecrBoro r.r KaqecrBoro ce ycraHoBrBa c
npoToKon, cr,cTaBeH oT KoM cUq, cbcTaBeHa oT AnT,xHocTHI{Te nflua Ha xynyBaqa.
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(4). B clyuaft, rre npoAaBaqT,r B cpoK Ao 24,raca cre1 yBeAoMrBaHero no arr. 1

ulustu 2 ocnopu rticMeHo HectorBercrBltero Ha KaqecrBoro, rofi uoNe Aa I{cKa rrpoBepxara
My or ynbnHoMoqeH opraH um :ra6oparopux.

9leir 14. Kynynaut r e an:bxeH aa 3a[.]rarr.r yroBopeHara rleHa B pa3Mepa, tro
Haqr{Ha r4 B cpoKa, o peAeneHri B HacTorlqu{ AofoBop.

HEYCTOI4KI4
9reH 15.(1) flpu :a6ana Ha AocraBKa or crpaHa Ha npoAaBar{a c noseqe or 24

(ABa.qecer ri ,rernpu) qaca, KynyBaqr,r HMa rrpaBo Aa nonyqu neycrofira e pa:vep Ha 0.1
(Hyna qrno, e.qna gecera) Ha cro or croiiuocrra na sa6aneHara aocraBxa sa scexu 24 \aca
za6aP'a.

(2) flplr ycrauoBsBaHe Ha Hec:6orBercrBr4e B KoJrur{ecrBoro, npoAaBaqr,r e

anGxeH Aa AocTaBrr nuncBauloTo Korr4qecTBo nplr cneaBaxlaTa AocTaBKa, a npa nouc(Bar{e
or crpaHa Ha KynyBarra B cpoK or 24 saca. flpu Heraslr,lneHr.re Ha roBa 3aAT,JrxeHr.re
KynyBaqbr rrMa flpaBo Aa nonyqu reycroitra B pa3Mep ua 5 (ner) Ha cro or croiisocrra ua
JII][CBAIUOTO KOJII{qCCTBO.

(3) llplr ycraHoBrBaHe Ha HectorBercrBr.re B r(arrecrBoro! npoAaBaqlr e Anr,xeH
aa AocTaBrr JreKapcTBeHr4 rrpoAyKTrl c yfoBopeHoTo KaqecTBo npu cneABaulaTa AocTaBKa, a
npu norrcKBaHe or crpaHa Ha KynyBaqa B cpoK or 24 \aca. llpu nellsn:slneHr4e Ha roBa
3aa6JrxeHr{e KynyBaq6T vMa npaBo Aa [Ionyrrl.i HeycroiiKa B pa3Mep ua 5 (ner) Ha cro oT
crotHocrra Ha HeKaqecrBeHara AocraBKa.

(4) B clyvanre no aJrrrHeri 2 u 3, at<o npoAaBar{tT He AocraBr.r AoroBopeHo.to,
KyrryBaqbr rrMa rrpaBo Aa 3aKynr.{ ueo6xogunure My neKapcrBeHu lpoA]'Krri or apyr
.qocraBql{(, Karo pa3JrltKara Mexny ueHara Iro AofoBopa u 4eiicteute;rHo 3anrareHara ueHa e
3a cMeTKa Ha npoaaBaqa.

9leu 16.(l) flpn orxa: Ha npoaaBaqa aa AocraBr4 sasBeHlire My neKapcrBelrx
npoAyxrr.r unu [pE ga6aea noseqe or 48 (uerupugecer u oceu) qaca, KynyBarrtT uMa npaBo
.4a 3aKynu ueo6xoguuure My JreKapcrBenri trpoAyxru or Apyr .qocraBqrlK.

(2) B c,ryvaure tro lpeAxoAr{ara arxHgs pa3.]rr.rKara MexAy rleHara tro AoroBopa u
AeIcTBUTe.IHO 3anJIaTeHaTa rleHa e 3a CMeTKa Ha npoAaBaqa.

9:leu 17.(1) flpu gocranxa Ha Jrer{apcrBeHr4 rpoAyKrr4, cpoKbr Ha roAHocr Ha
xoiiro e no-xpamK or cpoKa Ha qn. 5, r43nbrHare-[sr A6nxr{ Ha B63JIo)nr4TeJIt HeycroiiKa B

pa3Mep, KaKro cneABa:
l. npu gocranra cr,c cpoK Ha ro.qHocr or 59.99 Ao 50 yo or o6uug cpox Ha

roAHocr 5 %o (ner npoqeura) B:bpxy croiisocrra sa.qocraBxara;
2. npu gocranxa cT'c cpoK Ha rojlrrocr or 49.99 Ao 40 yo or o6rqua cpox Ha

roAHocr 10 % (4ecer nporleHra) nr,pxy croiiuocrra Ha aocraBKara;
3. npu gocranra cbc cpor Ha roltHocr or 39.99 ao 30 oA or o6rqur cpoK r{a

roAsocr - 30 % (rpu4ecer nporleHra) nr,pxy croiiHocrra Ha AocraBKara;
4. npu AocraBKa c:sc cpoK Ha foaHocr or 29.99 rc 20 oA or o6rqu.r cpox Ha

rolHocr - 60 % (ruecrgecer lpoueHra) nr,pxy crofiHocrra Ha AocraBxara;
5. npu gocrasxa c6c cpoK Ha ro,{Hocr nog20 yo or o6rqut cpoK Ha roguocr - 90

0Z (aeeergecer npoqenra) B6pxy crofiHocrra Ha AocraBKara.
(2). locranxara Ha neKapcrBeu npo4yKr cbc cpox Ha roAHocr no-Kpamx or 40 %

or o6lqrrr cpoK Ha foAHocr ce I.I3B6ptrrBa caMo cJIeA Morr.tBupaHo pelxeHr4e Ha p6KoBoAure.[t
Ha KynyBaqa 3a KoH(perHoro Ko,rtflqecrB(). Eer rrpuvHoro rrr4cMeno cr,rJraclle Ha
pT,KOBOAUrenq Ha KynyBaqa neKapcTBeHHre npoAyKru He ce 3anJlarrlaT Ha npoaaBaqa.
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9ren 18. Kynynau:sr trMa npaBo Aa xcKa o6eguereuae B nb,rreH pa3Mep Ha
BpeAr{Te, Kor.rro e npertprlrn B pe3ynrar Ha ra6ageHara u/ntu sexaqectBeHara aograBKa.

9neu 19. llpa sa6ana Ha n,TarrtaHe or crpaHa Ha KylyBaqa, nocreaHurr l6n)r(r4
Ha [poAaBaqa Heycroiixa, B pa3Mep Ha 3aKoHHaTa JruxBa.

9nen 20. Heycroitrr.rre, o6e:ulerenlrxra r4 rIeHoBr{Te pruJrltKr.r lo vl. 16, al.2
uorar ga 6lgar yA6p)KaHI4 or BcrKo AtDKrlMo Ha npoAaBarra IIJIauIaHe.

IIPEKPAT'BAHE HA NOfOBOPA

9:reu 21.(1) loronoptr ce npeKparrBa:
1. c ugrn.{aHe Ha cpoKa, :a r<oilro e cr,rrloqen, ocBeH B cryqaure no t1.2, uz.

BTOpO;

2. r'pu crzaaBaHero Ha ycnoBu.l 3a AocraBKa cneA npoBe)r(AaHero Ha
qeHTpaJILI3lrpaHr4 eJreKTpoHHI4 TGpfoBe;

3. xoraro ca HacrtrIr.IJII{ cbulecrBeHq npoMeHrr ar,n QuHaucrzpaHero Ha
o6rqecrnenara nop6q(a - npeAMer Ha aofoBopa, H3B6H npaBoMotrlrltra Ha KynyBaqa, Kor.tro
Tofi He e MoflJI ltnr{ ne e 6ul Ar'I:bxeH Aa npeABr.IAIz Ilnr{ Aa npelorBparlt c rrucMeHo
yBeAoMJIeHIIe OT KynyBaqa, BeAHara CneA HacTbIIBaHe Ha o6CrOnte,tcreara;

4. rpu riac'runeaHe Ha HeBrrHoBHa HeB!3Mox(Hocr 3a u3rrGJrHeHue B pe3ynrar Ha
HenpenB AeHo r.rnH HenperorBparuvo cs6rrHe or rr3B6HpeaeH xapaKrep. Bt3HrrKHajo cJre.l
cKJrror{BaHero na 4oronopa (,,nenpeoAonr4 Ma cu,ra") ra cpox no-A:L,ncr or 30.4Hu.

(2) Kynynau:sr Moxe Aa npexparrr AoroBopa 6es upe4lr:necrue, c yBeAoMneHr{e,
x3npaTeHo ao IIpoAaBarla:

1 . npr.r cllcreuuo Herr3IIT,JIHeHI.te lla AocraBKHTe Ha JreKapcrBeHx nponyKTrl [o
Kon[qecrBo u/t tu xaqecrso or crpaHa Ha rpoAaBaqa. flo4 cucreuno HeI{3nbnHeHHe ce
pa36ltpa raKoBa, H3B6ptreHo ABa rrJIIr ItoBeqe nr,Trr B paMKure Ha eALIH KanenAapeH Meogrl!
r4Jru noBeqe oT Tpn nT,TrI B paMKHTe Ha CpOKa Ha AOTOBOpa;

2. z clytait, qe npo.4aBair6r H3no.rr3Ba rroAr.r3n6JrHurer, 6es 4a e AeKnapr4paJr roBa
B AOI(yMeHIHTe 3a yqacTfie. fiJIII H3nOnSBa no.qll jnbJ.t H uTen. KOIITO e pa3nUqeH Or rOtl. t<Ofiro
e IlocoqeH, ocBeH B cnyrlauTe, B KouTo 3aM.{HaTa, CSOTBeTHO BKJITOqBaHeTO Ha
noArI3nbJIHI{Ten e H3B6pIrIeHo c],c cr,rJlaclzero Ha KynyBaqa Il B c:borBercrBl.re cr,c 3OlI u
HacToqlunr aofoBop;

(3) Kynynautr npeKpar{Ba AoroBopa B cnyqar.rre no q:r. 1 18, an. I or 3Oll, 6e: la
gr,.nxu o6esrqereHrre Ha npoAaBaqa 3a npertpneHr.r or irpeKparrBaHero Ha aoroBopa BpeAu!
ocBeH aKo npeKparsBaHero e Ha ocHoBaHlre qn. 118, a,r. 1, r. 1 or 3OlI.

APyft{ ycJIoBt{rI
rlleu 22.(1) Crpaullre tro AoroBopa He Mofar Aa ro H3MeHrr, ocBeH B c-[yqarn.e,

npeABr.rAeHrr s qr. 116, an 1,,t.2 - 6 or 3Ofl.
(2) B cnyvaii, qe no BpeMe Ha AeiicrBue Ha AoroBopa, crofiHocrra Ha AocraBqH

reKapcrBeH rrpoAyKT, orrpeAeJreHa no pe,qa na Hapeg6ara 3a peryJrupaue r4 perucrpr.rpaHe Ha
IIeHHTe Ha neKapcTBeHr4Te rrpoayKTl.i, ycnoBurrTa, lpaBllnaTa rr Kpl4TepurrTe 3a BKIroqBaHe,
npoMeHll rilltrlt rignmo.{ealre Ha .l1e(apcrBeHr.I IIpoAyKTr4 or no3IITLtBHrrs JreKapcrBeH crllIcbx
H ycJroBr.rrra rr peAa 3a pa6ora na KoMncurra no rleHu a peuu6ypcupaHe r{Jrrr no peAa Ha
apyf HopMarrrBeH aKT, craHe IIo-HHcKa oT AoroBopeHaTa, KynyBarr6T 3anJraua JreKapcrBeHrrt
npoAyKT no rro-Frr{cKaTa qeHa, oT AaTaTa Ha Bru3aHeTO B CUIra Ha DerrreHr{eTo Ha
pefynaTopHrjq opfaH.
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9;tetu 23. Cr:panlrre rro AofoBopa ule peuraBar Bb3H]rKHaJrI,ITe no LI3IIbJIHeHLrero
crropoBe rro Bsar4MHo gbrJracr{e, a aKo roBa e EeBb3MoxHo no peAa sa lfIK npe4 .{o6pravrux
oKpbxeH c5A,

Hneu24,3a ncuqu Hoype,qeulr no Hacroru1a AoroBop Bbnpocr4 u{e ce rlprrJramr
pasnopeg6ure na 3OII, 334, T3 u gpyrr-rre orHoclrMu HopMarr4BHr4 aKroBe.

9neu 25.(1), 3a safi,rAHra aApecr,r 3a rrpueMaHe na clo6rqeuraa, cBbp3aHr4 c
HacTotIIII{t AOTOBOp Ce CMTTaT aApeCItTe, [OCOqeHr{ B HarraIOTO Ha AOrOBOpa.

(2). npu [poMrHa Ha AaHur,rre rro npegxo,4Hara urr4:eten, cborBerHara crpaHa e

ajrsxHa aa yBeAoMn ApyraTa B Tpr,rAHeBeH cpoK or npoMrHaTa.

flpu uo4nncnauero Ha Hacrorrqr{.s ,{oronop ce [peAcraBr{xa cJre,qHr.rre

AO(yMeHTI4:
- 3a o6crorrercrBara rro "i, 54, ul l, r, 1 or 3OfI - cBuAereJrcrBo 3a cBAr4Mocr;
- 3a o6crorreJrcrBoro rro qn, 54, ul 1, r. 3 or 3OfI - y,{oc:ronepeHr4e 3a Jrr{nca Ha

ny6nrvnu 3aAbJrxeHur, E3AaAeHo or opraJ{r,rre no flpuxoA]rre; y,uocroBepeHrie or O6rquua
ryaA .4o6pu.{ 3a rfirnca na ny6nlrvnu 3aAbJrxeunr; yAocroBepeur4e or o6rqunara no
ce,uaJrr{rqero Ha yqacrulfKa 3a nunca ua ny6ru,rqHlt 3a4bJrxeufir;

- ga o6qroxrelcrBoro rro 'ur. 54, a* 1, r, 6 - y,uocroBepeHr.re or opraHrrre Ha
I4gurrurrarenna arenqm "lnalna r,rucrrerrlrlr no rpyAa";

- Cepra$uxar 3a npr,rJrarane r{ floA4bpxaue Ha cucreMa 3a ynpaBneHr4e Ha
KaqecrBoro EN ISO 9001 ulutru EN ISO 13485/13488 ulwu exsns,arrcuTlra, g o6racrra Ha
lpor.r3BoAcrBoro u/utu rtpror;ntra c JreKapcrBeur{ npoAyKTlr;

- Parperueur,re 3a rrpor.r3BoAcrBo rro rrJr. 196, wl l or 3JI[IXM, B cJrfrar,rre Koraro
yrracTHr,rKbT e rrpo3BoAr.rTeJr lt npeaJrafa neKapcTBeHI,rTe npoa]'KTr.r, Kor,rTo nporBBexaa, rrJrr,r

na Parpeuenue 3a BHoc no .ul. 196, an.2 or 3JIIIXM, B cJrfrar,rre Koraro yiracrnr,rKrr e
BHOCT4TeJT I{ [pe.qJrara ne(apcTBeHltTe rIpoAy{T[I, KorrTo BHacr;

- ,{er.napauur no vn. 59, ar. 1, r. 3, ntr rp. c vn. 53, ur. 2 or 3MI,III no
3aJ{rJrxlreJrurrr o6pa3eq flpnroxenlre J'l! 3 or o6pasqr,rre 4oRp{eHTn Ha Aor}a,reHTarlr4rra 3a
yqacT[e.

KlIu Nacroxrqru AoroBop ca fipuJroxeHu:
1. Texnr,rqecKoro flpeAnoxeHr.re Ha npoAaBaqa;
2. I-{euonoro lpeAJroxeHtre Ha flpoAaBaqa.

Hacrorrqrarr aoroBop ce clcraBlr n rplr egnoo6panHr,r er3eMrrJrrpa, eAr.rn 3a
npo.qaBaqa r,r aBa 3a KynyBarra.

IIPOAABA9: KVITVBA9:


