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CT,,4 IP}KAHI4E
Ha AOKyMeHTarlvsra 3a yqacTr{e B rrporleAypa 3a Bb3JraraHe

ua o6ulecrueua rropr,qKa

l. Pe'renue 3a orKpr4BaHe Ha lpoueaypa 3a B63rara'e ua o6rqecrneua nop6r]Ka -
n or4eleu $aft:r.

2. O6ss e:f'ue, c Koero ce orroBecrsBa orKpr4BaHe.ro Ha flpoqeaypara _ B orAeJreH
$aiin.

3. VrcasaHur 3a noAroroBKa Ha otfeprara.
4, llpoerr Ha AoroBop.
5. O6pa:uz Ha AoKyMeHTu - n or4eleu $aft:r:
5.1. flpznoNenve No 1 3a,46Jrxr4TereH o6pa:eq: I{euoeo npeg:rolrenae;
5.2. flpuloNenue No 2 - sa4tlNvreleu o6pa:eq: TexHrz.recKo rrpeAroxeHue;
5.3. llprznoNeuve Nl 3 -:a4:uxzreleu o6paeeq: letinapaqul no .{r. 59, an. 1 or

3MI4II. flpeAcraBtr ce nptr cKnroqBaHero Ha AoroBopa or yr{acrFrrzKa, olpeAeneH 3a
II3 TIT)JIHT4 TEJI;

6. llpzlolreuue Ns 4 sa4rlxzr:eleu o6paserl: Cneql.i$uxaqur Ha
MeAr4rlt4 HcKrzre rz3AeJrur - B orAeJreH Qaftn $oplrar excel;

7. O6pareq Ha e1uHHpnr enponeftcxa AoKIMeHT sa o6rqecreeuz rrop6qKr4
(eEE[OtI)-e*zipga:in.
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YKA3AHI,I-fl 3A TIONIOTOBKA HA OOEPTATA

l, flogrororxa na ot[eprara:
1 l. IIpa [oAroroBKara na oQeprure yr{acrHt4rlr4Te ca AJr6x(Hr4 Aa cna3Bar

u3r4cKBaHr4.f,Ta Ha BG3JrOlr(HTeJrr. o$eprara cneABa Aa orfoBaps Ha [3r.rcKBaHrzrra, nocoqeHr4
B pe reHr4ero, o6sn:resvero ra AoKyMeHTaqr4rra 3a yqacrlre B nporleAypara 14 Aa 6:'Ae
o$opMeHa rro [pr.rJro)r(eHr4Te K6M AoK)MeHTarIu.sra o6pzBun, Koraro roBa ce r43r.tcrBa.
Orroaopuocr"ra 3a [paBr.rJrHoro BB3[pueMaHe Ha Aor(yMeHTarlvflTa 3a yr]acr e ce Hocrr
e.4LIHCTBeHO OT yrIaCTHI4qLITe.

1,2, OQeprlrre ce r,isrorBsr na 6r:rrapcrclz e:ur. loxyueuru, Konro ca Ha qylnA
e3r4x ce npelcraBrr 14 B npeBo4 ua 6urapcrca.

1.3. ,{o usrzvangro Ha cpoKa 3a [oAaBaHe na oSeprure, BceKri yqacrHt4K Mo)r(e
na npoMeHI.I. Aa Aon].'rrHLt tIJlIl Aa orrerrrH oQeprara cn.

1.4. flpegcraerHero Ha o$epra :a4urxraBa yqacrHr4na Aa [pr4eMe HarrtnHo
Bcr4qKu I43IzcKBaHvtr H ycroBtlfl., flocoqeHr] B pelrleHltero, o6trBneHhero r.r AoKyMeHTaul.ltra 3a
yqacrrze B IIpoqe.4ypara.

1.5. Bceru yqacrHlrK B nporlgAypara r4Ma npaBo Aa npe.4craBu cauo egua oQepra.
1.6. Jluqe, Koero yqacrBa n o6e4lrnenue rrJrrz e Aano ctrJracue aa 66Ae

IIOAH3rrGJrHrZTeJl Ha Apyf yrracTHr4K, He Moxe Aa [oAaBa caMocToflrelua o@epra.
1.7. B npoqe4ypa 3a B:r,3;raraHe ua o6rqecrneua nop:r,qKa e4uo $usu.recxo ulrl

ropt'tAllr]ecro Jrl{qe Moxe Aa yqacrBa caMo n e4no o6e4llueuue.
1.8. Cntp:auu nurla He Mofar Aa 6tgar cair.rocrorTeJrHrz yqacTFrrrqr{ B eAHa H

crlrla nporleAypa. llog "cn:sp:an'n u\a" cneABa Aa ce r4Ma npe.4BHA onpe4eneHnero no $ 2,
r. 45 or nP Ha 3OlI.

1.9. Yqacuruqure Mofar Aa ce IIo3oBar Ha Karrarlr4Tera Ha rperl4 nr4rlal
He3aBIICI.IMO OT rrpaBHaTa Bp63Ka Mexly Tflx, no oTHorIIeHIie Ha KpHTepHIiTe, cBbp3ar{r4 c
IiKor{oMLIrIecKoro 14 Sznauconoro c6crotHr4e, TexHlzqecKrrre cnoco6uocrl{ 14

npoQecuoua,rnara KoM[ereHrHocr. 3a rper]rre Jrr4ua ce flpr4nara.rr. 65 or 3Ofl.
1 . 10. Yqacrsuqr4Te flocoqBar n o$eprara c noAr43rrbnHr-ireJrrire r4 Aena or

fiop:bqKara, KofrTo tqe ItM Blb3;ror(ar, aKo Bb3HaMep.rIBar Ia Iz3loJt3gar raxzea. 3a
rroArr 3rr6lrur4TeJrrzre ce npura"ra qn. 66 or 3OlI.

Hesasucul.{o or Bc3Mo)nHocrra 3a Il3IIOJr3BaHe Ha nonll3n.bJrHllTcJtr.l
oTfoBopHocTTa 3a I{3[6JIHeHI4e Ha IO|OBOpa 3a OorqecrseEa nopSqKa e Ha TT3TIGJIHLITeJL{.

BtgroNrzre:rsr H.f,Ma Aa r.r3B6prrrBa ArrpeKTHr.r pa3nnatqaHr-r.r c
N O.[I13 NGJIHI4TEJII,ITE .

1.11. Y'racruuqrrre Morar Aa noooqBar n o$eprlrre cu zu$optraqrrr, Korro
cMrrar 3a non$a4euqua,rna Br'B Bp63Ka c HaJrrzquero Ha rtproBcKa rafiua, Koraro
yqacrHr4rlr{Te ca ce [o3oBaJ]r.r Ha KoHOnAeHrIr.iz]JrHocr, cborBeruara auSopvarlr4.s He ce
pa3KpIzBa or B63JIotrr4TeJI{. Yuactuuqrire He Motar Aa ce IIo3oBaBar na xouSl.I4euqzamrocr
rlo orHollreHr4e Ha npeanoxeuaxra or o$eprnre riM, KoI4To rroAJre)r(ar Ha oIIeHKa.

1.12. Bcuqr<u lor(yMeHTr.r ce npeAcraBsr B opr.trr.rHan r.rlrfi Koutr, 3aBepeHr.t or
yr{acrHrrKa c "BrpHo c oprlrr,ruala". [erlaparlvure u 6a:rxosure tapaHr\Lts, Koraro raKr{Ba ce
Ii3lrcKBaT, Ce [peAcTaBrT caMo B opl4rtrHan.

1 . 13. Jllrqara Morar Aa rrolrcxar nrrcMeHo or Bs3lroxrireJrs pa3.rcHeHr.rs no
peuerrr4ero, o6sgnesnero tz .{oKyMeurarlrrxra :a o6rqecreeHara nop6qKa Ao 10 AHu npeArz
H3rr.rqaue Ha cpona 3a rroJryqaBaHe na o$eprure, a Koraro cpoKbr e ctKpareH [p]r
neo6xo4r'tuocr or cleIIIHo Blb3JrafaHe - Ao 7 !:F'tr. B:sg:rotrcutelgt lpeAocraB.s pa3qcHeHIz.,ITa B
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4-AHEBEH CPOK OT IIONYqABAHE HA I4CKAHETO, HO HE IIO-KT,CHO OT 6IHI4 NPEAII CPOKA 3A
nonyr{aBaHe Ha oQeprr-r, a Kofaro cpoK6r e cBKpareH nopaAr.i Heo6xoAaMocr or crrgrrrHo
B63JraraHe - Ao 4 A}Jtt [peAr4 To314 cpOr. B paucueHr4.f,Ta He ce IlocoqBa nr4rlero, HanpaBr.ino
3a[IZTBaI{erO. Br:noNtrrerqr He [peAocraBs pa3gcHeuzq, aKO IzCr(aHerO e rlocr6trl.iJlo oneA
cpoKa IIo r43perreHue nr,pro. Pa-rxcueHr4rra ce npeAocraB.rrr upes ny6rrzxynaHe na npo$zra
sa Bb3JIOXtr4TEJUI.

2. Iloqanaue na o$eprara:
2.1. ,{orynaeurrare, cBr,p3aHr4 c yrracrr4ero B npor{eAypara, ce [pegcraB{r or

yqaCTHI4Ka, VJII4 OT yIGJ]HOMO4OH OT HelO [peACTaBI4TeJ] - JILIqHO I4nIr qpe3 IIOI{eHcKa I4JII.I
Apyfa Kypr{epcKa ycnyra c npenopsqaHa flparKa c o6parna pa3nr.icKa, Ha aApeca Ha
B!3Jroxr.rrerrs: rp. lo6pzu 9300, yl. "llaHahor Xuros" 24.

2.2 loxyuteurure ce npeAcraBrr B 3areqaraHa Helpo3partHa onaKoBr(a, Br,pxy
Kotro ce nocoqBar: HaaMeHoBaHuero Ha yqacrHaKa, BKrloqurerHo yqacrHr.rur{Te B
o6e4lrueHuero, Koraro e npr4Jroxr.tMo; aapec 3a KopecrroHre'rlt4 r, relesou, cfar<c z
eneKTpoHeH aApec; HarI{MeHoBaHI.Iero Ha nop6qKara, a Koraro e [pliJ'ro)r(I4Mo - a o6oco6eHure
IIO3r4rlltti, 3a KoHTo noAaBaT AoKyMeHTIITe.

2.3. 3a nolyveHrzre o$eprr.r lpl.i
or6enq3Bar: no4aren Ha oSeprara; nouep,
BptrrlaHe ua oSeprara, Koraro e flpaJrox]rMo.

2.4. llpu nonyrraBaHe ua o$eprara B6pxy onaKoBKara ce or6ersssar [opelHr,rtrT
HOMep, AaTaTa I{ qac6T Ha nonyqaBaHeTo, 3a KOeTO Ha rrpr4HocI4TeJL ce I,I3AaBa AOKyMeHT,

2.5, He ce npr.reMar o$epru, Korzro ca npeAcraBeHu cneA r.r3rur{aHe ua rpafiulra
cpoK 3a rronyqaBaHe trlrtr ca B He3anerraraHa o[aKoBKa I4nri B orraKoBKa c HapyrneHa qrnocr,

2.6. Koraro K6M MoMeHTa Ha r43TlzqaHe ua xpai,rtun cpor( 3a noryr{aBaHe Ha
osepru npe4 Mscroro, onperereHo 3a rtxgoro troaaBaHe, Bce oue r4Ma qaKaIrILr Jrula. Te ce
BKNIOqBAT B CNI]C6K, KOfrTO CE IIOAIIUCBA OT NPEACTABT4TE-]I HA B63NO)KI.iTEJI' I4 OT
nplrctcrBa lrzTe mrqa. O$eprzre Ha JII-Iuara or clu4c:sKa ce 3aBelr(Aar B perr4cr6Da Ha
B63IO)i{I'ITe-[S. He ce 40nycra plreMaHe na o$eprfi or JI4r]a, KOT4TO He 

"a 
unnIouan" 

"cnuc6Ka.
2.7. B crtyuaur.e, Koraro o$eprara ce ri3npall(a ro norlara uJrrz c Kypr4epoxa

ctryx6a, yqacrr{r4Kbr cne,4Ba Aa ocr4fypr4 neilHoro cBoetspeMeHHo npucrr4raHe rrpear4
r43Tr'rqaHe Ha cpoKa 3a rroAasaHe ua oQeprz. Pracxrr or sa6asa uru:ary6naue ua o$ep'rara e
3a yqacTHrrKa.

3, crgrpxanue Ha 3arrerlaranara Helpo3parrHa oraKoBna u yKa3aHHr 3a
rro[l,JlBaHe Ha AOKyMeHTLITe B HeS:

3. 1 . Onuc na npeacraeeHftre aoK]Merlrfi.

noplfru (EEnOil) 3a yqacrHuKa, a Kofaro e rrpr.rJro)Kr4Mo - 3a BceKli or

BG3JIoxrrreJIr ce BoAr4 pen4cr6p, B KoiTo ce
AAIA rIAC Ha [OnyqaBaHe; np qtr[r4Te 3a

o6e4uneuuero, Koero Ire e rcpr4AxHecKo JILIqe, 3a BceKIr rtoaH3[6JTH Ter Lt

yr{acTHr.rqr.iTe B

3a Bcrr(o JII4qe,
rIIzHTo pecypcu qe 6r,.4ar aHfaxupaHlr B Ir3nr,JlHeHrrero Ha nopr,qxara.

Ha ocHoeaHue un. 67, wr. 4 or 3OII E4uuuunr enponeficxu AoKyMeHr sa
o6ulecrnenu rop'qKr.r (EEIOD ce npeAocraBr B eneKrpoHeH eraa no o6pa3eq, yi"rp4"n.
arr na EeponeficKara KoMprcnr.

Ener<rpoHur.rxr EEIO|I e qacr or goKyMeHTarIarra :a o6rqecrneua nop6qKa,
ny6raxynarra na npoSuna na Bb3JroxI4TEJUI sa KoHKperHara o6rqecrneua .ropu"nu.
Y'racrH'r.',r rronr,.rrBa eEE[ofI .rpee uu{opuaq}r oHHara cucreMa sa eEElofI Ha aApcu
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https://ec.europa.eu/tools/espd. B uuQopnaaqrroHHara cr4oTcMa yqacrHrzr_lr{re 3ape)r(Aar
npeAocraBeHzs or B63-rroxr.rreJrf, Qaii,r ar,n soplraT *.xml, [onbJrBar Heo6xo,4r.rlute iunn" 

^ro r43Tenrtrr 14 3arra3Bar rrr Sopvar * .pdf z t.xml.
Br,:roxrzre:rqr r43r.IcKBa yrlacrHr4IILITe Aa npelocraB.sr EEIO|I B eJrer(TpoHeH

tpopuar, xoftro ue no3BoJl[Ba peAaxrnpaHero Ha HeroBoro cGA6p)KaHr.r e (*,pdf.). lor<yveurur
rpr6ea 4a 6l4e nognucau c xea,rut[r.rqupaH eJreKTpoHeH rroarrrrc or Jrrrrlero, Koero e
3aAGJIx{eHo Aa noAIrI4Ine EEIO|I. Elexrpouuo [oIIII4caHI4rr AoKyMeHT, 3arrucaH Ha orrrrzqer{
Hocr4TeJr (CD, DVD, S:ran nalrer) ce rocraBr B onaKoBxara c o$eprara.

flpe4ocraaeHlrxr or yqacrHr.rKa $aitn, cr,Atpxarq EEIOII ne rpx6na 4a e
3apa3eH c Br4pycu, Aa He ccAbpr(a MaKpocz r,rJrr{ r_r3n6rur4M nporpaMeu KoA. AoKyMeHT6r
creABa Aa ctAtpxca npaB (nerpunrupau) rercr,

He ce npuenrar 3a peAoBHo rroAaAeu rro cMuct Jra na u* 61, a.ir. 4 or 3OII
rroArrrrcaH cr,c caMopr,qeH uognuc (lapa{) u utanr.rpau EEAOn.

llo4po6uo sa .EE{OI yqacrHr4rlnre Morar Aa ce 3ano3Hatr or Meroruqecxu.r.e
yKa3aur.r.s Ha eJreKTpoHHara crpa:rzqa na AOfI.

flplr uognoronxara ua EEIOII cJreABa Aa ce ltMa [peABrrA cJleAHoro:
3.2. 1 . 9pes EEIO|I yqacrHlrK:r,T AeKJrapupa Jrr.incara Ha ocHoBaHr4rra 3a

OTCTPAHSBAHE II CbOTBETCTBI,IE C KPI,ITEPIIHTE:A NO46OP, B gErO CE NPEAOCTABS CT,OTBETHATA
uu$opuaqur, r43ucKBaHa or B63jrox(r'rre.rrr, r4 ce rrpeAcraBsr AaHHr4 orHocHo ny6raurure
perr4crpt4, B Kouro ce c6r:bp)r(a llnrfopMaqur 3a aeKnapupaHare o6crosrelcrBa unv sa
KOMIIETEHTHHS OP|aJI, KOETO C:bfJIACHO 3AKOHOAATEJICTBOTO HA CGOTBETHA'TA T':.r''<AB?- C

An6)r(eH Aa rrpeAocran.a rznQopu auL7fl 3a're34 O6CrOrrrercrea clyxe6uo na 
"r,snorr,"t"rg.3.2,2. B qqcm II, pasden ',A: I4u$opuaqun sq uKoHotwuqecrcua onepamop,,, t

pa3Aena "I4deumuSuxat4un" ytactuurrr cJreaBa Aa orroBopr4 u 
""oauJr"r"r" a

perr4crpaqr{rra 0r{ B TbpfoBcKrrq perucrsp r.rnH Apyf perricrcp cso6pa:uo HauHoHaJrHoro cr4
3AXOHONATCJICTBO.

3.2.3. B ,lacm II, pasden ',A: IluSopua4un 3a unoLtoMuttecKuz onepamop., s
nonemo "@opua ua yvacmue" ua EElOil yqacrHr4K6r c-rreABa aa orroBopr4 Aanr4 yr{acrBa B
lpoqeAypara Karo Lracr or o6e4uueur.re.

3.2.4. B vacm II, pasden ,'A: tr4u$opuat4ua 3u uKoHoj,4uLtecKun onepqmop,,, B
noneto "o6oco6euu nosuquu" ua EE.{or yqacrHr.iKbr cnerBa Aa nocoqu no roa o6oco6esz
II03r4rlrru trpeAcraBr o$epra.

3.2.5. B uacm II, pasden ,,8. Ilueopua4ua sa npedcmalumerrume Hq
uKoHoMuL{ecKut onepamop", yqacrHrrr(bT cneABa ra orfoBopr4 B cT,oTBercrBue c
perucrpaqlrrra crz B Tr,pfoBcKr.rr perr4cr6p nnrz apyr pefr4cr6p cr,o6pasno Harlr4oHaJrHoro cll
3AKOHONATEJICTBO.

3.2.6. B ,tacm II, pasden ,,8: tr4uQopuat4un omHocHo u3norBBaHemo Ho
Kanat4umema Ha dpyzu cy1ercmu", yqacrHrlKsT CJreABa Aa orroBopr.i AaJri4 tIIe r.r3noJr3Ba
Kanaql4Tera Ha rperl4 JTHIIa IIo orHolleHlie Ha Kpnreplrl4Te, cB:hp3aHI4 c IzKoHoMHqecKoro a
rpuualrconoro cr,crotHr.re, TexHIrqecKHTe cnoco6ttoctlr r.r npoQecrzoHarHara KoMleregTHocr.
3a scsro rpero nr4rle ce npeAcraBs or.4eJreu EEnOn.

3.2.7 . B ,racm II, pasden ,,1; trIueopuat4ua sa nodusnunuumenu, uuumo
KAnAryUmem u@HoI4UqeCKWm Onepamop unuq da usnonsoa", yqacrHlIKGT CJIeABa Aa
oTfoBopII KOIZ Ca nO,4LI3[snHIZTeJrr.ITe, KOr.rTO Il]e noJI3Ba.

3a ecexu [oAr4 3n6-]rHrzreJr ce [peAcraB.f, orAeneH EEAofl. ogasnrnura're:rure
rpx6sa ga orroBapfir Ha c:borBerHrrre Kpr4Teprru sa no46op c:so6pasuo Br.iAa 14 AeJra or
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NOPbIIKATA, KO'TO UIE I43IIGJIHffBAT, 14 34 T'X AA HE CA HAj {UE OCHOBAHI,I' 3A OTCTPAH'BAHC OT
nporleAypara.

flo4ra:nT,luurel-[T rocoqBa KaqecrBoro cr4 Ha 110A]13116-rr Hr4Ten B vacm II, pasden
"A: I,lucpopuat4ua 3a uKouoMuvecKun onepamopti n pa:4e:ra ,'@opua ua yuacmue,' ua
EEIO|I, rofir:o npe4crael.

3.2.8. B qqcm III, pasden "A: Ocuoeauun, crbp3aLru c HaKasamenHu npucz,du',
yr{acrHr4KsT ,4eKr'Iapupa HaJ 4rrr4ero na o6ctosrelctBara 3a orcrpaHsBaHe or yqacrue B
npoueAlpara no .rr. 54, aII. 1, r. I u 2 or 3Ofl (ocr,lr4aue 3a npecr6rrrreHr.rs flo qrr. 1Oga, q,r.
159a-159r, w. 192a,'ar. 209-213, qn. 301-307, 'tr.321 u'1t.321a or I{K unu aHarrorr4qH.Ll B
Apyfa AbpxaBa ruIeHKa I4ru rpera crpaHa), KaKTo 14 npeAnpl4erI4Te MepKH 3a HaAelI(AHocr no
qn. 56 0T 301I, roraro e rprlJror(IiMo. Tegll ocnogauax 9e orHacsr 3a rr4rIara, KoI-ITo
lpeAcraBntBar yqacrHl'IKa, qreHoBere Ha yrIpaBI4TeJIHI'i I{ HaA3opHIi opraHH I.I 3a lpyr}i nliqa,
Korrro I4Mar npaBoMolqus aa ylpalr{HtBar KoHTpon I]pu B3eMaHero Ha pe[IeHI4r or re3LI
opraHr.r. Ilurlara, 3aA6JrKeHr.r Aa AeKnapupar o6crosrercrsara IIo r]Jr. 54, at. I, -t. I u 2 ca
nocoqeHrr a ul. 40, a.n. 2 or lllI3OlI. Koraro r.r3ucKBaHz.sra no .ra. 54, a:r. 1, r, 1 u 2 o.r 3OII
ce orHactr 3a rroBeqe or eaHo Jrl4ue, Bcr4qKr.r Jtr4rla noArrr.rcBar ear4H r.r c6rq EEAOIL I{oraro e
HaJTIZU9 HOO6XOAIiMOCT OT 3atql4Ta Ha rr4qHI4Te Aa:r':r'r4 VIIV [p]i pa3nr.rque n o6crorrelcrnara,
cBbp3aHrr c.[riqHoro cbcrorHrre, nu$opuaqzffa orHocHo fi3ucKBaHv.sra no qn. 54, ar. 1, T. 1

u 2 or 3OII ce llorr6.]rBa B orAeJreH EEIOI 3a Bcrro luue un]i 3a Hrxor4 or n[rlara. B
cryarar4Te, Koraro ce noAaBa floBeqe or e,4uH EEIOI, o6crosrercreara, cB6p3aHrr c
Kpr4Tepr4r4re sa no460p, ce cc,46pxar cauo n EEIOil, noArrr4caH or nr4r]e, Koero Mo]Ke
caMocrotreJrHo Aa [peAcraBnrBa c6orBerHI4t cronaHcxra cy6enr.

3,2.9. B vacm III, pasden "B: Ocuoaawn, csbp3aHu c nnau4aHemo rta dau.a4u u
col4umHOOCqeypUmenuu erLocxu" ),qacrHr4KT,T AeKnaphpa Har'IIiqI4ero Ha o6crogtercreata ga
orcrpaH.[BaHe or yqacrr4e B lporleAypara no ql. 54, an. 1, r. 3 or 3OlI, r.e. AaJrn r.rMa
3aAbIlI(eHIrt 3a AaHGIII4 14 3aAEir)ItuTe-lrHI'I ocnrypl4TenHl4 BHogKI4 IIo cMl.ict,Jra Ha .i^n. 162, M.
2, r. 1 or AOIIK, rcaxro u npeAflprrerr{re MepKr4 3a HaIe)KAHocr no q:r, 56 or 3OII, Koraro e
npr4noxr,rMo,

3.2.10. B qacm III, pa:den ',8: Ocuooauun, crbpsqHu c HecbcmormenHocm,
xouQnuxm Ha uHmepecu unu nporpecuoHqmo Hapyweuue" y.tacruuxtT AeKnapnpa
Hanl4r{I4ero ua o6cto.srelctBara 3a orcrpagsBare or y\LacrLre B npoqeAypara no ql, 54, aa. 1,
'f. 4,5,6 (:a napyueHze Ha .rr. 118, qn. 128, .e^n.245 t4 q:r. 301 - 305 or KT) u 7 or 3Ofl.
ocHonaHlura no qn. 54, r. 7 or 3ol] ce orHacrr sLr Jtr4rJara, Koaro [percraBJrrrBar
yrracTHzKa, qJleHoBere Ha yrlpilrll4TenHl4 'Lr HM3opHr4 opraHr n 3a Apyfl4 JIIzqa, KoItTo liMar
npaBoMoulu-{ ra ynpaxHrBar KoHTpon npr4 B3eMaHero Ha perneHr4r or resr.t opfaHrz. Jrutfata,
3an6JrxeHv Aa AeKnapupaT o6cro.srercreara flo rrJr. 54, wL 1, r. 7 ca nocoqesu n w. 40, ast.
2 or flfl3oll. Koraro usucKsaHuqra ro -{r. 54, an. r,'r. 7 or 3ofI ce orgacsr 3a noBeqe o.r
eaHo Jrr4ue, Bcr]rrKu Jrurla rroAnr.rcBar eAr4H r4 c6ul EEAOI. Koraro e ua,rzqe ueo6xo4linaocr
or 3aIqI4Ta Ha JILITIHATe AaHHV I4JtIt npu pa3nr4qne g o6ctogte:rctsara, cB6p3aHr4 C JIIZTIHOTO
cbcrof,Hr4e, rantf opuaqrarra orHocHo ri3r4cKBaHr.rsra no .rr. 54, aJr. 1 , -t. 7 0r 3Ofl ce llon:brBa
B OTAEJIEH EEAON 3A BC-{KO NI4IIE HII4 34 H'KOI4 OT JIIIIIATA. B CIYUAUTE, KOTATO CE TIOAABA
fioBeqe or egrau EEAOII, o6cro.srercrsara, cB6p3aHn c Kpr]repr.rure :a no46op, ce cbAT,p)Kar
canao n EEIOII, no4llrcau or nr{qe, Koero Moxe caMocrorre-rrHo Aa [peIcraBnrBa
cborBerHrzr cronaHcKH cy6elcr. IIo4 "r<ou$:rurr ua raurepecu', cneABa Ia ce pas6upa
olpeAeneHHero, AaAeHo B $ 2, r. 21 or !P ua 3orl, r<oraro Bb3no)Krirenqr, HefoBr4
cJIyxIIT9JrI4 Vnr4 IlAeTIj OT HerO JrI4IIa r43B1bH HerOBaTa CTpyKTypa, KoI4TO )4IaCTBaT B
TIOATOTOBKATA !I.[I,I Bb3JIAIAHETO HA O6TqECTNEHATA NOP6I{KA IIJIII MO|AT AA TIOBJII4''T HA
pe3yJrrara or Heq, riMar lrHTepec, KofiTo Mor(e,4a BoAr.r 40 06rara ro cMrrcbJra na ql, 54 0r
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3aKoHa sa nporunogeftcrnue Ha Kopylq[tra v ga orHeMaHe Ha He3aKoFrHo npu4o6uro
IlMyulecrBo r'r ga roftro 6rz uouo Aa ce npveMe, r{e Bru.se Ha rsxHara 6esnpucrpacruocr lr
He3aBLIcI{Mocr BbB Bpc3Ka c BG3JlafaHero Ha o6ruecrseHara nop6qKa.

3.2.1 1 . B ,aacm III, pasden "f ; Cneyu$uuuu lt{)Lluotlatutu ocH.olqHurr 3a
uswroqBaHe " f{acrHliKbr Aeltnap}Ipa HaJIItqIIero Ha:

3.2.11.1. O6crosrercrsara 3a orcrpagrBarre or yqacrve B [poqeAypara [o qn.
54, an I, r. 1 u 2 or 3OlI (ocrxgaue 3a npecrbrrneHr.rr ro r{Jt. I72,'lil. 194-20b, qr. 213a-
217, \n. 219-252 u 'tl. 253-260 u 'ur. 352-353e or HK u,rz aHarror'qHr.r B Apyra a'pxaBa
qreHKa r4jlrr rpera crpana). Tesz ocHoeanzr ce orHacrr 3a -)rj4rlara, (ouro npeAcraBJrrBar
yqacTHI4Ka, qJIeHoBeTe Ha y[paBr]TeJIHI4 I'I HaA3opHLI opfaHu rr 3a Apyrr4 Jlt4qa, Koliro rrMaT
IPABOMOTIII4S AA YNPAXH'BAT KOHTPOJI IIPII B3EMAHETO HA PE]IIEI{I4' OT TE3I,I OPIA}rIZ. IIU4ULA,
3a.4bnlr(eHH Aa AeKnaphpar o6crosre:rcrgara no qn. 54, an. 1, t. 1 u 2 ca IlocoqeHr] e qr. 40,
ut.2 or nr3oll. Koraro ugucxeaHrrrra rro ul, 54, at. 1, r. 1 u 2 or 3oll ce orHacJ{.r. 3a
noBeqe or eAHo nr4rle, BcurrKrz ruqa [oArrr4cBar eAr.lH r.r c6ul EEAolL Koraro e ua.:ruqe
neo6xo4llvocr or 3alrlrrra Ha .[]tr{HI4Te AaHHj1 UnH npl4 pa3nvqHe a o6crolrelcruar.a,
cB6p3aHr4 C JrrrqHoro cbcro-sHr.re, uuQopnaaqzrra orHogHo 14 3r4cKBaHr.rrra no vn. 54, an. 1, r. I
u 2 or 3oli ce norrbJrBa B orAeneH EEIOII 3a BcfiKo Jrr.rqe HJrr4 3a Hs*olr or rzqara. B
cJryqar4Te, Kofaro ce rroaaBa loBerre or e,4r4H EEnofI, O6CrO.grencreara, cBbp3aHI{ c
Kpurepr.rr.rre sa no46op, ce cc,46pxar cavo n EE{O[I, roAllr]caH or nr4rle, Koero Mo)r(e
caMocro.f,TeJrHo Ia [pe4craBnrBa c6orBerHl4s cronaHcrz cy6et<r:.

3.2.11.2. O6cro.srercrsara 3a orcrpaHrBaue o.1. yqacrue B nporleAypara 3a
HapyrrraBaHe sa qn, 61, a,r, 1, v:r. 61, at. I anu 3, .rr. 63, a,r. 1 utn 2, ua.22g, an.3 or KT,
KaKro r'r 3a HapylreHne ua qr. 13, a-u. 1 0r 3ar<ona ga rpynoBara MrrfparlHr rr rpyroBara
UO6T,IIUOCT, I,IJII{ AHAJIOIUqHI{ 3AASJIXCHI,I', YCTAHOBCHI4 g AKT HA KOMIIETEHTEH OPIAH,
CSIJIACHO 3AKOHOAATENCTBOTO HA AGPXABATA, B KO'TO KAHT]/^AAT9T I4JIH Yi{ACTHI,IK6T C

ycraHoBeH.

3.2.11,3. o6cro.{rercreara 3a orcrpaHsBaHe ol rporleAypara, npo'3Tr4rrarlr4 or.'r. 69, M. 1 or 3anona:a nporuno4eftcrBue Ha Kopylqurrra r4 3a orHeMaHe Ha He3aKoHHo
nplr406uroro r'rMyrrlecrBo, orHacrlllu ce Ao nr{qe, 3aeMano nzcna ny6ruuua AJr6xHo0.f,
KOeTO B IIOCJTeAHATA eAllA fOAAHa OT rr3n6nHeHl.iero Ha rlpaBoMotqlItTa unr4 3a1'r,rDKe{vtrra curo cryN6a e yqacrBano B rrpoBelKAaHero Ha rlporleAypr.t sa o6rqec.rneHa nop:brrKu a
[peAcTaBnrBa yqacrHrrK B HacTosqaTa nporleAypa.

3.2.11.4. Cn:spsanocr c Apyr yqacrHrzK B npor{eAypara no cMr4cr'Jra ua $ 2, r. 45
or !P ua 3oll, 868 Bp63Ka c $ 1, r. 13 Ii 14 or [P na 3axona:a uy6ruvuoro np"4na.un" nu
IIOHHI4 KHIZXA.

3.2.11.5.llpeurz 3a yqagrr.re e o6rqecrnenu [op6q*r4 no u,r, 3, r. g o.r 3axona sa
r.rKoHoMLIqecKr4Te IZ QUnanconare orHoueHr.rs c Apy)KecrBara, peracrpr4paHl4 B roplicAlrKrlufi
c npe$epeuqua,reH .qaH6qeH pexr4M, cB6p3axr.rre c rsx Jrr{qa r.r rexHr.rre AeacrBrireJrHr4
co6crneulrqa, ocBeu aKo e HaJII{qe r43KJIIoqeHI4ero no qn. 4 or c6rrlli,3aKoH.

3.2.11,6. Ilpe4npr.ieru're MepKrr sa HaAex(AHocr no q:r. 56 or 3Oll, Koraro e
IIPI]JIOXIIMO I,IJII{ HAJIIZqI4STO HA H3K.]ITIIEHIzg IO q:r, 4 Or 3AXOUA 34 HKOHOMI.iqECKI4TC II
Quuauconlire orHolreHvs c Apyr(ecrBara, perr4crpr4paHrz B ropucnr{Krlrza c upesepenquaaeu
AaHBqeH pexl4M, cBbp3aHltre c rgx JII4qa Ii texunre 4eftcrnurelulr co6ctnenuqlt.

Tlhp,nh,,.---^ "".rrpvArrp|cl4re rvrcpKr.r 3a HaAexAHocr no .ur, 56, a,r. 1, r. 6 or 3OfI Moraf Aa
6t4ar cavo ro orHorrreHr4e Ha HapylreHr4r, cB:bp3aHr4 cbc 3anJraulaHero ua rpyAa (no vn.
128, '.ur' 228, ar. 3 ll qr, 245 or KT). He rpegcrauara M.,rpKa 3a HaAe)r(aHocr 3annaulaHero
HA HAJIO}KEHO A.qMI,IHIICTPATI.IBHO HAKA3AHIIE (ruO6A UIU I,IMYIII9CTBEHA CAUXqUI) :A
uapyureuux na KT.
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3.2.12. B Hqcm IV, pa3deil "A: loduocm', 6 noltemo ,,Bnuceaue 6 cbomlemeH
npoQecuouaneu peeucmup" ) {acrHr.rrbr rrocoqBa AoKyMeHra, c rcojlro AoKa3Ba
cborBercrBltero cI{ no pa3Aen III.1.1) or o6.sereFll{ero 3a oroBecrsBaHe ua o6rqecrnenara
nopcrrKa: ,{a ca ruproeqv Ha eApo c MeArzqliHcKr.i u3l.eJrrrfl. r4nr4 nporz3BoAr4 TeJrrr Ha
MeAr4ulrHcKr4 v34e vfl, ycraHoBeHr4 Ha repHTopuqra Ha Pe[y6nuKa Erlrapua.

Vuacrunr, r,rMarq npaBoro Aa rtpryBa c MeArzrIr4HcKu rlt:,1enr4fl, rofiro e nonyuu,r
pa3perrreHzero cr4 or KoMlereHTeH opras Ha A:bpxaBa-qnesxa ua EC LtrLr Ha rpyta alpxaBa
- crpaHa no CnopaspreHnero 3a Enporeficxoro r4KoHoMr4r{ecKo npocrpaHcrBo, anr4 Ha
KouQe4epaqzr Illaefiqapux, npu noAlr.icBaHero Ha AofoBopa cneIBa Aa 6rAe BnncaH B
perlrcrtpa rro .rr. 8i or 3MI4, B KartecrBoro My Ha nrzue no ql. 78a or 3MI4.

3.2.13. B qacm IV, pasden "B; Texuu,lecrcu u npo$ecuouanuu cnoco1uocmu" a
nonemo "Busnazaue uq nodusn'bnHumeru s npoqeHmHo uspalrceuue" yqacrHr4K6T nocor{Ba
Aena or nopbqKara, KofiTo tqe BT,3JIoxt4 Ha [oAIr3rI6JIHI4TeJr

3.2.14. B 'tacm IV, 6yrcoa "B: Texuuqecrcu u npoQtecuouanuu cnoco6uocmu a
nonemo "3a nopbqKu sa docmaarcu: CepmuQurcamu om uHcmumyt4uu no KoHmpon Ha
KAgeCmBOmO" yqaCTHI4KGT nOCOqBa AOKyMeHTa, c roftto .qor(a3Ba c:L,orBercrBr4ero cl.r ro
pa3,4en IIL1.3) or o6qsleHzero 3a onoBecrrBaHe ua o6rqecrneua'ra nopbr{Ka: CepruQuxar :a
[pr4JraraHe 14 noAA6pxaHe Ha cr4creMa 3a ynpaBJleHr4e Ha KaqecrBoro EN ISo 9001 u/ulu EN
ISo 13485/13488 u/ustu eKBrrBaJreHrHa, c o6xear e o6racrra Ha fipol{3Bo.{crsoro [/zru
T',bpfoBIltTa c MeAI4III4 HCKr4 I,l34ennfl.

3.2.I5. YqacrHurlr4Te ca AJrtxHH Ia yBeAoMsr [rrcMeHo BT]3ro)Kr4Terrr n 3-4ueneH
cpoK or HacrcnBaue Ha o6crosreJrcrBo rro , t. 54, ast. 1 0r 30f1, AeKJrapupaHo or rrx B qacrr4
II u III ua EEnOI.

3.2.16. Ysaqsurqr'Te Morar Aa rz3[oJr3Bar EE4O|I, rcoiiro ee.re e 6a:r ftsnorssaH
rtpu [peAXoAHa npoqeAypa :a o6rqecroeua [op6r{Ka, [pr.r ycnoBr4e, qe rorBT,plrr, qe
ccAtpxaqara ce B Hero uuQoprrraqux Bce orqe e arryanHa, npn ycnoBr.rrra Ha qr. 44, an.2
or lIlI3OlI.

3.2.17. OcnoeaHr4rra rro ul. 54, ast. 1, r. 1,2 u J ce orsacsr 4o Srruuecxnre
JIIzqa no.rr. 40 or II|I3O|I, r<or.rro roAnzcear EEAOII sa re:Ju ocHoBaHu.s:

- npu cr,6raparenHo ApyxecrBo BceKr4 cbApyxurrK, r<ojlro uva npaBo Ia
ynpaBJrrBa Apylxecrneurare pa6oru ullr r<oitro npeAcraBnsBa ApyxecrBo;

- rrpu KoMarrArrTHo ApyxecrBo _ neofpaHuqeHo oTfoBopHr.rre csApyxHr.rrlr4;
- npfi ApyxecrBoro c ofpaHfir{eHa orroBopHocr - ynpaeutellxlyrtpaBv ro-rrrire;
- [pri eAHonr4qHo apyxecTBo c orpaHurreHa oTfoBopHocT _ eaHoJrr4qHr4rT

co6crseHlax Ha Ka[r4TaJIa I4Jru onpeAeneHI.Isr or Hefo ynpaBu.l.cJr, Koraro HMa raKBB;
- npr{ aKqLIoHepHo ApyxecTBo - qJIeHOBeTe Ha ynpaBnTenHr.rs c6BeT, qJreHoBeTe

Ha HaA3OpHIZT CT,BeT, qneHoBeTe Ha csBeTa Ha AI4peKTOpLrTe;
- IIpr4 r(oMaHA].iTHO ApyXeCTBO C aKIII4u _ LIneHOBeTe Ha ClBeTa Ha AI4peKTOpHTe;
- rtprz eAHonHqeH TtproBeq - Qu:uuecxoro nuue , T:sproBeu;
- rrpr{ KnoH Ha rryxlecTpaHHo nrzqe _ -[urlero, KoeTo yrrpaBn[Ba v npeAcTaBnrBa

KJIOHA I,IJIIZ I,IMA AHAJIOf}IIIHV TIPABA Cb|JIACHO 3AKOHOAATEJICTBOTO HA A6P){ABATA, B KO'I,r'O
KnoHlbr e pefficrptrpaH;

- [pLI KOOnepaqI4r4Te - qJIeHOBeTe Ha ynpaBllTejrHlzt cbBeT Lr rrleHoBeTe Ha
KOHTDOJIHI4' C6BET:

- IIpr4 cApyxeHr.rr rrjreHoBeTe Ha yrrpaBr,rTenHr4s clBer r4rr4 ynpaBr.rTen.{;
- npu Sou4a:1ul4Te - rIJIeHoBcr.e Ha e4Ho-[r4r{Hut I4Jru KoJIeKTI4BeH vnDaBureJIeH

- npH Bcr.rrrKn B\4AoBe T6pfOBrlA - npoKypHcTuTe, aKo r4Ma Ha3HarreHu TaKuBa;

opmH;
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- 3a qyxAecTpaHHrzre Jrr4rla - nlrrlaTa, KoHTo flpeAcTaBJlrBaT, ynpaBnrBaT r{
KOHTPONI{PAT KAHII4AATA I,IJIX YqACTHIII(A CbIIACHO 3AKOHOAATEJICTBOTO HA A:bP)KABATA, B
KO'TO Ca yCTaHOBeHr.r;

- Koraro yqacrHl4K:br, IzrI4 lopuAl4qecKo JII{lIe B clbcraBa Ha HeroB KoHrpoJIeH I'IJII4
yrrpaBlrreneH opfaH ce IlpercraBJuBa or ou3r4r{ecKo nr{qe no [brHoMorqrre - or
IIsJIHOMOIIIHIIKA.

Kotato nocoqenrrre rlo-rope JII4qa ca noBeqe or eAHo rI 3a rtx HtMa pa3Jll4qxe ,,o
orHorrreHrie Ha o6croqrercrBara no q.rr. 54, ut. l, r. 1, 2 u 7 or 3OlI, EEnOn Morr(e Aa oe
fiorlr4rrre caMo or eAHo or re3v laqa, e clyuaft qe noafificBarlr4rr pa3nonara c lru$opnraIllr
3a ,4OCTOBepHOCTTa Ha .4eKnapr4paHrTe o6croqtercrsa no orHoIIIeHr4e Ha ocraHtuture
3aAsJIXeHIt ;rZqa. 3nauuero 3a aocroBepHocrra Ha AeKnaprrpaHl{Te o6croqrercrea ce
yAocroBeprBa or IIoAnI4 cBaqoro nr4qe c npeAcraBrHero Ha AeKnapaqr]r e cno604eH rercr.

Korato s clbcraBa Ha KoneKTI-tBHI{Te opraHrl, ttocor{eHll no-rope yqacrBa
IoprrAr4qecKo Jrr4qe, ocHoBaHr4sra rlo rrr. 54, uL 1 , r. I, 2 u 7 or 3Ofl ce orHac'l.r. 3a
tfuauvecrure JII4IIa, KoI4To fo npeAcraBntBar c6fJracHo perr4cr6pa, e xofiro e Bnr.rcaHo
ropr.rallqecKoTo lrrrqe, aKo IIMa TaK6B, LtnV AOKyM9HTT{TO, yAOCTOBeprBarIr4
npaeocy6errHocrra uy.

Koraro e ua,urqe neo6xo4l,IMocr or 3aqrlTa Ha JruqHure AaTIHI{ npr4 pa3nI,IqI4 e B
o6ctolrenctsata, cB6p3aur4 c JIIiqHoro ctcrosHue Ha .[uuara no q:r. 54, ul. 2 u 3 or 3oll,
nnSoplraqux'ra orHocHo rz3ucKBaHr4-rrra no un. 54, a,'r. 1, r. 1,2 u 7 or 30 ce norrbJrBa B
orAereH EEAO|I, noAlzcaH or cborBerHoro Jtr4rle.

3.2.18. OcHonauusra no ql. 54, a,r. 1, r. 3, 4, 5 tr r. 6 or 3OlI ce orHacrr sa
YI{ACTHUKA Z EEIOII CC IIOAIIIICBA OT JIUIIE, KOETO MO)I(E CAMOCTO'ITEJIHO NA r.O
npeacTaB.rrtBa.

flpu neo6xo4uuocr or Aersapr4paHe ua o6croqreJrcrBara no wt. 54, ul^. l, -t. 3, 4,
5 u 6 0r 3011, KaKTo r{ Te3V, CBT'p3aHU C Kpurepr.rr4re :a no460p, orHocr.rMt4 rcrlr o6e4raneuue,
Koero He e ropuAr{qecKo nuue, flpeAcraBrsBarlusr o6e4lrneuuero noAaea EEnOfl sa resz
o6c'rosrercrea.

3.2.19. Koraro AoKyMeHrr.r, cBtp3aHri c Wacrue n o6rqecrneHn rop:br{rol, ce
IIo.4aBar or JII{qe, Koero npeAcraBr.sBa yqacrHr4Ka [o IIT,JrHoMorqae, e EEno[ ce I]ocoqBa
nnQoptraqur orHocuo o6xnara ua npe4craBrzreJrHara Mv BJracr.

3.3. llpra ) lacrHr4rlv o6e4r.rneuul, Kor4To He ca ropuAuqeoKu Jrr4qa - Konr.ie or
KAKTO

rr cJreAHara r.ftr$oplraqar B5B Bp63Ka C KOHKperHara o6qecrneua ropbqKa: frpaBdra. L\

3aA5-rDKeHr4rra Ha yr{acrHr.rrlr4Te n o6e4rzneuuero; pa3npe.4eneH}rero Ha oToBopHocrra
Me)r{ay qneHoBere na o6e4raueulrero; 4efiuocrure, Kollro u{e u3n6rHqBa BceKu qJIeH Ha
o6e.{ltnenuero.

3.4. llenono npe'4loNenae - no 3aAgnKr,rrelen o6pareq llpu.loNesue J\b 1 or
o6pa:qure 4or<yMeHTr,r K6M AoKyMeHTauv.rr a, 3a ylracrve.

3.4.1' K:sna llpuroNeur.ie J\b 1 ce npr.irara non'rHeH ri rroAnrzcaH nracr "oll Jrrb

. . . . " or flpunoNesae N 4: Cueqll0rzrcaqv q Ha Me,4r.rl\uHsKr.tre u3Aerr4rr, 3a Bcs*a or
o6oco6esure no3riuur4, 3a Korro yqacrHr.rKtr npe.4craer oScp.ra.

3.4.2.8 ttuqa "OlI Ns ...',, npelcraBnrBau ctorBerHara o6oco6ena no3urlr4.s or
flpuroNeuue Na 4: cneqra$raxaqu.{ Ha MeAr4rlr.rHcKrrre r.r3Aer}1r BceKa yqacrHrzK e AJrr,xeH Aa
norrLJIHI,l 3a BCSKa HOMeHKJIaTypa nooTAeJrHo:

Ko,roua 4: ,,EAr.ruzqa uxpra":a o6oco6enure 
''o3rrrlr.r,',3a 

Kovro He e nocoqeHa
TARABA,
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Ko,roua 5: "Ilpou:ao4urel! B Kolro ce uoooqBa npor.r3BoArrreJrrr Ha
MeAr,rqr.rHcKoro r.i3AeJrue (Horr.reunlarypara) ;

Ko,rona 6: "Trproncro uauMeHogaFrze/KaralroxreH uovep,,, B Korro ce rocorrBa
TsproBcKoro HarrMeHoBaHr.re Ha MerrzurrHcKoro r{3reJrr4e (uouennnarypa) 14 KararoxHr4s
HOMep, aKO r4Ma TaKSB;

Ko,roHa 7: "I{ena n resa 6eg !.{C, n xorro rp.a6na ga ce nocoqu rleHara Ha Bc.{Ko
MeraqrzHcKlr r'r3AeJrr4e (novenrnarypa) s ,'resa 6eg ![c sa earrHr4rlara MspKa, locoqeHa B
xorona 4.

Ko,roua 8: "Koa H3OK", e rcoaro rpr6na Aa ce nocoqu KoA6T Ha MeA rlr{HcKoro
Ir3Aenrre c6rnacHo Cnuctxa c MeaurlrzHcKr.r Lrs$enrrfl,, xouro H3OK 3anJranla B ycJroBr4rra Ha
6olulrvuara ue4rtul4HcKa [oMorIL B clry'taure, Koraro MeAlrqr4HcKoro Ii3AeJI]Ie e BKnror{eHo B
cI]IIclbKa;

Peg r'06rqa crofiuocr na o6oco6eHa no3lrqfiq J\]..,....(c6op or xo.noHa 7)", r.ra
KoLIro ce flocoqBa c6opa or qenure 6e: /T/{C na Bc.EKa or HoMeHKJrarypa, [ocoqeHr4 B
xorona 7.

3.4.3. B clyuaure, Koraro HsKor or HoMeHKnarypr.ire npeAcraBnsBa MeAVqr4HcKo
I43AeIIie, KoeTo npeAlonara noBerle oT eAr4H BaprraHT Ha Il3AeJIIteTo, onpeAeneH c li3pa3llTe
,,or ....Ao .... orBopa", ,,Ae6envHa oT ..,..Ao..... iuirr", ,,pa:uepn ...., .... q.... tru,,, ,,guNrzna

... . . .., MM", ,)ABa pa3Mepa (size 1 li size 2),, ulu noAo6Hr.r Ha rsx, )r'lacrHlrxlr,T
rpr6na 4a HanpaBr4 rleHoBo npeAnoxeHr.re 3a orAeJlHlrre Bapr4eJT-tu Ha r{3aeJlr4ero, Karo n4
nocor{r4 Ha orrereH peA B llpurortenue No 4 crc cr,orsemr4re lrv oco6esocrLt u rJeHa.

3.4.4. llpe4noNeHrrre qeHr4 no orAeJrHr.rre HoMeHKJrarypr.r rpn6ea ga ca B JreBa,
6es /T"4C, 3arp6fneHu Ao BToprzr 3HaK cJreA Aecerr{qHara 3arera.{.

3.4.5. Hafi,-ttucxara rleHa rqe 6rAe onpeleJreHa 3a BcrKa o6oco6eHa flo3rlqus
rroorAeJrHo, raro c60prr or pe4a "o6rqa crofinocr ua o60co6ena [o3urlr4q Ne.......(c60p or
ro.nona 7)" 6:r4e pas4eren Ha 6por Ha HoMeHKJrarypr.rre or o6oco6esara no3r4uar, a B
cltyqar4Te IIo roqKa 3.4.3 sa 6poa ua HoMoHKnarypr4Te, BKJrrorrr4TenHo Bapr4aHTrire Ha
I43AeJILIeTO, np eAJIO)r(eHu oT yqacTHuKa.

3.4.6. Koraro yqacrHr.rK noAaBa o$epra 3a fioBeqe or eAHa o6oco6eHa [o3r.iq'r{, 3a
BCSKa OT TIO3IZqIZI4Te Ce IIpe,4craB-[T orAenHo IIeHoBO [peAJrOXeH]4e C [pr4JIO)KeH Klt,M HetO
rro[bJrHeH v rroArrrzcaH nrzcr 'rofl J\! ...." or flprlroNeuue J\ir 4: Cnequ@u Ka\prfl Ha
MeAI.iIII4HCKUTe U3renufl,3a BcrIKa or o60co6eulire rro3lllruu, 3a Kotro yqacrHHKGT npeAcraB.[
oQepra,

Ileuonoro [peAJro)I(eHHe Morre Aa He ce nocraBg B orAeJreH 3aneqaraH rrJrr*,
TT'R KATO BI'3IOXUTC,IST E IPEABIIAIIJT PA3TJIE1ITAAHETO HA AOKYMCHTUTE AA CTAHE TIO
peAa Ha v,r, 104, a,r. 2 or 3OII.

3.5. Texnlr.recKo nBgAnelce'r-ie - [o 3aAbJrxHTe:reH o6pa:eq flpra:roxeulre J\l 2
or o6pasqure goKlMeHTt4 KcM AoKyMeHTar1vtrra 3a yqac.rrte.

3.5.1. B ro:Iz 4oK)MeHr yr{acrHr.rKtT:
- llocoqna ga xor.r o6oco6esa no3rirlt4r.r npe4cran.r o$epra.
- lerlapupa, qe lpaBu rlsrocruo npeAnoxeHrre no Bcr4r{Ku HoMeHKJrarypr4 or

o6oco6eHara nosuqua/o6oco6eur4Te rro3rlquu, :a rogro/rozr.o yrracrBa:
-lerlapr.ipa ctorBercrBuero Ha [peAnafaHr4.rc MeIr4rIriHcK14 .Lr3llerrr4fl. Ha

t4 3r-tcr(BaHrzrra, flocoqeHrz B KoJ]oHr.r 2 u 3 o't flpu:roNenue No 4: cnerlrzsuKarfLls. Ha
MeAr4qrzHcrrrre v34enue. v Ha ll3ucrBalrr4f,Ta rro qJr. 82, u. 1 or 3MI4.

- ler<lapltpa nplteMaHero Ha cpoKoBere 3a: r43n6JIHeHue Ha AoroBopa, rr:raulaHe,
AOCTaBKa r4 |OAHOCT Ha AOCTaB.SHHTe MeAr.iqI{HcKr4 u3nenr4fl;
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- lexlapupa Apyru obcroflTgJlcrBa, rI3LtcKBaHrl or Bb3Jro)t(r4TeJrr u tlocoqeHu B
o6pa:eqa na 4oryMeHra.

3.5.2,
npoc[eKT, KaraJror, cleqnQttrarlur r-rlzlrz Aor<yueHr 3a rexHuqecKara xapaKTepr4cruKa Ha
Ir3AsJII4tTa ITJIIT Apyr paBHo3HaqeH AoKyMeHT' I43IaAeHv oT npoI43BoAI4TeIq, AoKa3BarILI
CT,OTBETCTBI,IETO HA MENIZIII4HCKIZTE l'43AEIIIafl C TEXHIIIIECKATA CNEqITSITXAqIU HA
Bb3nox(r4Tenr, nocorreHa B KoJroHr4 2 u 3 sa flpuloNeuue l\! 4 _ Cneqn$uxauug na
MeAr.tuI4HCKI.tTg I'I3EgJI. OT AOKyMeHTaIII4 flTA 34 y]{ACTIde.

3.5.3. Koraro yqacrHr.rr nogana oSepra 3a rroBeqe or e.4Ha o6oco6eua rro3rlur.if,
3a BCgKa OT IIO3IZIII4HTo Ce fipercraBtr orAeJIHo rexHl{qecKo npeano)neHlze no roqxu 3.5.1 u
3.5.2.

BrsJroxnrerqr He E3HcKBa rrpeAcraBeHlrre or yqacrHr,rqlrre AoKyMeHTLI Aa
6rgar nocraneul{ B oraeJrHr{ rrJrlrmoBe, ranrcu r.r/n.nz gnodone 3a AoKyMer{Tr.r, ocBeH aKo
TpsBa Aa 6rgar rolun"rexroBaHrr IIo o60co6enu no3rrquu B cJryqaure, locoqeHrr B ToqKa
3.5,1.

4. Pa:r.texgane Ha o{eprure:
4.1. Ilonylenure oSepru ce orBapsr Ha fiy6nuuuo 3aceAaHrze, Ha Koero Morar Aa

IIPUCIbCTBAT YqACTHUIII'ITE B NPOqEAYPATA I4JII4 TEXHI,I YII5NHOMO]IIEHIZ NPEACTABIiTENTI, KAI(TO
14 IIpeACTaBI4TenII Ha Cp9ACTBaTa 3A MaCOBO OCBeIOMf,BaHe.

4.2. Bt'srorx'rensr npeABar(Aa pa3rnexAaHero ua orfepru're Aa ce r43B6prrrr4 rro
peAa Ha .rr. 104, wt. 2 or 3OlI, npz Koero orleHKara Ha rexHvqecKr.rre Ir qeHoBVTe
TIPEAJIO)I(EHII' HA YqACTHI4qUTE IqE CE I,I3B6PIXI4 NPEAI4 IIPOBEXAAHCTO HA IIPEABAP]]TEJIHII'
no46op.

4.3. leitorvnnra Ha KoMr{currra 3a rr3BtprrrBaHe ua no46op Ha KaH1rr1arrrre Lt

yr{acrHurlnre, pa3fne)r(aaHe r{ oueHKa na oseprure (KoMr.rcurra no .rr, 103, ar. 1 0r 30fl) ce
I43B6prrrBaT B CJreAHaTa [ocJleaoBaTenHocT:

4.3,1. r<olrucugra orBapg no peAa Ha r.sxHo.ro nocrtllBaHe 3a[eqaraHu.fg
Henpo3paqHll o[aKoBKII I4 OnOBeCTSBa TTXHOTO ClbAspXaHHe, BKI]Orlr4TeIEO IIpeAIO]KeHr4STa
Ha yrracrur.irlr4Te no noKa3areJu 3a oqeura ua oQeprure;

4.3.2. r:exnaqecKoro u qeHoBoro npeAnolr(eHr.ie Ha BceKr4 or yqacrHarlr,re ce
IIOATII,ICBAT HAT-MAIKO OT TPZMA qJ]EHOBE HA KOMI,ICUSTA IZ CE NPEANAfA NO EAI4H OT
npr4cr'crBarqlrre npeAcraBr,rrenr4 Ha Apyrr4Te yqacrHrzrlu Aa frr rroArrulre, c roero ny6luquara
r{aoT oT 3aceAaHaeTo npLIKnIoqBa;

4.3.3. noulrczqra pa3rnexAa npeAcraBeHr.rre o$eprz lr
us6panua rprarepuft 3a 863-rIataHe re3v or rtx, Koliro o.borBercrBar
o6xeenure ycnonzr;

4.3.4. xottucugta pa3rne)KAa AoKyMeHTIire, cBbp3aHr.r c JIl4rlFroro c6crorHge 14

r(pr,rrepur.ire sa no46op, Ha yrtacrHurlr.rre B Hr43xoAq[] peA cnprMo noJryqeHr.rre orleHKr4;
4.3.5. Koraro ycraHoBl4 Jrr4frca, Henr,-rrHo.ra ur HectorBercrBr.Ie Ha

uu<popuaqr.ura, BKJrroqureJrHo HeperoBHocr zrrz $ar<ruuecna rperrrKa, xnr.r Hec6orBercrBr4 e c
rr3lrcKBa-Hllf,Ta KsM JIIIqHOTO CICTOIHUe r4na KpHTepIZIire sa no46op, KoMr4crr.{Ta II}IoMeHO
yBeAoM.rrBa yqacTHrzKa;

4.3.6. n cpor< 4o 5 pa6orulr AHr4 or rroJr) taBaHero Ha yBeloMneHr.iero yqacrHr.rKtT
Moxe Aa rlpeAcraBrr uon EE{OI uluttu 4pyru ,qoKyMeHTr4, Kor4To ctAbp}Kar npoMeHeHa
u/uma 4onrmreua uuQopuaqan;

4.3.7. rcottucus'' pa3rnex.4a AoKyMeHTrzre, cts.bp3aHr c Jrr-rq'oro c\c.torr've Ll
KPI{TEPI,II4TE :A NO46OP AO YCTAI{OB'BAHE HA CT,OTBCTC1'BIIC O I.I3I,ICKBAHI.I'TA HA NBAMA

oueH.rIBa c6rJracHo
Ha flpelBapr.lTenHo
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NOTOBOP

!uec.........,..,....2019 roa. n rp. [o6puu, Ha ocHoBaHlie \r. ll2 u cl. or 3arona ga
o6ulecrnenure [opBqK]I, ce cKnrorlli Hacrostqlltr AotoBop Me)r(ay:

"MHO| Oilp O@I4JIHA EOJIHI4I_IA 3A. AKTI4B HO nEqEHI4E_AOEpt4r{ " AA
rp. !o6pav, c6c ceAanrrule u aApec Ha ynpaBJreHr.ie: rp. [o6prav, y:t. ,,llauafior Xnros,'24,
rerr. 058/600160, gaxc: 0581600414, e-mail: oblb@bereon.net, EIIK 124141302,
npeAcraBnrBaHo or .{-p cnerosap Ba.li'ren - tr4gnrmrnreneH lrzperrop Ha Apy)KecrB01.o,
napnuaua BIb3JIOXI4TEII

A

"MHOIOilPOOI,IAHA BO 3A AKTIZBHO AEqEHT4E -AOBpHq" A,4
AOEPl,tq 9300 E yn'naHafior XmoB" 24 I 058/600488 d)aKc 058/600414 El ernaiL oblb@bergon nel

IIPOEKT

c6c ceAanHrle B
...............................rI aApec
EI4K.

B KaqecTBoTo My Ha.
onpeAeneH 3a v3rrr,JrHureJr c Pe[resue Ns . . . . . . . . . . . ...Ha I43nr]JrHI4 TenHr4t AItpeKTOp Ha
leqe6r{oro 3aBeAeHr4e cneA npoBereHa npoqeAypa 3a B63JrafaHe ua o6rqecreeua nopbqKa
run "orrcpara" Ns 00083-2019-........., c npeAMer: ,{ocraena Ha Menvrlr4HcKr4 u3ren][^s,3a
oprofleArr qHa, HeBpoxr4pypf qHa tz xv pypruqua 4efiuocr, Hapr4r]aH I43III>JIHI4TEJI.

CT panure ce cnopa3yMrxa 3a oneAHoro:

TTPEIMET HA.4Of OBOPA Lt TJEHLT
r{.neu 1. I43IIbJIHI4TEJIfT npo4ana sa BIb3JIOXI4TEJI_{ MeAr.ruzHcKI4

....,,,..,,IeBav3AeJI'l., IIO rIeHII, KaKTO CJIeABa:

6es {!C (........nera c !!C).

CPOKOBE trI HAI]I4H HA IINAUAHE
.{len 2. Cpor:sr Ha Hacror'qur .qofoBop e 12 nreceqa or Aarara Ha no.4''r4cBaHero

lry. loronoprr npogrrNaea 4eficrBr.rero cu Ao cKnroqBaHe'r'o Ha AofoBop c Apyf a3nGnHr.ireJr
cnel lpoBexraHe ua o6rqectrena floprrrKa.

9neH 3. lloco.re'r4re n u:r. 1 ve4aqrr'cKr4 r{3AeJrr4, 
'Ie 6'Aar AocraB.{Hu or

I43|[bJIHI,]TEJUI sa BIb3JIOXI4TEIII s cpo* Ao 72 (cesevgecer u sea) vaca, o,re4
3afBtBaHeTo t4 M.

r{leu 4. !:slNlrMara Ha I43IIbJIHI4TEII! cyua no BcrKa orAeJrHa AocraBKa ue
6r4e nrarena or Blb3Jroxtr4TEJUI no 6annoea'ra cMerxa Ha u3frrIIHr4TEIIA e cpox 4o 60
(uecr4ecer) KaneHAapHrz AHr4 cneA n3,qaBauero na Qaxrypa or I43IIbnFII4TEJIfi.

9neu 5. Cporrr Ha roAHocr Ha AocraBeHlrre MeAvrIrrHcKr.r rz1errrtfr rpn6ea 4a e
He [o-MaJr6K or 1 (e4ua ) roAriua r(6M MoMeHTa Ha AocraBKara.

MIICTO HA I43N'bIIHEHI4E T4 IIPEMI4HABAHE HA COECTBEHOCTTA
9les 6.3a lrqcro Ha AocraBllHe Ha MeAI4Il]lHoKure r43Aenu.rr ce onpeAeJl,

"MEAJI-[o6pnu" AA rp.[o6puv, yn. "llanaftor Xzroe,,Ns 24, zeeHo,,BorHu.{sa u.rrinu,,.
9les 7. co6crne'ocrra B6pxy rocra'rHrrre Merr4rlr.rHcKvt u3Ter,rs, r4 prrcK'r or

IIT'JIHo I4JIII qacrur{Ho nofl4BaHe Ha croKr'rre npeMr.rnaBa B6pxy Bb3JlOXI4TEJlfl or l,rovreura
Ha rrprieMarrero uM Ha M.f,croro Ha AocraBrHe c nprreMo-rrpeAaBareJreH nporoKon r4nu apyf
paBEo3HaqeH AoKyMeHT.
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IIPABA Ii 3AAbNXEHUA HA U3TITJIHI4TEIIA
Y;ren 8. (1) I4I:bJIHI4TEJIfiT e Anb)r(eH Aa cKnroqr4 .qoroBop 3a

noAlr3rrl'JlHel{fie, Koraro e o6tBur B 3aJrBJIeHr4ero cr4 3a yq.acrue noJr3BaHero Ha
NOAII3TI6.]1HI4TEJ], B CPOX AO 3 AHI,I OT CKJIIOqBAHETO HA AO|OBOP 34 IIOAI,I3TISJIHEH T4E VTII4 HA
AOIIGJIHI'ITeJIHO CnOpa3yMeHIze 3a 3aMtHa Ha nocorleH B 3atBJIeHI4eTO nO.4r43II6JIHIITeJI
I.I3TI6JIHI,ITEJI'T II3IIPATqA KONI4E HA IOIOBOPA I,IJIII HA AONGJIHI4TEJIIIOTO CNOPA3YMEHIiE HA
Bb3noxr,ITejrr 3aeAHo c AoKa3arencrBa, qe ca LI3nGnHeHIt ysnoBHtra IIo 'In. 66, a_n.2 u 1I or
30tI.

/a\ rI^ -..^-- -----(zJ r roAH3nT,-lIHIZTenr4Te HtMaT npaBo Aa rrpeBb3nafaT ea(a I4IIU troBerle oT
AeIlHocTLITe, KoLITo ca BKJIIoqeHrr B npeAMeTa Ha Aoro3opa 3a [oAr.r3r]6JlHeHxe.

(3) Hesasracrzrr,ro or Bb3MoxHocrra Aa ce u3no,BBar roIlz3ll'JrHr,,r.erlt,
orroBopHocrra 3a rr3ncirHeHrze Ha AofoBopa 3a o6rqecrneua noprqKa e Ha I43n:brHI4TEr.s.

(4) B:b3JIOXI{TEJI-IT nqMa Aa rz3B6prrBa ArrpeKrHr4 pasrlna fa:avfl c
ITO,4I43 T16 JIHATENI4TE.

rlnes 9. I43lIbriHIlTEJUIT e AJrbxeH aa rocraBr MeAurIr4HcKrr r43reJrrir, Kor4To:
1. r4Mar HaHecena "CE" uapxapoBKa B ctorBercrBl4e c r43licKBanusta Ha .l-r. 15

or 3axoua sa ueluqrzncKrrre rzs4e:rul (3MZ);
2. ul'tat HarreceH l.r4eHruSaxarlnoHeH HoMep na Horarluqupauus opraH ro qn.

64, at 2 or 3M14, Koraro flporleAypr.rre, onpeleneua n uape46ure no -rl. fg or 3MI4,
Z3IZCKBaT HaHaCTHeTO My ;

3. 'uar HaHeceHLI Har4MeHoBarrne v a1pec Ha ynpaBneHrze Ha npoI43BoII4Tens
u/zlu ynrluotvrorleHlit npeAcTaBr.rTe-[ I4 BHOCUTenS;

4. t4Mar l.IHcrpyKqun sa yuorpe6a, c LI3KJIIoqeHIle Ha u3l.nvflTa,3a Kollro roBa He
e npegnn4euo e 3MI4;

5. ca npu4pyxeHr4 or BaJrr.iAeH ceprr.r$uxar, yAog.r.oBeprBaq c'orBercrBt4 ero c6c
cGrrlecrBeHr,rre v3r4cKBaErrs, npr4roxrrMr4 3a r43Aenr.rero, r43AareH or Horn$uqupa:q oprau.

6. ca npozsne4eHr4 or npor43Bogurel, xoriro flprrJiara u nolAtpr(a c]icreMa 3a
yrpaBneHlie Ha KaqecrBoro EN ISO 9001 ralralu EN ISO 13485/13488 rzlurz exsr.rgareHr.Ha il
o6xeat s o6nacrra na npol-I3BoAcrBoro Ha KoHKperuure MeArlrlr.rHcKrr rt1enufl.

7. crorgerctsar Ha I,3r4cKBaHvs K.uM r43Aerl4rra no cGorBerHara o6oco6ega
rro3r4rlnr, nocoqeHr.r B orruca.Hr.rero, AareHo B flpulolnentt e No 4: cneqzs vKarJtm Ha
MeAr-rqI'IHCKT{Te r434enus' or AoKyMeHTarII4tra 3a yqacrr4e a o6rqec.rnenara [opGrIKa.

9re' 10. I43IIBJIHI4TEJIflT n cpora na AoroBopa e An'xeH Aa uMa pa3perre'r4e
unII yAocToBep9Hr.re 3a T6pfoBrzr Ha elpo c MeAr.rrlrrHcKrz yB\envfl, r4aa,qeHo oT
tr4grrmrzremuzs Ar4peKrop na tr4AJT no pe4a na 3M14.

llren 11. I43|I'bIIHIITEJTTIT a cpoxa Ha AoroBopa e AntxeH Aa npvnara u
rorAbpxa clrcreMa sa yrrpaBneHrze Ha KaqecrBoro EN ISo 9001 u/u:rz EN ISo 13495/1349g,
ll/Irru ersasanegTHa, c o6xear e o6racrra Ha nporr3Boacreoto uluru r:L,proBlifra c
MeAr4III4HCKr.l 143 Ie nr49..

rllen 12. I43|IbJIHI4TEJI_flT e A;r:sxes Aa vr,Aa1e n cpox $axrypa :a
AOCTaBeHVTe MeALI{r{HCKII tr34el7rfl .

IIPABA 14 3A,4bNXEHI{'I HA Bb3JIOXIITEJI'
rfueH 13.(1) Bb3JIOXI4TEJI flT uwa rpaBo Aa npoBeptrBa Korrr4rrecrBoro Ha

BcqKa orAerHa .4ocraBKa' Karo npl4 ycraHoBrBaHe Ha Hec6orBercrBrle e Arb)I(eH Aa yBeAoMI-i
I43IIbJIHI4TEJUI n cpor or 24 uaca.
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Q) npu ycraHoBsBaHe Ha HecborBgrcrBr,re B KarrocrBoro Ha nocraBeull.re
MeArzrlr4HcKr.r tl3nerJturs. Bb3JIoxI{TEJI-f r e AmNen aa yBeAoMu tr43flbJIHtr4TEJI-fl a cpon
ot 24 .taca.

(3) Hec:rornercrBr.rero I{a KoiruqecrBoro r.r KaqecrBoro ce ycraHoBsBa c
nporoKoJI, c6craBeH or KoMI4cI4q, clbcraBeHa or IJIGXHocrHI,Ire lzua ua Bb3JIOX]4TEJUI.

(4) B c:ryvaft, .{e I43IbJIHI4TEJUIT s cpox so 24 qaca crreA yBeAoMrBaHero rro
ar. 1 ocnopfi [IzcMeHo HecborBercrBr4ero Ha KaqecrBoro, rofi uorre Aa vcKa IlpoBepKara My
or )'rrlnHoMotqeu opran unu la6oparoprzs.

9res 14' B:b3JIOXI4TEJUIT e 4*Neu Aa 3arrnarri yroBopeHara ueFra B pa3Mepa,
no HarruHa Iz B cpoKa, onpeAeneHli B HaoTottqrrr aofoBop.

HEYCTOUKI4
r{leu 15.(1) lrpu za6ana Ha AocraB*a or crpaua ua z3II'bJrHI{TEJrlI c noBeqe or

24 (nnaaecer u verrpr) .raca, B'b3JloxLrrBlrflT HMa rpaBo aa ronyqu Heycroitra n
pa3Mep Ha 0,1 (nyna q.sro, eAHa 4ecera) Ha cro or croftHocrra Ha ga6aseuara .[ocraBKa 3a
ecer<u 24 saca ga6asa.

(2) llpu ycrauonrBaHe Ha Hec6orBercrBrre B Korr4qecrBoro, tr43llT,IHlITEJl-flT e
AJIGXeH Aa AOCTaBIi illrnoBallloro KonuqecrBo rrpu cneaBaulara rocraBKa, a np}l norrcKBaHe
or crpaHa Ha B:b3Jioxl4TEJIt B cpor( or 24 \aca. flpu ueu:nurnenr" ,ru rouu 3aAcrr)r(eHr4e
Bb3JIOXI4TEJI fr urta rpaBo Aa ronyqr.r Heycroiixa n pa.:naep Ha 5 (ner) Ha cro or
crofrHocrra Ha -[utrcBauloro Kort4 qecrBo,

(3) npu ycraHoBsBaHe Ha Hec'orBercrBr.le B KartecrBoro, I,I3IIbJIHZTEJIIT e
AN6)K9H AA ,4OCTABI] MEAI4III4HCKI4 I].3AENI4fl, C YIOBOPEHOTO KAqECTBO NPT4 CNEABAIIIATA
AocraBKa, a npu [orrcKBaHe or crpaHa ua B]r3roxtr4TEJI_f s cpoK or 24 uaca. lrpu
Herr3ntrrHeHr,re Ha roBa 3aAtJrxresue BT,3JIOXI4TEIIAT r4Ma npaBo Aa fionyrrr4 ueycrofira e
pa3Mep Ha 5 (ner) na cro or crofiuoclra Ha HeKaqecrBenara AocraBKa.

(4) B cnyuarare no zlrrr4Her4 2 u 3, axo I43IbJIHI{TEJI{T He aoc.r.asu
roroBopeHoro, BTr3JIoxI4TEJItr zrr,ra npano aa 3aKyl1r4 neo6xogrziraure My MeAr4rIr.iHcKr4
u3Aeruq or Apyf AocraBrrr.rK, Karo pa3nrlKara Mexry rleHara no AoroBopa lr 4eficrnnrelHo
3an.rrareHara qeHa e 3a cMerKa Ha II3IIbJIHI4TEJII.

rlreu 16,(1) flpu orra: ua I43IITIIHI4TE[ fr. m AocraBr4 3arBeHare My
MeAr'iqvHcKrz Lr3Ae vs. u rl npu sa6asa noeeqe or 4g (uerapraaecer rz oceira) vaoa,
B:b3J]OXI4TEJUIT uivra npaso aa 3a*ynr{ neo6xo4unaure My MeAr.iqr.rHcKr-i r43Aenu or Apyr
AOCTaBqIZK.

(2) B c:ryualrre no npelxoAHara aJTrzHe{ pa3nuKara Me)KAy ueHara no lofoBopa 14

4eficrnuremro 3aflJraregara r{eHa e 3a cMerKa Ha tr{3IITTIIHI4TEJUI.
9lelr 17. B|BnOXUTEIIflT l.rir,ra npano Aa ricKa o6esqe.reuue B n6neH pa3Mcp

I{a BpeAI4T9, KOITTO e rIpeTl'pntn B pe3yJrrar Ha za6asenara ulurl4 HeKaqecrBeHara nocraBKa..{reH 18. flpu:a6aea Ha rlralrlaHe or crpaHa sa Bb3Jroxtr4TEJI-f,, noc:re.qurqr
arrNu ua I,I3fllbJIHI{TEJlt ueycrofixa, B pa3Mep Ha 3aKoHHara -[r.rxBa.

9len 19, Heycroillone, o6e:rqereuurra n rleHoBllre pa3nr.rKr{ no wr. 16, aa. 2
rr.rorar 4a 6r4ar y46pxaHrz or BcsKo AGJrxr.rMo na tr43lIlbJlHZTEJIlI n;raurase.

IIPEKPAT'BAHE HA,IO|OBOPA
r{:ren 20. .{oronoptr ce npeKparrBa:
l. c I'I3Tr4qaHe Ha cpoKa, :a rofiro e cKrlor{eH, ocBeH B xrlrore3ara ua q:ren 2.

u3p9r{eHrze BTopo;
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2. o't v3'rlpaBEara c'rpaHa rlpll cltcreMHo HeIr3n6rHeHI4e Ha 3ar6n)r(eHlitr?1 xo
AOfOBOpa. llo4 cracrelrno Herz3n'bJrHeHr4e ce pas6upa raKoBa, r43B6prrreHo rBa lJrr.r floBeqe
nlbTll B plMKI4Te Ha e,4IrH KaneHAapeH Meceq, I4Jrl.{ noBerle oT TpII IBTI4 B paMKI.iTe Ha cpoKa Ha
AOfOBOpa;

3. npz ct:4anaHero Ha ycJroB'r 3a AocraBKa Ha MeAr.irlr4HcKr4 .'saenvfl aJrea
npoBex,qaHeTo Ha rIeHTpaJII43npa]]fi eneKTpoHHr.r r:bproBe.

4. n clyvai, .re 6tge npoMeueHa HopMarHBHara ype46a, e pe3ynrar Ha Koero
ornaAHe ueo6xo4auocrra or AocraBKara Ha ri3re.[]isra, Kor.lro ca nperMer Ha AofoBopa;

5. nprz uenr:vo)I(Hocr Aa ce ocr'trypu $unancupane 3a r43[GJrueHr4ero Ha
rloptqKara rro np[qrzHr4, r<ouro BT,3IIOXI4TEJIAT ue e naor.u Ia flpeIBuEV.

APyfz ycJroBI4J{
rlrcn 2L Crpauure rro AofoBopa He Mofar Ia r.o u3MeHrr, ocBeH B cryr]au.l.c,

rIpeABVAeHr4 s qr. 1 16 or 3OIL
.{.leu 22' Cr:panure rro AoroBopa qe perraBar B63HLtKHzurrire rro r43rrbJrneHr.iero

cnopoBe rro B3ar.rMHo cGrJracr4e, a aKo roBa e HeB63MoxHo, IIo peAa na fIIK, npeA poAoBo
KoMrrereHTHzrr cGA B rp. .{o6puv.

9nen 23. 3a ecfi.rKra HeypelgHrz no
pa:nope46ure na 3Oll, lIlI3OlI, 334 u T3.

r{:reu 24.(1) 3a na,rrz4nu aApecr4 3a npr4eMaHe na c:so6rqeulla, cB6p3aHu c
HacTorull4t aofoBop ce cMrITaT aApecI.ITe, IIOCOr{9HU B HaqaJlOTO Ha nOfOBOpa.

(2) flpu npoMsHa Ha AaHHr4re no [peAxoAHara aJrHHes,, ctorBerHara crpaHa e
AnsX(Ha Aa yBeAOMA ApyraTa B Tpr.rAHeBeH cpoK oT npoMrHara.

flplr c:scran*re Ha Hacrorrqlrrr AoroBop ce npercraBr4xa or z3rrbnHr.rre-[t
cJr9AHI4Te AOKF4eHTII 3a AOKa3BaHe JII4TICaTa Ha ocHoBaHLIS 3a OTCTpaHf,BaHe:

- ga o6croqrelcrBara rro \ . 54, ar. 1, r. 1 or 3OlI - cBr.rAereJrcrBo 3a c6Ar.rMoo.r;- sa o6crosrercrBoro no vl. 54, a,,r. 1, r. 3 or 3Ofl _ ylocroseDegrrc or
o6rqlEnara no ce4anvqero Ha yqasrnuKa;

- sa o6crosre:rcrBoro no ul. 54, a:r. 1, t. 6 - yAocroBepeHr4e or opraHrrre Ha
tr4snrrHnrerHa areuqul "f:rasua uHcrteKrlt4.f, rto rpyAa";

- cepruqprzrar 3a npuJraraue r.i fioAlcpx(a.He Ha cucreMa 3a y[paBneHr4e Ha
(aqecrBoro EN ISo 9007 ulutm EN ISo 13485/13488 u/wu exnuearenrua, c o6xnar n
o6nacrra ua npor.r3BoAcrBoro nlutu rsprovutra c MeIVqr.rHoKu u3rerr4r.

Hacroxrquar AoroBop ce c'craBrz a rpu e4uoo6pa3Hr4 eK3eMrur.spa, eAr.rH 3a
A3[:bJIHI4TEJ]f u 4na sa Blb3IOXI4TEnq.

I43IIIbIIHI4TEJI: KYIIVBAII:

HacTo.srll4t AO|OBOp B:bnpocI4 tqe ce npr4naraT


