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CbNbPXTAHIIE

HA AOKyMer{TaUUqTa 3a yqACTUe B rlpOrIeAypa 3a Bb3JraraHe
Ha o6qecrBena rropr,qKa, cT,fJracHo q,'r. 31, a,r. 1 or 3OII

1. Peureuue 3a orKpr4BaHe Ha npoqenypa 3a B:LSJraraHe ua o6rqecrneua rroptqra -
n o'rgeneu tpafil.

) n4cancFri1 f w,- ,.ceTo ce ofioBecrsBa oTKpr4BaHeTo Ha rrpoqeAypaTa - B oTAeJreH

Qaifu.
3. TexHr4qecma cnequSrzraqnn;
4. Vxa:arra-s sa no4ro'ronr<a na o$eprara.
5 flnncro uo nnrnr..* *_. _Bop.
6. flpnroNenue Ns 1 "Cnuc6r na :ra6oparopurrre KoHcyMaruBr.r, peaKTr4Br.r 14

TecroBe 3a orAe:reHze "Kruuu.rHa ra6oparopt4.[" - n or4elen $aftn;
5. O6pa:uu Ha aoxyMeHrlr - e oraeleu $all:
5.1. flpraaorrenze J\lt 2 - npr.rMepeu o6paseq: .{exlrapaqul sa lu ca Ha cB6p3aHocr

c Apyr yqacrHuK B c:borBercrBrre c qn. 101, a.r. 11 or 3OII;
5.2. flpzloNeur.ie Np 3 - 3aA6Jr)r{nreJreH o6pa:eu: .{erlapaqun no qn. 6, al.2 or

3axosa:a MepKvre cpeqy r.r3irnpaHe Ha napr4 gr,rJracHo llpllloNenue Nb 2 rctir.r qr. 11, an.2
or IIII3MIzIII;

5.3. flplr,roxeurie J\il 4 - nprzMepeH o6pa3eq: lerinapa:1zl no .{r. 66, an. 1,
I43p.BTopo or 3OfI 3a [oerr4Te or rroAr43nbJrHrrreJrr 3aAT,JrxeHr.{r;

5.4. llpu:roxtenue N9 5 - 3aA6nxr4T eleu o6paseq: Texuuqecr<o [peAnoxeHr4e;
5.5. llpuloxceuae N! 6 - 3aA6Jr)Kr{reJreH o6pa3eq: I_{eHono upe4lo}Keur4e,

ct,Atpxaqo fipegno)r{eHr]ero Ha yrracrHr.iKa oruocHo rleHara 3a npn4o6znane.
6. Crau4apreH o6pa:eq Ha eArzHHHfi enponeitcr<u AoKyMeHT :a o6qecraeuz

noptqKu (EEIOQ - e orAeneH (bafin.
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TEXHIIqECKI{ CTIEIII4OI4KAIII4I4

L. I{gucxnauuq KbM AocraBflHHTe lt3aeJrlrfl rro Bcr{qrr{ o6oco6eHn rr03nqurr:
1.1. la ca npor43BeAeHl4 or rrpor.t3BoAr4Ten, KoiiTo nprrJrafa n rrollT,pr(a crrcreMa

3a yrrpaBneHrre Ha Kar{ecrBoro ]SO 9001 ululu cucrewa 3a yrrpalneHr.ie Ha KaqecrBoro Ha
Me,qtlqr.iHcr{r.rre u:4e:rzx ISO 13 485 u/ulu eKBr4BMeHTHa.

L2. la c:borBercrBar Ha r43ucKBafir4sra na ,{rzperrvBa Ha Enponeilcxa.r
napnaMeHT fi C:seera ua Enpona 98/79 EC 3a MeAuur4Hcr{ure cpeAcrBa 3a AzarHocrrzKa
(IVD).

1.3. [a orronapm Ha rcr4cKBauurra ua wt. 82, a,r. 1 or 3M14, Karo rzMar:
- HaHeceHa "CE" rraprcrapoeKa B clorBercrBr4e c v 3r4cxBaulr rtra Ha .tn. 15 or 3MZ;
- HaHeceH naprrEgen/cepueH HoMep BT,pxy onaKoBKrzre, Koraro e lpr.rJroxciMo;
- rraHeceH r.i4enru$zraqlroHeH HoMep Ha uoru$uqrzpaHrrs opraH no wl 63, ut. 4

or 3MZ, Koraro [porleAyprrre, o peAeJreHu n uape46ure no .rr. 18 or 3MI4, r43ncKBar
HaHactHeTo My;

- HaHeceua Har{MeHoBaHve n a,qpec Ha ynpaBneHue Ha [pori3BoAr4Tens ulunu
yfibnHoMorqeHlr{ [peacTaBl4Ten u BHocLITeJIt;

- nHcrpyKrlrrr :a ynorpe6a, c rz3KJrroqeHr.re Ha v34eIr4trra, 3a Kor.rro roBa He e

npeABr.ileHo B 3aKoHa. B clyvarare, Koraro r-rHcrpyKrlr4r4re 3a ynorpe6a ca Ha qyxA e3rzK,
crrqure rpx6na 4a ce uMar npeBo4 na 6:slrapcr<r.i e:rx.

1.4. fla uv'ar cpoK Ha foAnocr KlbM MoMqHTa Ha AocraBKara He no-MaJrtK or 60 %o

(ruecr4ecer npoqenra) or o6qzl cpoK Ha roArrocr.

2. Vlzucxnauus no o6oco6eua rro3r.rqufl JYir 1: [ocraena ua la6oparopur.r
KOHCyMaTIIBIT, peaKTItBII U TeCTOBe, npeAHa3HarleHV 3a XeMaTO!'IOnUfl .

2.1. KounlexcHa AocraBra or eAr4H [por]3BoAzTen 3a BcnqKrz HoMeHKnaryp]:r or
IBeTe nonllo3I4rIr4I4.

2.2. llpe4naraHr{Te Mel(rzrl}iucKrl Ltr.Aerr s. tpn6na 4a 6r,4ar crnirtecruuu c
MeAr4rlr4r{cKaTa anapaTypa 3a Korro ule ce rr3noJr3BaT.

3, I{elrcxnaHns rIo o6ocodeHa rIo3uqr,rq J\b 2: flocranrca na ,ra6oparopuu
KOHCyMATI'Bt't, peaKTr.rBu II TeCTOBe, npeAHa3HaqeHLI 3a XeMOKOaryJraquff,

3.1. Kounnercna AocraBKa or eAltH npou3Bolr4Teir 3a Bcr.tllKu HoMeuKJrarypri or
TOIN03I4III4'TA.

3.2. Peaxrrzsure Ia ca c AoKasaHa or rrpora3BoAr4Ten.s ctBMecruMocr c
alaparr.ire (uporpauu c BaJrr.i4ripaHu aHanr.rrrzrrHr.r npoue4ypN).

4. I{gucKsaH q uo o6oco6eua rro3r.rqrrs J\ir 3: locranrca na .na6oparopuu
KOHCyMaTI{BLr, peaKTIIBLI TeCTOBe, npeAHa3HaqeHu 3a npeAHa3HaqeHH 3a KJILIHUqHa
xltMIlq U [IMyHO.,'IOrUfl :

4.1. Koullexcna AocraBKa or eAnH npor.i3BoAzrer 3a BclrqKr4 HoMeHKJrarypr.i or
.4BeTe IIOAIO3UUI4I4.

4.2. Peaxrunute Ia ca 6apro4l.ipauu u c AoKa3aHa or [por43BoAr.iren.[
cr,BMecruMocr c afiaparr4Te (nporpa"rr.ta a Banw4upaHx alanvrr4.uHu nporle4ypri).

5, Itl:ucxeanlrrr no o6oco6eHa no3r.ruflfl J\] 4: {ocranna na ,radoparopur.r
KOHCyMaTHBIt, peaKTrrBrr rr TecToBe, npeAHa3HaqeHrr 3a uIrcKoaHaIIt3aTopr.r:

5.1. Kounler<cna AocraBKa or eAr4rr npor43BoAuren 3a Bcr4rrKu HoMeHKnarypr.r or
BCtKa OT rrOInO3IlIlLtIdTe.
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6. llsucrcsaHus no o6oco6esa lo3r{rrufl j\ir 5: [ocranna ua ,ra6oparopnu
r(oHcyMaTHBLI, peaKTItBr{ n TeCTOBe, [peAHa3HarIeHU 3a [peAHa3HarteHl,r 3a KpbBHo-
fA3OB AHAJII,I3:

6.1. Kolrnnercua AocraBxa or eAr4H rrporr3BoAr4Ten 3a Bcr.rqru HoMeHxJraryprr or
BC.'IKA OT IONIO3IIIIIIITE.

7. I{sucKsauus ro o6oco6eua rro3rrqufl J\i: 6: locrauca Ha recroBe 3a ypHHeH
AHAJII,I3ATOP:

7.1. Korr,rn:rer<cua AocraBKa or eAr4H rrporr3BoArrren 3a BcvqKH HoMeHKnarypl.r or
nonn03I.tuI4tTa.
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YKA3AHI4'I 34. TION|OTOBKA HA O@EPTATA

1. Ilogrororma na otleprara:
I .1 . IIpu no,4foroBKara ua o$eprure yqacrHltrg4re ca AJltxur.r Ia cna3Bar

rr3ucKBaHr.rsra Ha BT,3Jror(r.rreJr.{. OQeprara cJreABa Aa orroBapr Ha r.r3r4cKBaHr4sra, locor{eHl4
B perrreHnero, o6qsrenr4ero z AoKyMeHTarIu flTa 3a yqacrtre B [poqelypara v ra 6.b1e
o$opMgHa rro [puJro]r(eHr4Te K6M Aon].N4eHTarlrrrra o6pa3qu, Koraro roBa ce r.r3r.rcKBa.
Orroeopnocrra sa rrpaBlIJruoro B:$nprreMaHe Ha AoKlMeHTaIluflTa 3a yqacrlre ce Hocrl
eAIiHCTBeHO OT yTIaCTHUIIUTe.

1.2. OQeprzre ce rasrorBrr Ha 6urapcrcll esun. loxyneurrr, Korzro ca Ha qyxa
e3lrK ce fipeac raBr I B npeBor Ha 6r,,rrapcra.

1.3. ,{o u:ruuauero Ha cpor(a 3a rroAaBaHe Ha o$eprrzre, BceKri yqacrHrrK Mo}r(e Aa
npoMeHLr. Aa Aon rrJrHr.t hJl r.j Aa orrerru o$eprara c .

1.4. llpe4cranxHero Ha o$epra 3a,46DKaBa yqacrHr.rKa ra nplreMe Harrtrruo
BgIzLIKfi Iz3LIcKBaHtrt n ycJLoBLrA, rlocoqeHlt B pelrreHllero, o6sereHlreto rr AoKyMer{Tarlr4trTa 3a
yqacrr4e B rrpoqeAypaTa.

1.5. Bcer<z yqacrul4K B [poqeAypara r{Ma npaBo Aa npeacraBr{ caMo erHa oQep.fa.
1.6. Jluqe, Koero yqacrBa n o6e4uuenue uJrrr e Auro o6rJracr4e Aa 66ne

rroAr.r3rrl-rrHrireJr Ha apyf yqacrnuK, He MolKe Aa no.4aBa caMocrorrelua oSepra.
1.7. B npoqe4ypa 3a B63naraHe Ha o6qecrBeHa lopr,qKa e4uo Sraszuecro ulu

IopuA[rrecKo nriqe Mo]Ke ,qa yqacrBa caMo n e4uo o6egnneuue.
1.8. Cnrp:anz nr4ua He Mofar Aa 6T,Aar caMocrorreJrHr.r yqacrHr4urz B eAHa r.i o.bqa

nporleAypa. llo4 "cnrpsaHu nr4rla'r cJreaBa aa ce Ma rrpe,4Br4A orrpeaeneHvero no 6 2, r. 45
or nP na 3OlI.

1.9, Vvacrnuqure Morar Aa ce rro3oBar Ha Karraqr4Tera Ha rperr.i lillqa,
r{e3aBr4cllMo oT IIpaBHaTa Bp63Ka Me}KAy TtX, IIO OTHOIIOHIIO Ha r(pliTepI4r4Te, cB6p3aHLi C

I4xouoMlzqecKoro u Quuancoeoro c.borol-nne, TexHr4qecKI4Te cnoco6Hocrli Lr

upoSecr.roua,rnara r{oMnereHTuocr. 3a rperr4Te Jruua ce rrprinara ql. 65 or 3OlI.
1.10. Vqacrriuunre nocoqBar n o$eprara cu rroArisrrtJrHr4TeJrr4Te 14 lena or

noplqKara, I(ofrTo rrle uM Bb3Jloxar, aKo BT,3HaMeptBar Aa a3rloJl:ear raKusa. 3a
rroArr3rrlJrHvre.rrr,rre ce rlpr4nara qn. 66 or 3OlI.

He:anucvtvo or B63Mo)nqocrra 3a u3rIoJI3BaHe Ha lronlz3It6:tHl4.r.cJlr4
ortoBopHocrra 3a I{3nrrueHr.re Ha aofoBopa 3a o6rqecraeua noptqKa e Ha Il3[6nHr.ITeJIt.

Bl:;toNu'rersl HtMa .4a r43BcpIIrBa nlipeKTHI4 pa3nnaqagr4.tr c noAll3[:bJIHI-ire.[r4Te.
1.11. Yqac:rnaqr4Te Morar Aa flocor]Bar e orfeprzre cu uu$opiuaqus, Korro

cMrrar 3a rou$rzgeHqr.ia,rna BT,B Bp63Ka c Ha,rnqr.rero Ha rlproBc(a raftsa. I{ora:ro
yqacrHr4rlr4Te ca ce rro3oBaJrrr ua ron{rz4enqza-r.ruocr, clorBeruara rzH$oplraqftr se ce
pa3r(prrBa or BG3Jro)Kr4TeJrr. Vvacrnrzqure He Morar Aa ce [o3oBaBar ua rou$ugenqzaluocr
no orHorxeHlIe Ha npeAno)KeHlztra or oq)gprllTe I-iM, Kor4To rlo4Jle)r(ar Ha oqeHxa.

1.12. Bcuqxr.r AoKyMeHTrr ce npeAcraBsr B opr.raHaJr r4Jrr4 Korrr4r, 3aBepeur.t or
yqacrHuKa c "BapHo c opuruHa-na". ,{ernapaquure u 6anKosure rapaHrlr4r, (oraro raKrzBa ce
r.r3r4cKBaT, ce npeAcTaBtT caMo B opI4rIIHaI.

1.13. Jluqara Morar Aa nor4cxar nr.rcMeHo or Bt3Jrorrr.rreJu pa3rcHeur4s ro
perxeHnero, o6-sereHr4ero rz AoKlueHTa{}rrra 3a o6qecrBeHara rroprqra 4o 10 4uz npe4a
r43Tr4qa.He Ha cpoKa 3a noryqaBaHe na o$eprlrre, a Koraro cpoK:br e ctKpareH lpr4
neo6xo4znaocr or c[errrHo Bb3JIafaHe - ro 7 AI:^tt. B:ss:rontrztergr fipeAocraB{ piBtcHeHurra B
4-,quenen cpoK or loryqaBaHe Ha r4cKaHero, Ho He no-(6cHo o'r 6 4uu [peAr4 cpoKa 3a
fioryqaBaHe Ha o(bepru, a Kofaro cpoKtT e ccrpareH nopaglr neo6xoIr4Mocr or crrerrrHo

q*pl:Y
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B63JrafaHe - IO 4 AHrZ npelr4 TO3r4 CpOK. B pa3rCHeH'AflTa He Ce nOCOqBa nrIIIeTO, HanpaBI4nO
3ajlrrrBaHero. Basloxrutelqt He npeaocraBt pa3rcHeHltt, aKo r.IcKaHero e rlocr6nr4Jro uJlcA
cpoKa Iro u3peqeHl4e ntpno. Pa:lcueHrrrra ce flpeAocraBrr vpes ny6nur<ynane Ha npo$a:ra
Ha KynyBarra.

2. flo4anane na or[eprara:
2.1. ,{orcyueurlrre, cB6p3aHri c yqacruero B npor{eAypara, ce npeAcraBrr or

yqacTHl.iKa, I.lJIrr oT yn6.llHoMorqeH oT Hero npeAgTaBlITeI - Jrr4rrHo unli qp93 nouleHoKa I4JTI4

Apyra Kypuepcxa yc:ryra c npenopttrana lparr{a c o6parna pa3[r4cxa, ua alpeca Ha
Bt3Jloxrrrenr: rp. lo6puu 9300, yl. "flasafior Xuron" 24.

2.2 flot<yl.aeulure ce lpeAcraBrr B 3anerraraHa Henpo3paqua orraKoBra, Bbpxy
KOTTO Ce [OCOqBaT: HatrMeHOBaHI4eTO Ha yrracTHuKa, BKn]oqLITeIHO yqacTHl4rlr4Te B

o6e,qlzHeHuero, Koraro e npuJrorrLIMo; aApec 3a Kopec[oHAeHurir, Tere(boH rr [o B:b3Mo)nHocr
- $ar<c u eneKTpoHeH alpec; HaliMeHoBaHr4ero Ha lloptrrKara, a Kofaro e nplzJrororMo - I4

060co6eH[Te no3lzq]i14, 3a Kor.ITo [oAaBar AoKyMeHTLITe.
2.3. 3a no:ryveHure o$eprn rpx Br[,3Jror(r.rreJrr ce BoAr4 perr4crbp, n rofiro ce

or6ersgnar: [oAaren na o$epra:ra; HoMep, Aara n rrac Ha noryrraBaHe; rpuqvHr.rre 3a
BpG[IaHe ua o$eprara, Koraro e nprrJroxr-iMo.

2.4. tlpu flonyqaBaHe Ha o$eprara B6pxy orraKoBr(ara ce or6emsnar uopeAHr4.r{T
HOMep, AaTaTa rz qaccT Ha nonyqaBaHeTo, 3a KogTo Ha rrpr,rHocr,rTenr c9 r43IaBa aoKyMeHT.

2.5. He ce fipr{eMar o$eprIl, Kor.rro ca npeAcraBeHr4 cJreA r,r3TriqaHe Ha Rpai4*:afl.
cpoK 3a [olyr]aBaI{e LTJILI Ca B He3aIerIaTaHa OIIaKOBKa I4JII4 B OIIaXOBKa C HapyUIeHa u.ulocT.

2.6. Koraro KGM MoMeHTa Ha ra3Tr,rrraHe ua xpaftuut cpor( 3a no,rryqaBaHe Ha
oQeprz lpe4 Mrcroro, onpeAeneHo 3a rrxHoro noAaBaHe, Bce otqe r{Ma qaKarqri rnqa. Te ce
BKJIIOqBAT B CII}IC6K, KOIZTO CE TOTNI4CBA OT NPEICTABI4TCJI HA BT,3JIOI(I4TCJI' I.I OT
fipucbcTBar]lrrTe nr4rla. ooepTaTe Ha Jrr4rlaTa or cnl4c6Ka ce 3aBe)KAaT B pefacrGpa Ha
B63J1oxr4reJrr. He ce 4olycxa nprieMaHe Ha o$epru or Jrr4rla, Korrro He ca Brsrrcqenr4 B

crlrcSKa.
2,7 . B crry.<aure, Kofaro o$eprara ce ri3[paua no nofl]ara rrnri c Kypr.repoKa

cryx6a, yqacrHr4K6T cnegBa Aa ocr4rypr4 seftuoro cBoeBpeMeHHo nprrcrrlrane npe4rT
I43rrrrraHe Ha cpoKa 3a rroAaBaHe Ha oQepru. Pr.rcxtr or sa5ana utu sary6naue na o$eprara e
3a yqacTHr4Ka.

3. Crgtpxanue Ha 3arrerraraHara HenpoipaqHa onaroBKa u yna3aHuq 3a
nolbJrBaHe Ha aoKyMeHTItTe B He.s:

3.1. Onlrc Ha [peAcraBeHr4Te Aor(yMeHTri.
3.2. CraugapreH o6pa-:er1 sa eAVEHr4tr enponeilcxu AoKyMeFrr :a o6rqecreeulr

fiop:bqKz (EEAO|I) 3a yqacrHrzKa, a Kofaro e lpunoxr{Mo - 3a BceKr.r or yqacrHrzrlr4Te B
o6eguneut'iero, Koero He e IopI4AIir{ecKo JrI4IIe, 3a Bcel(u rroAr43ntJrHlireJl LI 3a Bcrl(o rgue.
r{r.ir4ro pecypcu rqe 65aaT aHfaxvpaHu B H3rrsJrHeHrreTo Ha nopbqKara.

llpu logroronnara ua EEIOI cJreABa Aa ce Ma npeABr4A cJre,qHoro:
3.2. 1 . 9pes EEAOI yqacrHrzKtT AeKJrapr4pa J'rr4ncara Fra ocHoBaHu.{ra 3a

orcrpaHsBaHe n c6orBercrBr4e c Kpr4Tepr.ir4Te sa no46op. B sero ce fipeAocraBr cr,orBerHara
uu$opltaqur, I43trcKBarra or B63Jroxl.ire-[s, u ce npeAcraBtr naHHr4 orHocHo ny6lravutfie
perr.icrpr,t, B Kor4To ce c:bAlbplr(a zll@opnaaqua 3a Aersrapj4 paHr.rre o6crorreJrcrB a r4IH 3a
KOMnereHTHIlr OpraH, KOftTO CGtJraCHO 3aKOHOAaTeJICTBOTO Ha CbOTBerHara a6p)I(aBa e

AJTEIKeH Aa [peAOCran;l raHsopnaaur4r 3a re3rz o6croqrelcrsa cnyNe6uo Ha B63nOXr4Tenr.
3.2.2. B qacm II, 6yrcaa "A; I4uQopnatlzn 3a ut{oHowttHecrcua onepamop,', a

pa3Aena "I4deumu$urcat4ua" yuaclnuxt r cJreABa Aa orroBopri B ctorBercrBr4e c
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pefncTpaqr4rTa cu B TbproBcKr4s perl4cT6p nnn Apyf pefucTlbp c:bo6pa3Ho HaqrroHaJIHoTo crr
3aKOHOAaTeJICTBO.

3.2.3. B uacm II, 1yrcaa "A: I4uQopu.aqw 3a uKotlol4uLrecrcua onepamop,', n
pa3Aena "@opaa ua yuacmue" ua EE{Oil yqacrHuKlT cneABa Aa orroBopu Aajrr.i yqacrBa B

npoqeAypara Karo uacr or o6e4zneuue
3.2.4. B qacm II, 6yrcaa "8. tr4uQopuaqw sa npedcmaeumenume He

ukoHoMuqecKlur onepctmop") yrIacTHHKT,T cJIeABa Aa oTfoBoprr B cboTBgTCTBIle C

per crparlr.isra cr4 B rlproBcKr.rr perrrcrlp nJrr4 Apyr perncrtp cr,o6pauo HaurroFraJrHoro cr.i

3aKOHOraTe.rrcrBo.

3.2.5. B qacm II, 6yrcea "B: tr4uSopuat4un om ocHo usno.BBaHemo HCt

Kanalpmema tta dpyzu cy6exmu", yqacrHt4K6T cneABa Aa orfoBopr4 ,4aJrrz rue Ll3no.Jr:Ba
KarIaquTeTa Ha TpeTr4 JIIIqa no oTHoIIIeHI4e Ha KpnTepIII4Te, CBSp3aHU C I4KOHOMLqeCKOTO 14

$uuaHconoro cr,cro.rHue, TexHHqecKrlre cnoco6noctu u npo$ecv oua,rHara KoMrIereHTHocr.
3a ecs(o rpero Jrvue ce npeAcraBr orreneu EEAOI.

3.2.6. B qacm II, 1yrcea "f : I4nQopnar4un sa nodusntnuumettu, ,iuitmo
Kanaxlumem uKorlou.wtecKunm onepamop rntta da usnors6a", yqacrHt4xbr cneABa Aa
orfoBopll KoIr ca EoAI.I3rrr,JrHrrreJII4Te, KoI4To tqe on3Ba I.i Aera or lopr,r]Kara, KoiTo lqe LIM

B!3JrolKr4. 3a scexv rroAr4 3ntJrHnreJr ce npeAcralr orAeneH EEAOII. Hega.euczi\4o or
nontJrBaHero na EElOfI, noAr43rrr,JrHureJrrzre fipeAcraB.flT rrorrtJrHeHa rz rroArrr4caHa

[erurapaqzx no qn. 66, a,r. l, usp.eropo or 3Ofl 3a fioerure or [oArl:n6rnr]Te-[.s
3a46lrxeurrr, no DpuMepHr4.r o6pa3erl llpu:roxeuue J\b 3.

3.2.7 , B ,tacm III, 6yrcoa "A; Ocuosanutt, csbpsaHu c HaK(BameJrHu npucudu,'
yrracrHr4Kbr aeKnapupa HarTrzqnero Ha o6crosrercrBara 3a orcrpaHrBaqe or yrracrrie B

nporlegypara no u:r. 54, a,r. 1,'r. 1 rz 2 or 3OlI (ocr,N4aue 3a npecrbnneHr4s rlo qn. 108a, ql.
I59a-159r, wr. 792a, q. 209-213, qn. 301-307, ,n.321 u'ut.327a or HK nru aHarronzqurr B

apyra AtpxaBa r{reHKa r4rrz rpera crpana), Kaxro r4 npeAnpr4err4Te MepKr.i 3a Ha,4exAHocr rro
.{r. 56 or 3OlI, roraro e npr4nox(zMo. Tesu ocuonaHr.rr ce orHacrr 3a Jrr{qara, KoL.rro
[peIcTaBnsBaT yqacTHrzKa, qJreHoBeTe Ha y[paB]rTenHu rr HaA3opHH opraHr4 r4 3a Apyrr4 naua,
r(oHTo rrMaT fipaBoMorqur Ia ylpDr(HrBaT r(oHTpoJr npr4 B3eMaHeTo Ha perneHr4r oT Te3r4

opranrz. Jluqara, 3aA6:lr{eHr4 Aa AeKJrapfipar o6croqrercrsara ro rrr. 54, wt. l, r. 1 u 2 ca
nocoqeHr4 n u;r. 40, al. 2 or lIlI3OlI. Itoraro r43r-rcKBaurrrra no .rr. 54, a-n. 1, r. 1 n 2 or 3Ofl
ce orHacm 3a floBeqe or eAHo nr4rIe, Bcr4r{Kra Jrrrua roAnricBar eaus u crrq EEnOfl. Korar.o e
ua:ruqe neo6xoglrMocr or 3al\r4Ta Ha iu{qnurs LaHHv unu npv pa3nL1! re e o6ctoarelcrnata,
cB6p3aHrr c Jrr.rqHoro c:L,crorHrre, uH$oplraqzxra orHocHo Li3uccBanvflTa o .rr. 54, aa. 1, r. 1

z 2 or 3OlI ce [on6JrBa B orAeJreu EEAOII 3a BcrKo Jlr4r]e ufir4 3a HrKor4 or luqara. B
cnyqar4Te, Koraro ce [oAaBa noBerre or eanH EEAOI, o6croqrercreara, cBrp3aHra c
Kpr4Tepr4rrre sa no46op, ce ctAlbp)r(ar car,,ro n EEIOII, [oA[ricaH or Jruqe, Koero Mo)r(e
caMocrorreJlHo Ia npe4craBJltBa ctorBerHv;r cronaucxz cy6er<r.

3.2.8. B qacm III, 6yxaa "E: Ocuoaarnn, c6bp3qHu c nnaLqaHemo ua dau.aqu u
coyuqrHoocueypuntenuu suocrcu" yuacruurrr AeKJrapupa Hairr4r{r4ero ua o6croqrercrsara ga

orcrpaHsBaHe or yqacrr4e B npoqe,4ypara lo vl. 54, al. 1, r. 3 or 3OlI, KaKro r.r

[peAlpr4err4Te MepKr.r 3a HaAe)K,4Hocr rro rrJr. 56 or 3OlI, Koraro e [pr4-]roxrzMo.
3.2,9. B uacm III, 1yrcea "B; Ocuoaauutt, csbp3aHu c rrccbcmoflmenHocm,

rcouQnwtm Ha uHmepecu tmu npo(tecuoHaJLHo Hapylueuue" ytacruuwsr Aexnaplrpa
Halrr.rq ero na o6crosrelcrBara 3a orcrpaHrBaue or yqaorr.ie B nporleAypara no ul. 54, a,r. 1,
r. 4,5,6 u 7 or 3OlI. OcuonaHrz.sra no qn. 54, r. 7 or 3OlI ce orHacrr 3a Jrr.rrrara, Korrro
lpeAcTaBJrflBaT yqacTHr4Ka, qJreHoBeTe Ha yrrpaBr.rTeJrHfi r.r HaA3opHr4 opfaHr4 n 3a apyfu nuqa,
KOUTO rrMaT [paBoMorqr4r Aa )mpa)nHjrBaT KOHTpon [pI4 B3eMaHeTO Ha perxeHu.{ oT Te3I.t

opraHn. Jluqara, 3albnr(eHu Aa AeKnapr4par o6crolrercrBara rro qn. 54, ur. I, t.7 ca
nocoqenr4 n u:r. 40, ut.2 or llll3oil. Koraro u:tzcxsaulisra no rrr. 54, an. 1. r. 7 or 3Ofl ce
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ornacrr 3a noBerle or eAHo nr4rle, Bcr4rIKI.I Jrrrqa rroArrucBar eAr4H I4 c:srq EEAOII. Koraro e

namaue neo6xoAuMocr or 3arrlllra Ha.[]Iqurrre AaHHu vru npv pa3nuque n o6crolre:rcreata,
cBT,p3aHrr c Jrr4qHoro c6cro.rrHl4e, lluQoprrraqr.rna ornocHo r43rzcKBaHrrrra rro 'ttt. 54, at. 1 , t. 7

or 3OlI ce [onBJrBa B or.4eJreH EE4OII 3a BcrKo Jrrrqe r4Jrr4 3a HrKor.r or Jrr]uara. B clyvazre,
Koraro ce noAaBa noBerre or eArrH EE,,4O , o6cro.sre:rcrsara, cBBp3aHr4 c Kpr4Tepr4lrre 3a
no46op, ce c6l6pxar carrao e EEIOII, oAnucaH or nuUe, Koero Mo)r(e caMocrorrerr{o Aa
npe4craBlrrBa cro rBerH Lrf, cronaHcrcll cy6err.

3.2.I0. B qacm III, 6yrcoa "f: fipyzu ocHolarlLut 3a u3Kr,rrc4aaHe, rcoumo iv,toctce da
6tdam npedauderuu a ua4uoHatrHomo sarouodametLcmlo Ha 6b3razau.lun opzaH zuu
GbsJLozrcumert ua dtpctcaaama uneurca" ytactuun:sr AeKJIapupa Ha:rr4rlr4ero Ha:

3.2.I0.L O6crosrercrsara 3a orcrpaHrBaHe or yqacrr4e B nporleAypara no vn. 54,
ar. 1, r. 1 u 2 or 3OII (oc:rrr4aue 3a [pecrrrrneHrzr flo qn. 112, w. 194-208, -ur. 213a-217,

'r,Jr. 21,9-252 u'il. 253-260 u sn. 352-353e or HK ulu aHaJrorrzrrHr4 B Apyra AbpxaBa qrer{Ka

L{III4 rpera crpaHa). Te:u ocHoBar{r4r ce orrracrr 3a Jrurlara, Korzro [percraBnrBar yrracrHr.rKa,
qJreHoBeTe Ha ynpaBr{TenErr u Haa3opHrl opraHri ri 3a lpyf}r Jruua, KoaTo r,rMaT paBoMoulr4s

Ia ynpa)KHrBar KoHTpon npv B3eMalero Ha petreHr4.rr or re3r.i opraHr4. IIwJara,3aA:bJrxeur.r Aa
AeKJraprrpar o6cro-rrrercreara ro q;r. 54, an. 1, r. 1. u 2 ca ocoqeHz e -{r. 40, wt.2 or
Iln3OII. Koraro ugncxeaunflTa flo q:r. 54, al. 1, r. 1 u 2 or 3OlI ce orHacrr 3a noBeqc o.r
eAHo Jrr4rle, Bc[rrKr.r rurla rroAnr4cBar eAHH r.r c6rq EEIO|I. Koraro e na,rzqe neo6xo4zuocr
or 3aIrI4Ta Ira Jrl4qHvre AaHHr4 r4Irv upli pa3nlzqlte s o6crosrercrnara, cBlbp3aHl4 c .rlllr{Horo
c6crotHl4e, raudtoplraqlura orHocHo r43r4cKBaHtrATa no ul. 54, a-n. 1, r. 1u2 or 3OlI ce
rrorrtJrBa B or4eJreH EEIO 3a Bcrr(o rr4rJe L1J1r13a HrKot4 or nr4uara. B clyvalrre, Koraro ce
loAaBa noBeqe or eAr4H EEAOII, o6cro-{rercrnara, cBr,pgalr'rr c Kparepr4r4re :a no46op, ce
c:L,A:hplr{ar cauo n EE.{Oil, noArrrzcan or naqe, Koero Moxe caMocrorreJrHo Ia lpegcraBnsBa
c6orBerHl4.g cronancru cy6exr.

3.2.10.2. llpeunu sa yqacrr.ie n o6rqecrneura nopr,rrrrz lo .u. 3, r. 8 or 3arcosa :a
HKoHoMr4r{ecxr,rre u $unauconlrre ornorrrgHrzr c Apyx(ecrBara, perrrcrpupaHr4 B ropr{cAriKrlr.rr4
c npe$epeuqua,reH .4arr6qeH pero.iM, cBT,p3aHr4re c rrx Jrr.lqa r4 TexHr4Te 4eilcrnure:Iru
co6crseuuuu.

3.2.10.3. llpe4npuerlrre Mepxr4 3a HaAex.qHocr no .{r. 56 or 3OlI, Koraro e

lpl4noxlrMo I,IJII4 Hanl4t{r4ero Ha u3KrIorIeHI4.t no qr, 4 or 3arcona 3a I4KoHoMI.IqecKr4Te I.i

$uuanconrare orHorrreHr4r c ApyxecrBara, perrrcrpripanrr B iopt4 cAr4rslrir4 c npetpepeuqualen
AartrreH pexuM, cB6p3aHHTe c rsx Jrrrqa 14 TexHr4re AeficrBr4TenHr-r co6crnenzqu;

3.2.11. Yqacrnurlr4re ca AnblKHrz .4a yBeAoM.[T nr4 cMeHo BtsJrorrr,rreJrr B 3 -4nenen
cpor or r{acrtrrBane na o6croqrencrBo rro ul. 54, ast. 1 or 3OlI, AeKnapripaHo or rrx B qacrrr
II u III sa EEnOIL

3,2,12. B uacm IV 6yrcaa "a: O6tr4o yrcasaHue 3a BcuuKu Kpumepuu sa noi)6op" ce
locorrBa uu$opuaqur 3a cborBercrBr4ero Ha yr{acr}rr4Ka c Kpr4Tep yrrfie 3a no46op.
BtsloNutelsr AonycKa Bt3MoxHocrra rEu$opnaqrelra 3a clorBercrBr4e c KpnTepr.izre 3a
noA6op Ia ce rpeAocraBr4 qpe3 noncJrBaue e EEIOII e4r4HcrBeHo Ha rracr IV, 6yxna "o:
O6uto yra:aHrae 3a BcfirrKH Kpr.l repn r.l ra no46op".

3.2.13. Yqac'rurarlrzre Morar Aa rr3no.trsBar EEIOI, rofiro ne.le e 6fi:r ugnorssaH
npr4 npeAXoAHa flporleAypa sa o6uecrseua rroptqr<a, pr4 ycnoBrre, qe rrorBbpArr, qe

ctabpxauara ce n Hero lrn$oprraaqr4r Bce orqe e aKTyaJrHa.

3.3. .{oryneurz no vl. 45, ar 2 or IIII3OII 3a AoKa3BaHe Ha npeArrpuerure
Mepr(ri 3a rralexlnocr no.{r. 56 or 3OlI, Koraro e lpuJro)xr.rMo.

3.4. llpu yqacrHurlu o6e4raneulra, Korrro He ca rcpr4ArzqecKr4 nr{ua - Korrrie or
Aor(yMeHT, or xoiiro Aa e BrzAHo npaBHoro ocHoBalrue 3a c63AaBaHe na oOe4r.firenuero, r(aKTo
LI cireAHara uHSopvaqzl BrbB Bp!3Ka c KoHKperHara o6rqecrnena nopbqr(a: npaBara lr
3aA6JIxeHI4tra Ha ;n{acrHIrllnre e o6e4ranenuero; pa3npeAeneHl4ero Ha orfoBopuocrra

ffip.
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MexAy qIeHoBeTe Ha o6eAr4HeHrieTo; .4eftHocTr4Te, KonTo rqe Il3nbIHrBa BceKli qIeH Ha
o6enIIHeHIIero.

3.5. .{erc:rapaqu tr 3a trvrca Ha cB6p3aHocr c Apyf yriacrHr4K B ctorBercrBae c qr.
101, ar. 11 or 3OlI - no nprrMepeH o6pa^:erl flpuloxteuue Ns 2 or AoKyMeHrarlurra 3a
yqacrfie.

Yvacrurzrlnre ca AJrlxHu Aa yBeAoMtr nrrcMeHo Bl3Jroxurenr n 3-gnenen cpox
or FracrbrrBaHe Ha AeKnapr4paHoro o6cro.srelcrno.

3.6. .{ex:rapaqru ro ul. 6, ar. 2 or 3aKona sa MepKure cpeuy \43[rrpaHe Ha napu -
no 3aAtJrlrarreJren o6pa:eq llpu:roxeulre Nl 3.

3.7 . lextapagu.rr ro qr. 66, ,a:t. 
1 , u3p.BTopo or 3OlI 3a noerr.ire or

rroAr43nr,JrHr.rreJrr 3a46rxeHu.s - no nprrMepeH o6pa:eq llpuroxeurze Ns 4 urr.r n ceo6oana
$opua c ueo6xo4ulroro ctr6pir(aHne, B cnyqavre, Koraro yqacrur4Kbr npeaBaxAa
I]OJBBAHETO HA NONTI3IbNHI{TEJI.

3.8. Texurz'recxo npe4noxeurze - no 3aAbJrlr{r.rreleH o6pareq llpra:rox<eatte J\i: 5
K6M AOKyMeHraUUrTa 3a yqaCTVe.

B rosr-r 4oxpreur yqacrHr-iK6T:
- llpasra npe,4noxeHrre 3a LB[lJrHeHr4e Ha rop6r{Kara B c:borBercrBue c

TexHrTqecKI4Te cneuudurauurz n r{3ucKBaHlrtra Ha B63roxzrens:
- Ilernanuna n-..c--, xJCr.IeTO CI.i C (nay3l4Te Ha npr4nO)KeHIIt npOeKT Ha IO|OBOp;
- ler:rapupa cpoKa Ha Ba:rltAuocr na oSeprara;
- lernapnpa fipueMaxero Ha cpoKoBere 3a: z3r(bJrHeHrze Ha AoroBopa, fi.[aulaflc,

AOCTaBKa II |OIHOCT Ha AOOTaS'HI4Te MeIVIIT4HCKTT n3AeIII4fl;
- lernapupa Apyrr4 o6crorreJrcrBa, ri3rzcKBarrv or B:BnoxHTeJrr r{ nocoqeHrr B

o6pa3eqa Ha AoKyMeHTa.
3.9. loryueur 3a yntJrHoMouaBa-ne, Koraro Jrrrqero, Koero [oAaBa o(teprara, ue

e 3aKoHHZtT IrpeACTaBI,ITen Ha yqaCTHlIKa.

3.10. flor<a:arelcrna 3a npr4foAHocr Ha rrpeA.lraraHr4Te na6oparopr{}r
KOnCyMaTrrBr4, peaKTIIBIt I.i TeCTOBe: AaIHr4 3a npOu3BOALITeJIt, IpOTOKOJI 3a I43nr4TBaHe OT

opraH 3a oqeHrBaHe r{a cGoTBeTcTBr4eTo rrJrr.i ceprzQnrar, u3AaAeH or TaK6B opfaFr,
IrpocngKr, KaraJror, cneqr4$rzKa{ns ralrzml 4oryuenr 3a rexHr4qecKara xapaxrepr.rcrrzKa Ha
v3l\ervsTa unn Apyf paBHo3HarreH IoKyMeHT, r43AaAaHr4 oT nporl3BoAr.iTeJrr, AOKa3BarqU
c:horBercrBllero Ha MeAI4rII4 HcKr4Te LI3AeJII.{x c rexru4r{ecKara cnequdrur<aqul Ha
B!3JIO )I(I4TEJI.g.

YuacrHuqure B nporleAypara, lpeAnaraqr] peaKTr.rBrz, Kot4To He ca [pot43BeAeHr.i
oT nporr3BoAr4Telq Ha MeAI.iqI.IHcKaTa anapaTypa, 3a KotTo lqe ce I43no.lI3BaT, CneaBa Aa
npeacraBrr AoKa3arencrBa 3a ctBMecrrlMocr (pa:peureuve or Supnaara-npor4sBollrrer Ha
afiapara 3a pa3perrreHa ynorpe6a Ha re3r4 peaKTrrBlr B anapara u cepru$urar sa
npocJreArrMocr Ao 4e@uHrzruneu MeroA, r,rJrri er<nuna,renrnx).

3, 1 1 . Cano 3a yr{acrHt4 rlr4re lo o6oco6ena no3rzqur Ns 3 : Ceprz$uxar or FDA sa
npou3BeAeHrzre n CAlll npo4yrru.

3.12. I]euoeo npeAJror(eHrze, c6,46p)Karqo rpeAnolKeHr.iero Ha yqacrnr4Ka orr.tocHo
ueuara 3a [pr4Ao6ueaHe - no 3antrxvreneH o6paseq llpranoxreHr.re N9 6.

3.12.1 . B ro3r.r AoKyMeHT BceKr,r yqacrHr4K e IJr!)r(eH Aa [ocoqu o6oco6euara
Iro3lrqllf, u [oAflo3i4rlu.flTa (B cny.IanTe, KoraTo e AolycrrTMo yr{acrr4e rlo oTAe.[Ha
no.4no3rirlr4r), 3a Korrro fipeAcraB-{ rIeHoBo [peAno]r(eHr{e }r Aa npr4Jrorrtr noAnxcaHa
ctorBeruara uacr (o6oco6ena no3rrrlur u no4nosrzqul) no llpu:roxenrze Ns 1 "Cruclbx ua
na6oparopHrzre KoHcyMarvBu, peaxrrrBr{ u recroBe 3a orAeJreHv e "KruHrz.rua ra6oparopr4r".

B cbornerlrara qacr or llpuloxeuue Ns 1 ncexu yqacrHuK cneABa Aa [oII6nHr]
cJreAHr4Te KOJIOHI.I It peAOBe:

B no,rona 5 yuacrnursr nocoirBa npolI3BoAlrrent Ha fipeAnaraHoro Ii3AenI4e.

e-€p
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B rconona 6 yracruurtr rocoqBa BMecrr4Mocrra Ha fipeAnaraHara olal{oBKa B

MepHr4 eAunliqn (crr:racHo MepHara elr4ulrrla, rrocorreHa B ronoua 4), Kofaro e fipvJlorrtrMo.
B xo.nona 7 yuacruurtr flocor{Ba rrpeAJla-raxara IIeHa Ha oIIaKoBKa e rega 6es

.{[C, roraro e [pr4noxr4Mo, Karo rleHara Ha orraKoBKa rpx6na 4a e 3aKp6rJreHa Ao BTopr4.s

3HaX CJIen neoeT rlHaTa 3aIIeTat.
B no.lona 8 yvacrnrzrcrt fiocorrBa npeAnafaHara el[Hr4qHara UeHa Ha MepHa

eArrHr4rla e reBa 6es !!C. E4zuz.mara rlena Ha MepHa e1lt.Hr4\a B KoJroHa B ce noly.raaa,
Karo IIeHara 3a orraKoBKa Ha BcrKo u3Aerue roorAeJluo ce pa3Aenu na nuecralrocrra (6pon
MepHr.i earrHr.iqu) n e4ua onaKoBKa (ro:r. 7 : ron. 6). E4uuzvHara rleHa Ha MepHa eAuHr.rqa
cJreABa Ia e 3axpGfJreHa .qo rleTB:bpTus 3HaK cIeA leceTurrHaTa 3a eTM.

Ha pegone:re "O6q c6op B KoJrorra 8" yvacrnrzrlr nocoqBa c6opa or
cro[Hocrr4Te Ha BceKr4 peA or Konoua 8. C6oprr ce 3arpr,rJrr Io BTopr4r 3HaK cneA
,4eceTuqHaTa 3aIIeTar,

3.12.2. Hafi,-ttucKara rleHa rqe ce onpeAers raro c6op or eAVHVrrHr4Te rleHu or
rcoroua 8, nocorreH ua pe4a "O6rq c6op r rolona 8".

3.12.3. Bceru yrracrHuK Moxe Aa noAaAe o$ep.ra lo eAHar rroBeqe or eAHa rzJrr.r ro
scfiqKz o6oco6eHr.I no3LIIII4I4, KaKTo rI 3a BctKa or [oAno3l4ul{Itre ro o6oco6eur.r ro:uuuz Ns
4rzNs5.

3,12.4. Bcexu yqacrHriK e AJr6)r(eH ,qa HarrpaBri rIeHoBo npeAnoxeHr4e 3a BcrzqKr.i
HoMeHKnarypr4, BKnroqeHr.r B ctorBerHara no.qno3r4rlvs. flpe4:roncenur caMo 3a orAenHr-l
HOMeHKJraTypr.r oT noAno3r4rlrr{Ta He ce ,4orrycKaT.

3.12.5. He ca flpeAcraBrr rr. HfrMa Ia ce pa3rJrexAar fipeAroxeHr.rs no o6oco6eua
no3xrlfiq l\! 7. Ha ocHoBaHr.re qr. 21, aJr. 6 or 3OlI B!3Jro)r(r4TeJrrr Ie BT,3Jro)r{r4

o6ulecrseHara nop:lqKa no rasrz o6oco6eua [o3r4rlus no peAa Ha qn. 20, an, 4 or 3OlI.

Ideuonoro npeAJroxeur.re He ce nocraBs B orAeJreH 3arreqarau rr![r.rK.

4. Pagr.rrexAane ua orf eprr.rre:
4.1. llonyueuure o$epru ce orBaprr na ny6lr.iuno 3aceralae, Ha Koero Morar Aa

IIplIcTrcTBaT yrIacTHuIII4Te B llpoqe.4ypara UJIII ToXHII yISJIHOMOIIIeHI4 IIpeAcTaBI,ITeJIIi, KaKTo
u npencTaBr4TeJru Ha cpeIcTBaTa 3a MacoBo ocBeAoMtBaHe.

4.2. Brglox<urenrr rrpeABulr(,4a pa3fnexlaHero ua orfeprure Ia ce ri3B6ptxr4 no
peAa Ha .rr. 104, at. 2 or 3OlI, npu Koero orleHKara Ha rexHr.rqecKr4Te 14 ueHoBrrre
rrpeAnoxeHur Ha yqacTHr4r{r.iTe rqe ce rBBbprxu lpeAn [poBexAaHeTo Ha npeaBapliTenHr.r{
nog6op.

4.3. fiefr.nnurra Ha KoMlrctzrra 3a r43B6puBaHe ua no46op Ha KarrAllAarr.tre r4

yaracrnzrture, pa3nrexAale r4 orIeHKa ua orfeprrzre (roulrcu.ara no vn. 103, a,r. 1 or 3OfI) ce
I,I3BT,PIIIBAT B CJIEIHATA IIOCJIEAOBATENHOCT:

4.3.i. xoNrI,lcv.rra orBap.f, no peAa Ha rrxnoro rrocr6nBane 3al]erraraHr4Te
Henpo3paqHl4 oIaKoBKI'l 14 oloBecTtBa TtXHoTo cbA6pXaFrtre, BK-moquTeIHo [peIJIoxeHr'ItTa
Ha yqacrnr,rqr.rre rro fio(a3areJrr sa oqenxa na oQeprr.ire;

4.3.2. texruqecKoro r4 rleHoBoro npeAJloxeHlie Ha BceKI4 or yqacrHrzl_u.ITe ce
oIIIIicBar Ha[-ManKo or rpliMa qJIeHoBe Ha KoMlrcrrrra It ce npeAnara IIo eALIH or

flpl4cbcrBarlr.rre npeAcraBrzrenu Ha .qpyrr4Te yqacrHr.irlr4 Aa rr4 noAnrzue, c r<oero ny6lr.ruuara
qacT oT 3aceAaHlieTo IIpI{KJIIOqBa;

4.3.3. rcottncusra pa3fJre)r{Aa npeAcraBeHr.rre oQepru ra orleHrBa ctrracHo
uz6panun rpurepuii 3a B63naraHe re3li or rqx, KoI4To or,o r.Be rorBar Ha [peaBapllTenHo
o6xnerlure yclonux;

4.3.4. l<ottucugra pa3fne)r(Aa AoKyMeHTI4Te, cBbp3aHli c nrrqHoro c6crotHl4e 14

r(pr.rreprzuTe sa no46op, Ha yqacrHurlr4Te B HH3xoAsrI peA cnp{Mo noryqenr.ire oueHKH;
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4.3 .5 . Koraro ycrauoBr.r rtlrca, Henl-lrHora vlv HecborBercrBr4e Ha
uuQopua:1r.rna, BKJrroqr4Tenno Hepe,qoBuocr rznlr $axruuecxa rperrrKa, rrJru HecrorBgTorBr.re c
Ii3ucKBafiutra K:bM JILIqHoro c:L,crotHl4e vnv Kpr4'repvllTe 3a noA6op, noMrfcugra nr.rcMeHo
yBeAoM.sBa yqacTH14Ka;

4.3.6. n cpor< Io 5 pa6orHrz .{Hr4 or lonyrraBaHero Ha yBeloMJreHrrero yqacrH]iKbr
Moxe Aa [peAcraBr4 HoB EEIOII 'zl/vrs Apyrv AoK]MeHTrr, Korrro c6l6pxar npoMeHeHa
v I fi nr4 Aorri, n:ue:ua raHQ opu aqzx ;

4.3.J . xottucugra pa3fnex(.4a AoKyMeHTIrre, cB6p3aHI4 c nr,rrlnoro cbcrotHl4 e It
npr.ITeplzltre sa no46op Ao ycraHoBrBaHe Ha ctorBercrBl4e c v3ucKBaHr4flTa Ha ABaMa
yqacrulrllli, Kor4To KJracupa Ha II:bpBo r4 BTopo M.{cro; ocrauaJrure yqacrHllul{, vrzrzro oQepru
ca oIIeHeHI4, He Ce KJIaCI4paT.

5. Crc.nroqnane Ha AoroBop 3a H3nr,JrHeHI,re na o6qecrneuara ItopbqKa.
5.1. llpu noAlricBauero Ha AoroBopa sa o6rqecrneHa noptqra, rnntrur.rrersr e

In6)r(eH Aa rrpeacTaBli aKTyaJrHr{ aoKyMeHT yAocroBeprBarlr rnficura Ha ocHoBaHus 3a
orcTparrrBaHe or fiporleaypaTa, KaKro rr cboTBeTcTBr4eTo c rrocTaBeHr.rTe Kpr4Tepr4v 3a
no46op:

- sa o6cro.srercrBara rro utt.54,an 1, r. 1 or 3OfI - cBrr4ereJrgrBo 3a cbAr4Moo[;
- :a o6crosrercrBoro no 'tn. 54, ar l, r. 3 or 3OfI - yaocroneper{r4e or opfaHr4re

no npaxolvre Ir ylocroBepeHne or o6rquuara no ceAaJrrrtqero Ha Bb3JIo)KI4TeJrr Ir Ha
KAHAI4AA'|A V V yqaoTr-rr4Ka;

- sa o6cro.srercrBoro ,no ul. 54, al. 1, r, 6 - yAocroBepeHrze or opraHure Ha
tr4snr,rsuremra areuqur "f:ranua zHcrreKrlt4s rlo rpyAa";

- pa3perlenrie 3a rrpfoBris Ha eApo c MeAVrIriHcKrr rr34erfits, u3AaAeHo or I4AJI
nJrri ,4pyf AoKyMeHT, yAocToBep_{Baq npaBoTo Ha yrracTHr.iKa Aa TbpryBa c MeAr4rIr4HCKrl
r434errr4fl, rr3AaneH or KoMrrereHTeH oprafi Ha cr,orBerHara A6p)r(aBa. Paspelrenrze z:rz
y.4ocToBepeHl4e He cII Ii3IZCKBa OT rrpOI43BOAIZTe.rII4Te Ha MeATZI_IIiHCKI4 Id3AeIIIt'., yCTanOBeHI.i

Ha repraropr4rra na Peny6lura Frnrapvs;
- eenrurhrwor co-q fipr]JraxaHe rr noM6p)KaHe Ha cr4cTeMa 3a y[paBJreHr.ie Ha

(arrecrBoro ISO 9001 e o6racrra Ha rrpor43BoAcrB o"ro vlvnv rlproBr4fira c MeAr4rlr4HcKa
v34ervll u/ulu cusre*ra sa yrrpaBJreHr4e na xaqecrnoro ISO 13485/13488 ulunu
EKBUBAJIEHTHA;

5.2. He ce cKJrloqBa AoroBop c r4sn6JrHr.rreJr, KofiTo He v3rr6Jrur4 3anr,JrlKeHacro,
flocoqeHo B [peAxoaHaTa ToqKa.

@
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[uec.................2016 rol. n rp. ,{o6puv, Fra ocHoBaur4e w. 11.2 u cl. or 3arona sa
o6rqecrneriI,rre lopbrrxn, ce cKJlroqu Hacrotlt]t4tr ,4otoBop MexAy:

c6c ceAaJrrlrqe B

...............................14 alpec Ha ynpaBneHr,re.......

;;;;;;;;; ;; ;;;;;;;;; ;;;; d""#J;;'"fi""""IJ" #;;;;;;;;; ;; ;;;;;;;,;
ttoptqKa rr4rl "nv6luquo cr,cre:aHue" Ne 00083-2016-........., c
npeAMer:......... Hapr4qaH IPOAABATI n

"MHOf OIIPOOAJiHA BOJIIII4UA 34. AKTZBHO nEr{EHI4E-nOBpI4q" A.4
rp. [o6przu, c6c ceAanr4rqe u arpec Ha ylpaBneHr4e: rp. !o6puu, y:r. "llanaiior Xu.ron" 24,
rerr. 058/600160, $arc: 0581600414, e-mail: oblb@.bergon.net, EI{K 124141302,
lpeAcraBrsBaHo or.{-p TpuQon B,raguvnpon ZopAauon - tr4:nrrurareleu lupexrop ua
.4py)KecrBoro, napzvaua KVIIVBATL

LTpa]{ATe Ce CnOpa3yMrxa 3a cJre.4HoTo:

IPEIMET HA AO|OBOPA 14 UEHr4
1.(1). llpo4anaubr rrpoAaBa Ha Kynyeaua la6oparopur4 KoHcyMarr4Br4, peaKrr4Br4 14

recrone (uapuuaurr [o-Aony rue4rzquucru/re rzs4e:rzl), 3a r(oriro e yqacrBan B orKpr{Ta
rrpoueAypa 3a Bt3rafaHe ua o6rqecrneua [oplrrKa: ,...............tunt
onricaHr.r n llpunoNenrae K6M AoroBopa

(2). I {euonure npe.4no}r(eHr4r Ha npoAaBarra, IlocoqeHrr B np],rJroxeur4ero rro
npeAXoAHaTa aJIuHet, ca Hepa3.4elHa rIacT oT HacTosrqns aofoBop.

(3) llporno:urzre KoJrriqecrBa, [ocolreHri B AoKyMeHTar]r{ara :a o6ulecrnena
noprrrKa He fiopaxAar 3aAbJr)r(eHrre 3a Ky[yBaqa Aa 4 3axyflrr B nocoqeHr.rs o6er4.

cPoKoBE 14 HAqI4H HA nnAIllAHE
2. Cpoxr,r Ha Hacrorllllr AoroBop e 12 meceqa or Aarara Ha rroAlr4cBauero My.

loroeoprr rrpoAt:rrKaBa 4eilcreuero cr4 Ao cKrrorrBaHero Ha AoroBop c Apyr r.t3rr6nr]rren
cJreA IrpoBexIaHe ua o6r4ecrneHa nop6qKa.

3. llocoqeHra're n vl, 1 us4elr.rx rqe 6rgar 4ocraBrHr.r or [poAaBaqa Ha KynyBaara B
cpor< 4o 14 (uerupunagecer) xalen4apHu guv, cne1 3uBflBalero r4M or KylyBaqa.

4. flr,:rNzvara Ha [poAaBaqa c]rvta rro BcsKa orleJrHa AocraBra lle 6sAe rrJrareHa
or Ky[yBaqa no 6auKoeara cMerKa Ha npolaBaqa B cpoK Ao 60 (lrecr4ecer) KaJreHnapur.r AHr4
cneA u3AaBaHero ua Qaxrypa or npolaBarra.

5. Cporcrr Ha roAHocr Ha AocraleHfiTe :a31enus. rpx6na ga e ue no-nparrr or 60
0Z (rrecr4ecer npoqeura) or o6rqul cpoK Ha roguocr r(:r,M MoMeHra Ha IocraBrara.

MJICTO HA I{3IIbJIHEHI{E I{ IIPEMI4HABAHE HA COECTBEHOCTTA
6. 3a Nrscro Ha AocraB.sHe Ha v3aenr4lTa ce onpeAenr "MBAJI-lo6plru" A!, r.p.

.{o6pu.r, y:r. "llauafior Xulos" 24.
7. Co6crseuocrra Bcpxy AocraBrnr4Te v31eItr4g, 14 pr4cK6T or ntnHoro r4JIlI

rIacTuqHoTo r4M floffiBaHe rrpeMLIHaBa B6pxy KynyBarla oT MoMeHTa Ha lrprreMaHeTo HM Ha
MscToTo Ha aocTas.rrHe c fiprreMo-rrpeAaBaTeJreH npoToKon r4nrr apyf paBHo3HaqeH AoKyMeHT.
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IIPABA 14 3AAbJIXEHZ' HA ilPOAABAI]A
rl:reH 8. (1) llpoganautr e AJr6)r{eH Aa cKJrror{u AoroBop 3a [oArr[6JrHeHr4e,

KOmTO e O6.f,BUn B 3arIBJreHneTO Cr.r 3a yqacTrre rroJr3BaHeTo Ha noAri3n6JrHr4ren. B cpor 4o 3

IHZ OT CKIIOqBaHoTO Ha ,4OtOBOp 3a nOAr.i3rIGJIHeHVe IlJlU HA AOnbnHr4TeJIHO ClOpa3yMeHUe
3a 3aMsHa Ha IIOCOqeH B 3aqBIeHr4eTO nOAr43n6JrHr4TeJI I43rI:bJrHr4TeJIflT l]3npaqa KOIII4e Ha

AOfOBOpa UJII{ FIa AOnbnHIiTeJIHOTO CIIOpa3yMeHr4e Ha BI}3JrO}r(r4TeJrr 3aeAHo c .4oKa3aTencTBa,
rre ca r.i3n6-[HeHr4 ycJroBrrrra no wt, 66, wt.2 u I 1 or 3OlI.

(2) lloglisrr:rnrireJrare HsMar paBo Ia [peBT,3Jrarar e4:r,a r4Irrl rroBerre or
aeIIHOCTIZTe, KOr.rTO Ca BKJIIOqeFIT4 B IIpe,qMeTa Ha AO|OBOpa 3a nOAV3IIT,JTH9HLIe.

(3) Hesanlrclruo or B!3Mox{Hocrra Aa ce l43non3Bar [oArr3rrbJIHLITenr4,
orroBopHocrra 3a rtncJrHeHrze ua AoroBopa 3a o6ulecrBeFra noplrrKa e Ea rlpoAaBaqa.

(4) Kynynavrr HsMa Ia u3BbpuBa AripeKrnr4 pa3rlralqaru.f, c rolr43nr,JrHr,rreJrr.rre
rfuen 9. llpoganaq:br e Anr,xeH Aa AocraB.fl MeArzqr-rHcKrr rr.4eJrr.u, (or4To:
1, r.rnaar saneceua "CE" naaprupoBKa B cr,orBercrBrie c r43rzcKBaur4sra Ha qr. l5 or

3axoua sa nae4uqr{HcKrire lrs4enul (3MI4);
2. urraar uaneceu u4eHrz$zxaquoHeH HoMep ua norzrllrqupaur4s opfaH no ql. 64,

ul2 o"t 3MI4, roraro npouelyprzre, onpe.4eJreHr.i n Hape46ure no qn. 18 or 3Mtr1, r43rrcxBar
HaHactHeTo My;

3. zrrrar HaHeceHH Har4MeHoBaHLIe v aApec Ha ynpaBneHue Ha rrpoll3Boal4TeJrt
u/ulu yn:uuonaotqeuz -[ npeAcraBl4TeJl It BHocI4TeJIt;

4. r.rMar r.rHcrpyKrlr4r 3a yrrorpe6a, c ra3xlroveulre Ha u31erfiIfl"ra,3a Kor4To roBa He
e npe4en4euo n 3Mtr4;

5. ca nprzgpylreHr4 or BaJrr.rAeH ceprrr(br4Kar, yAocroBep{Bau clorBercrBzero c:bc
ctulecrBeHure r43r4cKBauur, npr.inox{t4Mr4 3a r.i34enr.rero, r43AaAeH or uoruQr.rqllpall opran.

6. ca upou:ne4eHr4 or rrpou3Bograrel, roilro flpunara r4 nolAT,pr(a cr4creMa 3a
yrrpaBJreHrie Ha KaqecrBoro ISO 9001 ululu cucretqa 3a y[paBneHr.re Ha KaqecrBoro r{a
Me4r4rlriHcrr4Te u:aerus ISO 13 485 u/uttu eKBr.rBaJreHTHa.

9leu 10.(1) flpo4anavrr B cpoKa Ha loroBopa rps1Ba Aa orfoBapr Ha cJleAHr4re
LI3UCKBAHV'I:

1 . !a ar'aa pa3perueune uJrr.l ylocroBepeHr.re 3a r-bproBr4r Ha e4po c Me4rrrlr4Hcr(z
r434erufl,, rT3AaAeHo or Zgntlsure:trr.rs Ar4peKTop HaUAII no pe4a ua 3Mtr{.

2. la npntara ri rrogbpxa cr4creMa 3a ynpaBJreHrie Ha KaqecrBoro ISO 9001 e
o6racrra Ha npol43BoAcrB oro ulutm rbproBri.sra c MeAr4rlr4HcKlr v3qerfi1s. ulutn cuc.tetaa 3a
ylpaBJreurre Ha KaqecrBoro ISO 13485/13488 tz/u:rz er<er4sarer ua.

(2) llpoganavr,r e AJr6)KeH Hea6aBHo Aa yBeIoMr4 KynyBarra rprr orueMaHe Ha
c:horBerHure pasperreHr4.{ lult o6egczlnaue Ha yAocroBepeHrrr.

9leu 11. Bcxxa or4e:rua AocraBKa tpn6na ga e flprlApy)r{eHa or AoKyMeHr.}1,
yAocroBeprBaulr4 npor.r3BoIrzrenfl, naprr44I],I1.fr, HoMep, cepuaHris HoMep, cpoKa Ha rolHocr Il
or aHaJrri3ur4 cepru$ar<aru (oplrruua.nuu, 3aBepeHo Korrue r4Jrr4 ny6lu.ruo ononecreHu),
.4OKyMerrTnpatIr4 rrpor43xo,ua, c6c"faBa v TeKyuI[r KoHTpoJr Ha KaqecTBoTo Ha v34erruflTa.

Hneu 12. llpo4anau:sr e AJrrxeH Ia fi31a4e n cpor $ar<rypa 3a AocraBeFrL.rre
MeA III4HCKT4 U3AenI4fi .

NPABA 14 3A.[:bJ]XEHI4' HA KYNYBAqA
9len 13.(1) Kynyeavtr r4Ma rrpaBo Aa [poBeprBa KoJrr]qecrBoro r{a BcsKa

oTAeJrHa AOCTaBKa, KaTO npr4 yCTaHOBrBaHe Ha HoCGOTBeTCTBUe e InG)KeH Ia yBeAOMr4

rlpoAaBaqa B cpor or 24 uaca.
(2) npw ycraHoBrBaHs Ha HectorBercrBue B KaqecrBoro Ha aocraBeHr4Te

MeAI4rIr4r{cKr4 rr3AeJrr.ir KynyBaqr,r e AJr6)r{eH Aa yBeAoMr.r DpoAaBaqa B cpoK or 24 qaca.
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(3) Hec:soreercrBlrero Ha KoJll4qecrBoro Ir KaqecrBoro ce ycraHoBrBa c rrporo6o.Jr,
cscTaBeH oT KOMIiCU', CSCTaBeHa OT AJI:b)I(HOCTHI4Te nUIIa Ha KynyBar]a.

(4) B clyuafi, qe lpoAaBaqlr B cpoK ,4o 24 \aca creA yBeAoM{Barlero no al. 1

ocnopl4 IIncMeHo I{ecTrorBercrBr4eTo Ha KalrecrBoro, ToIl Moxe Ia L\cKa rrpoBepKara My or
yn'bn Ho\4orueH opral unu la6oparopua.

9leu 14. ltynyeaur,r e AJr6xeH Ia 3arrnarv yroBopeHara rleHa B pa3Mepa, no
]{Alfr4Ila 14 B CpOKa, OlpeAeJIeHIi B HaCTOSLqU.{ .4OrOBOp.

HEYCTOIZI{I4
r{:ren 15.(1) llpu sa6a"ea Ha AocraBr(a or crpaHa Ha [poAaBaqa c noee-re or 24

(,anaaecer rz ueraplr) qaca, KyflyBar{cr r4Ma flpaBo Aa nonyqn neycroftra n pa^:rraep ua 0.1
(nyla qxro, e4na gecera) Ha cro or crofiuocrra ua ga6aneHara AocraBr(a 3a Bceror 24 qaca
za6asa.

(2) Ilpu ycraHoBrBaue r{a HecrorBercrBue B KorrlecrBoro, [poIaBar]T,T e
an6xeH Aa AocTaBrr nurlcBalqoTo Konr4rlecTBo npr4 cneABalqaTa AocTaSKa, a IIpIt rloncKBaHe
or crpaHa Ha KynyBarra B cpoK or 24 \aca. llpu ueusnr,lHeHve Ha roBa 3aA6Jrxelrr4e
KynyBaq6T r4Ma npaBo Ia floJryqu Heycroira B pasMep Ha 5 (ner) Ha cTo or croftllocrra na
JIZIICBANIOTO KOJII,IqECTBO.

(3) flpu ycraHoBrBaHe Ha HectorBercrBr,re B (ar{esrBoro, lpoAaBaqbr e 4rb)r(eH
Aa AocTaBIl Me'quqIrHcKIt r434elrr49' c yroBopeHoTo KaqecTBo npl4 cJIeABalqaTa AocraBr<a, a fipu
rror4cKBaHe or crpaHa Ha KylyBaqa B cpor( or 24 'raca. llpu uerzsnrlueHfie Ha roBa
3al6Jrxerrr4e KynyBaqbr r.rMa flpaBo Aa fionyqu HeycrofiKa B pa3Mep ua 5 (ner) Ha cro or
cToitHocTTa Ha HeKaqecTBeHaTa .{ocTaBKa,

(4) B cny'ravre rro a:rr.rFrer,r 2 u 3, axo [poAaBar{6r rre 4ocraBri AofoBopeHoro,
Ky yBaqbT r4Ma rrpaBo Aa 3aKynr4 neo6xognuure My Me,4r4rllirrcK4 r43!ier7r4s. oT Apyf
rocraBrruK, Karo pa3jrr4r(ara MexAy qeHara no AofoBopa u AeiicrBhrenHo 3arrnareHara qeHa e
3a cMeTKa Ha rrpoaaBarla.

Vleu 16.(1) flpu orr<as Ha DpoAaBaqa Aa AocraBr4 3turBeHr.rre My Menrirlr4Hcrri
us4ervs. unv npu ga6asa noee.re or 48 (verrzpu4ecer z ocel,a) qaca, KynyBarrbr r4Ma lpaBo Aa
:arynn neo6xo4r.iMr4re My MeIr4rIuHcKr4 ri34enus or Apyr AocraBqr.ir.

(2) B cnyvaure tro [pelxoAHara anuuer pa3Jrr.iKara Me)KAy ueHara rro AofoBopa u
4eficreureluo 3arrJlareHara UeHa e 3a cMerKa Ha npoAaBaqa.

9len 17. Kyuynauar uMa npaBo Aa r4cKa o6e3ulereHr4e B rrbJreH pa3Mep r{a
Bpe.4rzre, Ror4To e nperbprrsn B pe3ynrar Ha ga6aneuara ulwnt sexagec'tBeHara rocraBr(a.

9les 18. llpu sa6ana ua nnauaue or crpaHa Ha KyllyBaqa, rtocre4Hu{T IGJr}ro{ Ha
npo.qaBarra HeycTorzKa, B pa3Mep Ha 3aKoHHaTa JrzxBa.

9leH 19. Fleycrofirure, o6esrqerenuxra tr rleHoBnre pa3lr4Krl no w, 16, ut. 2
naorar ga 6lgar y4lpxaHr4 or BcrKo IrrrJrlr(r.rMo Ha npoAaBaqa rrna-rrlaHe,

IIPEKPAT'BAHE HA NO|OBOPA
9leu 20. .{oronop:sr ce fipexparf,Ba:
1. c usrl4.IaHe Ha cpoKa,3a I(ofiTo e cKJIIorIeH, ocBeH B xunore3ara wa,lteu 2,

Llsper{eHr4e BTopo;
t 

^r 
fiD--.--"-.-. u r rrrrry.r,ril.L La c'IpaHA IIpI4 CLICTeMHO HeIZ3II6nHeHI4e Ha 3aIbJIXeHurITa I1O

AOfOBOpa. lIO4 Clicrenauo H9r.r3rr6JrHeHr.le ce pel6Lrpa raroBa, r43B6prlerro aBa r4Jrr.r noBeqe
116TI] B paMKure Ha OAI4H KaJIeHAapeH Meceq' r4JII'I noBer{e oT TpIt [I5TI4 B paMKlrre Ha cpoKa Ha
AOTOBOpa;

3. npr.i clss4aeauero Ha ycnoBus 3a AocraBKa Ha MeATITII{HoKu r43AeJII.L{ cneA
rrpoBelr{AaHeTo Ha rleHTpanr43rzpaxr4 e,lreKTpoHHri TspfoBe.
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4. npu nenrsuo)ruocr Aa ce ocr4rypu tfuuaucupaue 3a r43rl6rlHeHr4ero Ha
nopsqKaTa IIo pr4qr4E14, KouTo KyIIyBairT'T He e MorGJr Aa npeABr4Arr.

APY|I4 YCJIOBI,Ifi
9res 21. Crpanlme no AoroBopa He Morar Ia fo r43MeHtr, ocBeH B cnyqafiTe,

npeABrr.qeHu s qr. 116 or 3OfI.
Hrcs,22. Crpanrzre rro AoroBopa qe peuraBar B63Hr4KHaJrure rro t4 3rrtJrueurrero

cnopoBe tro B3avMHo c:brJracue, a aKo roBa e HgBc3Mo)r{Ho, no pela sa flIK, [peA poAoBo
KoMnereHrHr4rr ct.l B rp..4o6puu.

rlneH 23. 3a gcuqKl4 Heype.qenl{ rro Hacror[]ur AoroBop Blnpocll u-Ie ce npr.rJrarar
pasnope46rare na 3OlI, ilfl3on, 33[ u T3.

HreH 24.(1) 3a nanz4uu alpecu 3a npaeMarre na c'r,o6ueHuq, cB6p3aHr4 c
HacTottqlIt AotoBop ce cMtTaT aApecr4Te, IIocoqeHr4 B HaqaloTo Ha aofoBopa.

(2) IIpu npoM.{Ha Ha ,qauHrrre no [peAxoAHara urvHes' ctorBerHara crpaHa e

AJI6)I{Ha Aa yBoAOMI,I ApyfaTa B Tpr.rAHeBeH cpOK Or [pOMsHaTa.

Iln, .a.rqDoua rla HacTottqu.{T .4otoBop ce [pe,4cTaBvxa oT ]43II:[,JIHI]TeJI'
cJIeAHrrTe AOKIMeHTII 3a AOKa3BaHe JII4nCaTa Ha OCHOBaITI{t 3a OTCTpaHjIBa]{e:

- :a o6crorrencrBara rro ul. 54, al. 1, r. 1 or 3OlI - cBr4AereJrcrBo 3a c:bAr4Mocr;
- ga o6crosrercrBoro rro un. 54, an 1, r. 3 or 3Oll - y4ocronepeHrre or opran].ire

Iro npr4xo,4rrre H yAocroBepeune or o6rquHara no ceAanrz lero Ha B63Jro)Kr4reJrr u Ha
KAHA Aa'ra UIt4 yqaCTHIIKa;

- ga o6crosrercrBoro rro ul. 54, at 1, r. 6 - y,qocroBepeHrze or opraHr4Tg Ha
tr4sn:srurrzrerua arenur.r.s "f :ranira uuc[eKur4.rr no rpyAarr ;

- pa3perxenr4e 3a rbproBur Ha eApo c MeArirlt4ucKlt r43gern4a, r43AaAeHo or tr4AJI
uJrr{ Apyf aoKyMeHT, yAocToBep.sBaul fipaBoro Ha yr{acTHLrKa aa T:6pryBa c MearrrlriHcKr4
u3lenvfl' t43.44,4eH oT KOMIeTeHT9H OpfaH Ha CGOTBeTHaTa A6pXaBa;

- cepruQurcar 3a npr4Jraraue n noAAtplr(ale Ha crrcreMa 3a yrrpaBJreur.re Ha
KaqecrBoro ISO 9001 e o6racrra Ha nporr3Bo,qcrB oto uluttu r6proBr{rra c MeAr.rr1r4HcKrl

v3l:eIntfr. ulutru cucretta sa yfipaB.rreHue na Ka-recrsoro ISO 13485113488 ulunu
EKBI4BANEHTHA;

Hacrorqn.rr AoroBop ce c6crasr4 n rpr.r e4noo6pa3Hrz eK3eMrrJrrpa, e.quH 3a
rrpo,4aBarTa 14 .4Ba 3a KynlBaqa.

rrPo{ABA9: KVTIVBA9:


