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CT,nbP}KAHIIII

Ha AOKyMeHTaUUqTa 3a yrracTue B IIpoueAypa 3a BT,],'ra[aHe
Ha o6ulecrBerra [opr,rrKa, cr,rJlacHo rul. 31, al. I or 3O[I

1. PerueHlre 3a orKpriBaHe Ha rlpoueAypa 34 Blr3rr?foHo Ha o6qecrBeHa trop bqKa --

B orAeneH Qafil.
2" O6qsreHr,re, c Koero ce orroBecrrBa orKpr.rBaHero Ha npoue4ypara - B o'l'Aenerr

Qafi,'r.
3 . TexuuqecKu c rreuu$ vKa\vky no orAe.rrH Hle o6oco6eH H rro3r4rrurl ;

4. Vxa:anurr 3e[ rroAloroBKa ua oQeprara.
5. flpoexr Ha !.oroBop.
6, Clnucrx Ha na6oparopHllre KoHcyMilTHBH, peaKTr4nr4 H Tec'roBe 3a orAeJreHrje

"KruHr.{.rHa na6oparopstr - B orAeneH Qair.u;
7" O6pasuu Ha AoKyMeHrr4 - B orAeJreH $afi;r:
7.1. llpunoxelrr4e J\e I - 3arr,r'r)olreneu o6paseq: TexHuuecKo rtpeAnoxeHn(J;
7 .2. [Tpuloxerrne ]lb :Z - 3albJlxr{re:reu o6pa-:eu: UeHoBo npennoxeHze;
7.3. flprlno)Kerrue N9 3 - 3a;Ir,nxr.rre,reu o6pa:eq: Rer<,rapaur4q no q,r. 10.'r.2 o'l'

3axosa 3a MepFiHTe cpeu1), u3rrupaHe Ha napu.
7.4. E:rercrporreu EE[O|I.
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TEXHI{qECKI4 CNI ETII4 OI,{KAUU}I

1. llslrcrcnaHfifl Kr,M,AocraBflHrrre rr3!,eJrrrn lro Bc[tIKrI o6ocoOcHu no3lrulrr:
Ll. Aa ca ilpor43BeAeHr.{ or npor43BoAr{'reJl, KofrTo ilpunara I{ [oAAbpxa cltcreMa

3a yrrpaBneHne Ha KaqecrBoro I|SO 9001 ulv;lt cr{creMer 3a yrlpaBneHne Ha Kaqec'rBoro Ha

MeAr.rUuHcKure H3Aenfi i{ I S O I 34 8 5 vl vrfi4 eKBIlBa,'IeHrH a"

1.2. Aa cbol BercrB€rr Ha u3r4cKBaHurrer Ha flraperrana Ha E,nponeiicrcur

rapraMer{T u (lbsera Ha llnpona 98179 EC sa r\4eAllqrcHcKure cpeAcrBa tla AuafHoc'fuKil
(IVD).

L3. [a orfoBapsr Ha r.{3r{cKBatr4flTa Ha qJr. 82, an I or 3M14, Karo HMar:

- Ha.HeceHa "CIl" nraprr4poBKa I] cr,orBercrBrre c rr3LIcKBaIIHf,Ta IIa qn. 15 or 3M]4;
- HalreceH naplu4eH/cepueH HoMep BT,pKy oraKoBKI{Te, Kolalo e [pnnoxt4Mo,
- HaHeceH u4eurndtunauuoHeH HoMep ua Hclru$zqllpaHl{t opraH rto .IJL 63, a,r.4

or 3MI4. Koraro rrpoue!,ypure, orpeAeJreHr.r B uape46ure tro qJl. 18 or 3MIrl, I43l{cKBar

FraHacrHeTo My;
- HaHeceHr,r HaHMerro,BaHVe 14 aApec }ra y[paBneHlre lla npol43l]oAHrets ulultt

ynbnHoMouleHHt{ [peAcTa.BLITeJI ]t{ BHOCHTerq;

- r4rrcrpyKur4s. 3a ynorpe6a. c L{3KJr}oLreHHe Ha v3trerurflT'4 3a KoLITo roBil He c)

rrpeABr.rAeHo B 3aKoHa. B c:ryvaure, Kofaro r{HcrpyKIILnITe 3a ynorpeOa ca Ha qy}Kr. e3hK,

cr,rrlr{Te rpr6na ra ce LIMar npeBOA ua 6urapcKa e'3uK.

1.4. [a ]rMar cpoK Ha fo.4Hocr KT,M MoN{eHTa Ha AocraBKala He rIo-Mar'IT,x or (r0 ozir

(ruecr4ecer npoqeura) or o6rqIu cpoK Hit roAHoc'ti.

1.5. V.racrHrru.rre Aa rrpeAocraBsr rfupven Ka'r'aJlor, npoA)-KloB nucr LInt4 Apyt'
orHoctrM AoKyMerrr c r.r3qepnareJrHa urr$opuaulu'fl Ja xapaKTephcrLIKIITe Ha rlpeAnal-aHl4le

npoAyKrLI.
7.6. l4zm,tau're,ruTe rro AoroBopa npH Bc.f,x:a AocraBKa cJIeABa Aa rlpe/l.cl'aBtl

AOKa3aTeJrCrBa 3a rrpr.rfojlHocr Ha npe.InafaHu're ilpoAyKTId: AaHHII 3A rIpO!I3BCrill',lTeJl.

rraprHAeu noMep. cepuerr HONrep. cpoK Ha roAHocr v aHaJrv'JHn ceprrztpuKarH 3a BcqKa

rraprr4.qa (opurunalul.r, 3aBepeHo Kor-rhe vrfit uy6ravuo ononecleuu), ;loKyMeH'rupatul,l
llpOI{3XOAa. CT,(ITaBa H 'IeIl:yUIHtI ](OHTpOJI Ha Kar{ecIBOTO I{a Te3H llpOAyKTH'

2. I,lrrucxeaHurr no o6oco6erra rro3rrulrq Jl} 1: [ocranxa HA labopaloptlu
KOHCyNIaTHBII, peaKTIIIlliI U TeCTOBe, tlpeAIIa3HaqeHll 3a xeNlal oJIol-Ilfl:

2.1. Kolrn:r(3K(:rra nocraBKa or eAr.rH rrpourlB(lAltreir 3a BcHLIKII HoNtetlKnar)'trn.

2.2. [Ipe4larauule \{eAHrIH}rcKH H3jIeJrrrI rpr6na ra 6t,ral cbBNIec] ilr.tH rl

NreLHUraFrcKaTa anapaT'.fpt\ 3a KOt:To ilIe ce H3rIor38a'f .

2.3. llorasarejrcrBa or $raplrara rpor.r3BolHTen I{a anaparlrre 3a cbBNlecrHl\llocTIli:1.

peaKTr4Bl.ITe cT,c crlcTel'I ll're.
2.4. Ygacmnrlu, [peAnaraulu 4y,6,ruxi1T].r Ha opHrI4HaJIHI{ I)eaKTHBH (ct,c ct'u1It:r

Hnh cxoAeH clcran), [pori3BeAeHH or $r.rpnla, F,a3,'II4qI{a or $r.rpruara - [poH3BoAUreJ] Ilil
a[apa'rHre. cneJtr]a Aa rrlleAcranqr rtncMeHo pa3pelueHl.Ie or Qupl,rara - [poH3BoAIi'rerJl Ilil
arrapara ra ynorpe6a Hir re'tH peaKTlrBr{ B anapa-la u cepradrnKar 'la nl)ocJleruMrJcr llo
gerpHHuluneH N.{eroA.

3. .LlrlrcxeaHrrq ro o6oco6eua rrolrrqrrq },i: 2: Aoclannca na "rra6op:lTopllII
KOHCylraTHBr.t, peaKTHBu H -fecToBe, npeArra3lnarleflH 3a xeMoKoafyJallllq - 3a :ilnapar
START MAX:

3.1 KorrlnneK0Ha AoCrTaBKa oT eALIH npolI3BOAIz'l'eJI 3a BcHrIKu IIONIeHKnaTypH.



" MH Of OIIPOOI4 At{A BO.ttHI4lIA 3A AKTI4BHO NEqEHI4E _ AOEPI,II{'' AA

AOEPHq q:oo X y,r ' Ilaxaiior X.uros" 24 I 058/600488 drarc 058/600414 E e-tnail oblb(rDbergon net

3.2. PeaKrHsrare Aa ca c AoKa3aHa OT [pOL{3BOA[Tenf, CbBM9CTUM0CT C

arr aparr4Te (npo rparra ll c BuuII4AI4p ilH I4 aH aJII{TH qHI4 rlpo ueAyp 14 )'

3.3. AorcasarercrBa oT or4pMara - [poIr3BoAIlTeJI Ha ailapara. LIe peaKTnliinre l't

KoHCyMaruBLlre ca BanI{AI{paHh 3a pa6ora c a[apaT Stafi Max'

4. lllacrcsagl{q 11o o$ocofleHa no3rrqlrq J\e 3: {oc'ranKa lla 'la6opalopltll
KOHCyMaTIIBU, peaKTHBU II TecToBe, IIpeAHa3H:AqeIIIr 3a rIpeAHa3HaqeIIII 3a KJIHIITTqHa

XHMUq lI IIMYHO,'IOIUfl :

4.1. KounleKcHa AocTaBKa oT' eAr.rH rrpor43BoAl{re,q 3a BcI{rIKH HOMeHKnaryplrr.

4.2. Peaxrunure Aa ca 6apxoAupaHu v c AoKa3aHa or rlpol43Bo,lu{renj'1

cbBMecTuMoCT c anapaTllre (nporpalru c I\a:lI4A:npztHH aHaJIIITI{qHII llpoqeAypn)'

4.3. B c:ryvafi, qe [p(]AyKTr.rre ca nporzr3BeAerru n CAI!, yqacrFllluure cJIe,4Ba Aa

rrpeAcraBtr ceprlr$uraru or FD,A.

5. I,IrucKsaHHrr no o6oco6eHa rro3nuItfl J\b 4: {oc'ranKa IIa la6opa'Topult

KOHCyMaTTIBII, peaKTIrBU H TecToBe, rrpeAHa3HarleHu 3a rJrrcKOaIIaJIII3a'rOpU - 3a aIIapa'r

BIOSEN C_ [,INE _ EKF:
5.1. KorrlnneKc)Ha AocraBKa or eArjH rrpoIr3BOAIrreJI 3a BCHLIKI{ HOMeHKJIaTypI{'

6. I,IrncrsaHns no o6oco6eua flo3r.ilLllrfl J\] 5: !,ocranxa ua ,ra6op:lropHll

KOHCyMarrrBIr, peaKTHBU u recToBe, IIpeAHa3HaqeHH 3a [peAHa3Harr€Hrl 3a KpbI]Ir0-

ra3oB aHarIH3 - 3a arapar RAI'IDPOINT 500 - Siemens:

6.1. Korun:reK0Ha AOcraBKa or eAr.rH rp,cH3BOAUTeJI :]a BCUTIKII rloNleHKnaTypll'

6.2 .Il,oraralelcrna or npor{3Boilfi'renfl Ha alapara, qe peaKTI'lBHre H

KoHcyMarI{BLII'e ca BanI'{JIlipa}rH ra pa6ola c anapara'

7. I{:ucre:lHrrfl uo o6oco6eHa rro3rrrlrnq l\"e 7: [ocranKa Ha recroBe 3a ]'pHllell
aHa!'Iu3arop - 3a arapal'DIRUI H-300

7.1. ltonlnneK{lHa J,OCTaBKa OT eAHH rrpolr3Bol(I4TeJI 3a BCUTIKI4 I-lOr{eHKnaTypH.
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VKr\3AHU.fl 3A IIOI|OTOIIKA HA OQEPTATA

1. IIoAroroBKa Ha ot[eprar-a:
Ll. llpu iloAroronKara Ha oQeprnle yqacrHuqflTg ca AJII')KHu Aa clta3Bar

H3ncKBaHrrtra Ita Bb3JIOXr.rleru. O$eprara cJIeABa Ia orroBapt Ha il3LIcKBaHI{f,Ta, roc;orleHl,l

B peueHrrero, o6rB,Teur.rero r{ noKyMeHTaur4f,Ta 3a yqacrue B IlpolreAypara n aa 6'l4c

oSopueHa no npunoxerrr4Te KtM AoKyMeHTauHqra o6pa:uu, Koraro roBa ce H3ttIcKBa.

OrronopuocrreL 3a rrpaBuJrHolo Bb3npueMaHe Hil AoKyMeHTaWflTa :Ja yalacrue ce IIocLI

eAr,rHcrBeHo or yqacrHllullTe.
1.2. O$eprr4Te ce r43rorBrr ua 6'srrapcKu e3rIK. !,oxyrteuru, Kolrro ca Har qylK,tl

e3uK ce flpeAcraBqr 14 B rIpeBoA rla 6:slrapcxlt.
1.3. /{o u3T'r,rqarrero taa cpoKa 3a roAaBaHe Ha o$eplnTe, BeeKLt yqacrHux \,{o}Ke

Aa rrpoMeHlr, Aer JIorIr,JIt{tt hJltr Aa orrefnu oSeprara cn'
1.4. flpegc,lanrHero ua o$epra 3aA:bnxaBa yr{acrr{I4Ka ila rptreMe HerrrbtlHo

BSLIqKI{ r43l{cKBalruf Ir ycJtoBrlq, r,IocorIeHH B pelxenueto, o6.anretl}rero H AoKyMeHTatrrlt'fa 3il

yqacrr.re B npoueAypara.
1.5. Ilcer<rz yqacrHuK B rrpoueAypuravt6a rrpaBo Aa npeAcraBll caMo e4ua orfepra.

1.6, JIu{e, Koero l/qacrBa n o6e4ranenue vrv e Aa-[o ct,rJlacl{e Aa. Stlet
rroArr3[bnHrrTe.n Ha Ap]T' ],qacTHuK, He Moxte Aa rIoAaBa caMocTotTenHa o$epra.

1.7, B lpoueAypa 3a Bb3JrafaHe Ha o6rqecreeHa rlopr,qKa eguo Su:uqec]:o HJII4

roprlAuriecKo JIrlIIe Moxe Aa yr{acrBa caMo B eAno o6eAuHeHI4e.

1.8, Cnrp:aHr.r nuqa He Morar Aa 6l-1ar caMocroqleJlHl,I vLIacrHI4trI4 B eAHa 14

cr,ul,a [porleAypa. floa "cerp3aHu rur1a" cneABa n,a ce IrMa IIpeABHA ortpeAeJleHrlero rro $ 2:.

'r. 45 o'r /{P ua 3Ofl.
1.9. VqacrHlruure Morar Aa ce no3oBilr na KalaIIHTera Ha rperu JII{ui't,

IIS3aBUCHMO O'f [paBHaTft Bp:bl]Ii:a M€XA]' TqX, ilCr OTIIOIICHI49 lla KpHTepWTe, CBT,p:]aHIl C

HKoHoMlrr{ecKolo v dtuuau,conoro cbcrotllue" TexHut{ecKI4Te cltoco6Hoctttt lfl

npo$ecrzoH&rH:a'ra KoN4rre'TeHTsocr. 3a'fpr-TI{Te lTHlla ce npurafa q:r. 65 or 3Ofl.
1.10. Yqacr1rgur4Te [ocoqBar n oQeprara ur [olH3n't)ir]:Il4TertuTe H AcJIa o.[

lloptr{Ka'Ia, KrCtitO llle I{M B'b3JIOXaT, aKO B'b3llaM€:ptBaT ,IA U3lIOiI3BaT T?Kll]]a. 3a

rroAlr3rIbJIHI4TeJIlIre ce rlpH-rlafa ql. 66 or 3Ofl.
He3aeltcullcl or B:b3N{o}IiFlocrra 3a LI3rIoJ'I3Barte Ha IIoAu3Ilr,nlII.il'L-Jl fl

orfoBopl{ocrra 3a r{3IIt)JtFIeHr{e Ha AofoBopa 3a oSuleclgeHfl rloplgKo e Ila a3trIJIHHTeJI]I.

BrEloxurel.gr HjilN{a Xa H3B:bprxna .qupeKTI{Il pa3rlnauaHl.lt c

N ONI4 3 Ilb JIH I,ITEI HT C.

l.ll. YqaclruHuure Morar Aa nocoqBar n oSeprfire cu Hrrtpopvaqut, Kot't'o

cN{rra1' 3a xoudlunenrlnalHa .BbB Bpr,:lKa c Harruttprero Ha rbproBcKa rafiua. lliora'lc,

yqacrHr.rugTe ca ce rro3oBaJru na xour]luAeHuhiiluocr, cborBeruara uu$opuauut He ce)

pa3KpuBa or BbuJroxu're-lrs, YqacrHllqure He MofitlAet ce llo3oBaBar Ha rcourpugeHlrltaJtHocl

no orHorxeHue Fra flpeirnoxeHprrra or orpt-prure Hr\r. Kc)H-fo noA.le)Kar Hil oqeHKa.

1.12. Bcu.rKHr ,loKyN4eHTr{ ce flpe.qc'ra.Brr B opHrLIHiL[ Hr'ILi Korlh.fl.3aBepeFIh o'f

yrlacrHuKa c "J3xpuo c opHrr,rHaJra". !,erclapalll4llTe lt eiaHxosure fap[tHllus, Koraro ra.KfiBa oe

h3r4cKBar. ce npeAcraBf,T caMo B opHfHHaJr.

Ll3. Jluuara Molar Aa rroHcKar fll{cMeHo or Bb3ro)KLl'reJlt pa3scHettpls llo
perxeHgero, ot5ln,reHraelo H AolKyN{eHraLU4gTa sa o6rqec'rReHara llopbttKil Ao 10 AI{II nper:(H

H3rHqaHe Ha cpoKa 3a rroJryqaBaHe Ha orfeprnre. a Koraro cpoxbl tt ct'Kparerl rpll
ueo6xoAuuoctf or cflerxHo BT,3JraraHe - Ao 7 AHIz. Blsro]KI4TerIrIT'rIpeAocraBrl pa3flcHe]IVflTa \t

4-AHeseu cpot( or rronyqaBaHe Ha HcKaHero, Ho I{e rro-Kt,cHo or 6 ArtI{ [peAH cpoKa 3il

[onyqaBaHe ua o$ep'tv, a Kofitro cpoKl,T e c'br.lparetr flopaAu uecl6xoAuuocr or (:rtre[IHO
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Br,3raraHe - Lo 4 AHr4 rrpeqr.{ To3l4 cpoK. B pa:rcHeHl{flla He ce rocoqBa nuUero. HanpaBI{JIo

3arlurBaHero" Br,3noxl4Te.tr.gr He flpeAograBt pa3floHeHu.f,, aKo l4cKaHero e noc'rr,rII4JIO cJre!.

cpoKa rro r43peqeHne rrbp[ro. Pa:scuennrra ce npeAoclaBflr qpe3 Ily6nltK)'Bar{e Ha rP,o4tn:ra

Ha Ky[yBaqa.

2. [IoAasaHe tla oQeprara:
2.1. .{orcyueHruTe, cBbp3a}ru c yqacrrrero B IlpoqeAypara, ce npeAcrall;fl'r ol

yqacTHuKa, n,III oT lnTrnH,oMou{eH or Hefo rlpeAcraBlrre.l - JI]lqHo nJII4 tlpe3 IlolueHcl(a h!'Il't

Apyra Kypr4ep(rKa ycnyril C rprs[epsqaHa rlpaTiKa c OoparHa pa3rllcKa. Ha aApe)ca H€l

Bb3Jror(rrrenq: rp. [o6puill 9300, y.n. "flauafior Xn:ton" 24.

2.2. !\ot<y*rer{'rHTe ce rpeAcraBqr B 3afieqaraHa Herlpo3paqHa oraKoBKa. Bbpx)/

KOqTO Ce IIOOOqBaT: H{II4MeHOBaHI{eTO Ha yqaCTHHKa, BKJIIOIIlt]'eJIHO yqaCTHuUi.ITe B

o6eAuHesuero, Koraro e rtpunoxu{Mo; aApec 3a KopecrroHAeHul{t, TeneOoH rr rlo Br,3Mo}KHoc l
- $axc u eneKTpoHeH aApec; Har.rMeHoBaHr4ero Ha llopr,qKara v o6oco6eHure [o3I4I],1{u, 3i:l

KOHrO IIOAaBaT AoKyMeHTlal'e"
2.3.3a [oJryr]eHr,rre odleprr4 rrpu Br,3:roxptrerq ce BoAt{ perllcr':L'p, e rcoiiro ce

or6e:rqssar: [oAareJr ua o$epr:ara; HoMep, Aara LI qac Ha rlo.JlyqaBal{e; npurllrHllre 3a

BpburaHe ua o(leprara, Koraro e flpnno)KI4Mo.

2.4,.l]1pu roJr\/r{aBaHe na oSeprara Br,llxy oraKoBKara ce or6ent3Bar IlopollHlrtl

HOMep, nATaTA H r{aC'L'T Ha flOnyqaBaHeTo, 3a KOOTO Ha np}IHocHTer'lt ce u3AABa AOKyMellr.

2.5, He ce npr4eMar o$epru, Korrro car npeAcraBeHn cJIelI Il3TI4qaHe Ha KllailHl4fi

cpoK 3a [onyqirBaHe v|rr4 oa B He3aneqaTaHa oIIaKoBKa uJI14 B OIIaKOI]Ka 0 HapyIUeHa usJlocl'.

2.6. Koraro rGM MOMeHTa Ha Lr3ThqaHe Ha l(pafiHut cpoK 3a rloryqaBi:lHe rlit

oSeprpr rpe.q Nrrcroro. o[peAeJreHo 3a rsxHoro rIoAaBaHe, Bce oue HMa qaKauII{ JIHUtl. Te ce

BKJItor{Bar B ctlucbK, xofiro ce noAIII{cBa or IrpeAcraBI,ITen Ha Bb3Jlox[Terlt lI o r

rIpHcr,crBauILITe JIHI_Ia' OQepTure Ha r'IHUara or crlt{ct,Ka ce 3aBex(r1,aT B pefHcr:bpa Ha

BT,3Jroxr{re:r.s. F[e ce Ao][ycKa npueMaHe Ha o$3p'tu or JILIUa- KolITo He ca BKJilIo'rleHH I]

cIIucbKa.
2.7. B cJryqahre, Koraro oQeprara ce H3llpatrla no tto]I€LTa wIIA c Kypti€'pcltii

cl-yx6a, yqacrrrHKT,T cJrenBa,u,a ocrrr)'pH Heiilloro cBoeBpeN{el{Ho llpllcrllfaHe IIpeAI'l

H3rHqaHe Ha cpoKa 3a no[aBaue ua o$ep'rn. Pucx'sr or :a6aea n"rn :ar1'6r]aHe Ha o$eplara e

3a yr{acTHnKa.

3. CrarplltaHrre rra 3aneqararrara rrefipo:]paqHa oIIaKoBKtl II yKa3allluq la

UOTII,dIBAHC HiT,IOKYM.EHTUTE B UEq:

3.1. Onnc Ha npellcraBeHHre AoKyMeHrI'r.

3.2" CraH1ap,reH oeipateu 3a e.qr.rHnpr.s eBp()neficKu lIOKyMeHr 3a oSulecleett!t
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Tpq6Ba Aa 6bAe rroArrflcaH c KBaJruQnuupaH eJrreKTpoHeII rIoAIIllc oT JIIIUero, KC)erO C

3aAbJrxeHo Aa iloArrurue EEAOII ElerrpoHHo no!ilncaHl4qr AoKyMeHT, 3arII{caH Ha oil'fHqerl

HocHTeJr (CD, DVD, QnaIII IlaMel') ce flocraBs B orlaKoBKara c oQepTara'

flpegocraneHuf,r o'f yqacrlll{Ka (bai'I.il, cr,lbpxail-\ EEAOfl I{e rpfl6Ba Aa e

3apa3eH c Bl{p}'cu, Aa He cT,Abp:xa MaKpocu vlil4 rI'3r].bJJHlIM rlpofpaMeH KoA. {oxyMcHTtT
cneABa Aa cbnbplr(a npaB (HerpllttrnpaH) TeKcT.

He ce [prreMr]T 3a peAoBHo rroAaAeH;[r rlo cMrrc],Jla IIa .l.Jr, 67.' a.u. 4 o'r' 3Ofl
troAflucaHn Ha pr,Ka u cKaHIIpaHIr EEAOII"

floapo6Ho 3a eEEAOfl ylracruuuure Nrolar Aa ce 3alto3l{aqr or MeroAl{ttc,ct(I'tl'e:

yKa3aHHr Ha eneKTpoHFtaria crpal{Hlla Ha AOn.

flpu no4roroBKara Ha EE{OII clreAr}a Aa ce IrMa upeAt}rrA cJleArloro:
3.2.1. t{per IBEAOII yqacrrruKr,r AeKnapupa JII'Incara Ha ocHoBaHllttrit 3ir

orcrparrsBaHe rr cr,orBercrBlre c Kpnreprrr4re 3a IrcrA6op. B Hefo ce [peAocraBq cborBrirHaril

uHQopuaquq, u3r.tcKBaua or Bb:tJro)Kr4Terfl, Lr ce npeAcraBqr AaHI{Lt orHocuo ny6luuuure
perr4crprr, B Korrro ce cbAT,pxa uH$opmaqltf, 3i] AeKnapupaHI.ITe o6crosreJlcrBa IIJIH 3a

KoMrrererlTHnq opfaH, xofrro cbtJracHo 3aKoHo!,arercrBoro Ha cborBerHara AT,px(alla e

An:F,xeH Aa rrpe,Aocran.a ur,r$opN{a.uuq 3a re3lr o6croqrercrna cly>xe6Ho Ha Bb3JIoxI{TeJlfl.

3.2.2. B qacm II, pttsden "A' llurfoptMaqufl 3a uKottoMuqecKLtu onepant'optt, B

pa3Aena "l4demmudtut{ellltntt )/r{acTHHKT,T cneABa Aa oTfoBOpI'I B c'borBeTcTBHe c

pefrrcTparlu flTa cv B T:bproBcKr,rr perr4cTbp LInv Apyr peruc:rup cr'o6pa3Ho HaIIUoHaJIH()ro cII

3AKOHONATCJICTBO.

3.2.3. B ,tacm II, Ttasdet ".4; l.lu(top,va'qufl 3a LtKouoMuqecKun onep(tntopt,.

yqacTHr.rKT,T CJreABa Aa OTTOETOpU l\c-J111 yqacTBa B flpoueA)/pztTul, 3aeArlo c llpyfl',l

rrKoHoMUqecKlr oIIepa t,0pI.I.

3.2.4. B 4ectvtl II, 6yxaa "t[; tr4u(tgpuatpfl 3a uKott(t.MuqectiLttt on€pr:.It?top".

yqaCTHr,rKbT cneltBa AUr nocorrH IIr] KOH o6<lCO6eun [o3HUIII4 [peACTaBq Cr$epra.

3.2,5. B 4a,Ctt1 II, pasdet "8. I,[urrto'pxa4un iu npedcmar;umeJtunte lt(t

yKouo.vuqecKuq onepant,oll' ', yvacrHnx'sr c:le,qBa .qa orfoBoptl B cborBerclllue r::

perr,rcTpauurTa cH B TT,pfOBCKr.{.q perLICT'bp I4nH ApyI pert4clbp C"bO6pa3HO HaIIuOHar'I}I0TO Cl'{

3aKOHOAilrercTBo"

3.2.6. B Ltq(,:nl II, pasdet "B: I4ucbop,lto11vq onlHocu() u3no"tt3BQl1et,qL, Hl-l

Kqnatlumema uu dpyzu c!6exmru", yl{acrHldKbt'cJIe!,Ba.la orfoBoPu Aa-qll ure u3llc',q3l}tt

KanarIHTeTa Ha TpeTn llriuet no oTHo[reHr.le Ha KpH'IepullTe, cBt'p3aHH c IIKOHOML]qeCI(OrO l'l

rplluaHconoro (lr,croqHHe,, TexHHqecKHTe cnoco6H,cc'rn u npo$ecuot{artl{ara KoN'Ilreretlrllocl .

3a scsxo rpercr luqe ce npeAclaBfl orrereH EE[Ctll
3.2.7. B Ltocn? II, pusde"t "f-; l'hr(top:tu4un 3u nodusnx"nrtlmte.'tu, qttint,t

Kana\umem uKoLto.vLlltecKlttu't\ onepuDt()p 11fl-|tu Oa lt3l1o.'l3Bu", )'qacTHHKT,'r c,lel1Ba Aa

OTTOBOpn KOI4 rJa nOAl{lltIl,JIHHTeJIjT'e. KOH'fO UIe [OJI:]Btl.

3a scexu rro,rlr{3rlbJrurzTer ce flper,c'rarBt c]TAe.teH EEIIO|I. IloJn:nb,']HttrerH't'e

rp.a6ea Aa orroBaprr Ha cbo'rrlerHure KpLIreps,H,':a no46op cr'o6pa:Ho tlvl..a v r,3ra o'l'

nopbqKaTa, KOp"ITO UIe U3]IT,JIHqBaT, u 3a TqX Aa rle Ca ttaJIHIIe OCIIOBaHU[::ta OTcTpaHtl:ia]le OI

npouellypara.
3.2.8. B,tocr,r.t III, F,ct76s., "A; Oatoscutuh', crbp3aHu c tluKo3unle"tHu np'ttct,dtt"

yqacrHLIKr,T leKilapHpzt Ha-u{qr{ero Ha o6croqrt:rcrBara 3a orcrpaHsBaHe or yr{it{-'THe Il

rpouerypara rro q;r, 5,1. tur. 1. r. 1 n 2 or 3Otl (ocut<liane 3a rtpeclbtlreltut ro qJI. 108a. q:t

159a-159r..L'I. 172..ttt.792a,'a:t.209-213. q,'r. 253-2536, 'il.301-307.'il.321 n ql. ..\27a vr

.rr. 352-353e or HK r.r,rn aHaJrorrgrrHu B ,qpyra Abp)t(aBa q--IeHKa H-lH rpera crpaua), liaK'ro I'l

npeAnprrerr.rre MepKrr 3a HaAer,r(AHocr no qr. ji6 o'r 3OIl, Koraro e npunoll(nuo. Tegu

ocHoBaHI4t ce g1gfltrflT 3a JII,tIIara, KoHTo illle,llc'faBIqBaT yrIacTIII'lKa, qJIeHoBrlTe rIa

yrrpaBlrTenHr.r u HaA3OpHr.r OpfaHH rr 3a Apyfr.r JIIIqa, KOI.ITO HMaT IIpaBoMoulut Aa yfipa)KllqBar
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KOHTpOI flplt B:]eMaHe'rO rra peueHr4f, or re3u opraHr.r. Ilnqara, 3albnxeHr.l Aa AeKnaphpa'l
o6cros're.ncrBara ro rtJ.5,1, ar. l. r. I v2ca ttocoqeHu B qn.40, .u.2 o'r nfl3oll. K.olaro
H3lrcKBaHfitra Ilo vl. 54, a,1. l, r. I u 2 or 3Oll ce olHitorr 3a rroBeqe or eAHo JthUe, Bor4rrKt{

nuua rIoArIIrcBar ex.vr n cru IlEAOll. Koraro e HaJruue ueo6xo71r.tr,roc'r or 3arrlu ra Ha

Jrr{yHHTe AanHr{ nnu rpn pa3rrllrng e o6groxrercrtsarA, gnt,p3aHrl c "th.{Itoro o:boroltthe.
nnQoprrlaqlrflTa orHocHo I{3I4cKBitHr.rf,Ta rro rrJr. 54,'ut. 1,'r. I u 2 or 3Oll ce fiom,irl]a B

orAeneH EEAOII 3a BctK(l JII4ue uru 3a HrIKor4 ol Jrr.rqara. B crryuaure, Koraro ce lo4aBa
rtoBgtlg or cAI{H IIEAOII, o6croflTercrBara, cBbp3aHu c Kprrepr4r]Te 3a iloA6op, ce cbA'bp)r(al
caMo n EEIOil, [oAIIHcaH o'f JII4ue, Koero rv{oxe caMocroqreJrHo Aa [peAcra.BJrqBa
c'borBelHHr cronaHcKh cyt5ercr.

3.2.9.8 qacm III, pasden "B; OcuoaaHLtt, c6bp3otru c rtJruu4aHento rn danu4u tr
coquanHoocuzypumenuu BttocrcLt" yvactuttxr,T AeKnapuf\a Harwilrero Ha oOcro.rrrercrtsitra 3et

o'tcrpat{tBaHe or yqacrlze B nporreAypara no qr.54, an. 1, r.3 o'r l3O[, r.e. Aa]n4 hMa
3aAT'JIX9HII{ 3a AaHT,UX H 3aAbJIN(LITCJIHH OCATypI4T9JIHI{ IIHOCKH IIO CMI4C:bJIa Ha qn. l(i2. a-n.

2, r. I or [Ofll{, KaKro I{ rpeArpfierllre MepKr.r :]a HaAeN.AHocr rro ql. 56 or 3Ofl, Kot'aro e

r]punoxrrMo.
3.2.10" B qacm III, pasde.u "B: Oc'uoaauun, clbp3ault c Hecbcmonmetr,ttocm,

rcou$nuxm Ho uttme2,ecu Ltm npo(tecuoucutyc, HupyweHue " y.tacrHplKbr AeKJrrapr4pa
HaJIIrtII4ero Ha o6croqreJrc'rBara 3a orcrpaHrBaHe o'r yrr€rclr4e B npoueAypala rro ,aL 54, ar. 1,

r. 4,5,6 u 7 or 3Ofl. OoHoeaHtaqra rlo ul. 54, r.7 or 3Oll ce orHacsr 3a Jlr4qara, .Kourn
npeAcraBnqBaT yrIacTHI{Ka, qJIeIIOBeTe Ha ynpaBuTeinHH H HaA3OpHrr OpfaHr{ v 3a n'pyfu JrHua,

KOI,ITO I,IMAT TIPABOMOIITU' AA YTPAXHqBAT KOHTP'JN NPU B3EMAI{ETO HA PCUeHI{,I oT Te3H

opraHl4" Jluuata,3aAT,JIx(eHr{ Aa AeKnapupar o6crosreJrcrBara rro rrJr. 54, m. 1,'r. 7 cir
nocor{eHl4 s qr. 40, u" 2 or |III3OII. Koraro rr3r{cKBaHrzsra rro q,r. 54. al. l" r. 7 or 3rlll ce
orHacRT 3a [oBer{e or eIHo JIIrue, Bcr4r{Kt4 nrrua [oArrr4cBar etrvH u crq EEAOll. Kol'alo e

HaJIHIIe ueo6xo,4utvtocl or 3aunTa Ha JrHr{HI4Te AaH[rr4 r4nv ilpLt pa3nuque e o6croqreJrc'fBara,
cBT,p3aHLt C rlrqHoro cbcTo.sHue, uH$opnnaqprsra orl{oc}ro fl:JrrcKBaHHrra no v.u. 54, an. l,t.7
or 3Ofl c€ rorlrrJlBit B orlleiIeH EllAOil 3a BcsKo Jlaue Hru 3a HqKor.t or .ruqa'ra. B cnyuaare,
KoraTo ce IIoAarBa floBeqe Or eAuH EEAOII. o6cToqre,rcTl]aTa, cB'bp3aHu c KptlTepnr.rre 3it

no.u6op, ce cb,qbpxa'r cavto n tltrA.Ofl, rroArrucaH oT' JlHrIe. Koero Mo]r(e caNrocrorrrelr rro llir
npeAcraB:rqBa cborBelrrrlr crorraucxu cy6exr. flo,t "rcoHtplnxr r{a Hrrrepecfi" creABa Aa ce
paz6upa onpeAeneHl{e-r(f,,,rla{eHo n $ 2,r.21 or AP rra 3OII. Kofalo Bb'tJroxurer.qr, neloBri
cjryxHTenu vr.q HaeTIr oT Hefo Jrr4ua lr3BbH HefoBaTa crpyKTypa, Kor]To yqacl't]aT E|

noAfoToBKaTa'AIw, BT,,3JIal-aHeTO ga O6UteCTBeHala [OpbqKa IrJrH MoI'a'I Aa IIOBnU'T{T }rit
pe3ynrara or Her. HMar IrHTepec., xofiro Nroxe Aa BojIH ,qo o6.lrara tto cMltc'l,.:Ia Ha q!r, 5.1 or
3axosa 3a nporttBogeiicral.re Ha KopynqtflTa u 3a c)rrreN,raHe r{ar He'lax:onHo ilpuro6urc)
HN{yuecrBo u:a rcofit,c 6rr Mor.[o ra ce npueNre. Lre Brrrfle Ha'r'.f,xHala 6e:upncrpacrllocr 14

He3aBncHN{ocr Err,B Bpr,3Ka c Bb3JraraHero Fra o6uteclneuara rropbqKa.
3.2.1L B 'Ltactn III, pasdet "f : (lneL!'ucbuqHu notlltoLtu.:utu ocHo6antn Ju

u 3 K:t ro q B aH € " y,qaLcrrvrl( b'r AeKJaplrpa H aluquero H a :

3.2.11.1. OOcrorrrerrcrBara :la orcrpaHsBar{e ol yqacrr.re B rrporreAypara rro LrJr.

51, ur. 1, r. I or 3OlI (oc:r:x4aHe 3a rrpec'rbnreFrr.r.s uo rrJr. 194-708, qn,213a-217,.{rr. 219-
252 u qr. 254a-255a u qt. 256-'.1.60 or HK vru auL'rornr{Hr4 B ltp}la AbpxaBa rrreHxra a-rrr.{

Tpera crpaHa). T'e:u o,;H<lnarwfl ce orrrac.sr 3a Jr[uara, Korrro [peAcraBnrBar yqac]rrr4Ka,
q!'IeHOBeTe Ha yIIpaBhTeIrIH u Ha,[,3OpHH OpfaHH H 3a ll]pyfH II4Ua, KOl.lTrl) HIUaT IlpaBONIOlIlutl

Aa yflpaxHsBar KoHTpo.T fipH B3er,taHero Ha perxeHrrr ol re3tr oprirFr]r. IIuqena, 3a.rb,'r]KcHx ll[r
AeKnaprlpar o6croqreJlcrBa-ra ilo rrir. 5-1. a-n. 1.'r. 1 n 2 ca rocoqeHu n q:r. 40, 2r. 1l or
nn3on. Koraro I{3IrcxBaFIIIqra Iro q:r.54. an. 1.1. I u ll or 3Otl ce orrracr{r 3a rroBerre o'1'

eAHo nlrqe, BcIrt{Kr{ nlrua nonnrlcBar eAt4H tr c:su IIEAOII. Koralo e Harlrlle ueo6xo4nlroc'r'
or 3aullrra Ha .nHrIHL{Te raHHLI wv ilpv pa3nl4r{r4e s odcroqreJlclBara, cBbp3aHH c Jlu,qltoro
cbcro.sHue, uutlpopuaullrra orFrocHo H3rrcKBaHr{qra tlcr .tn. 54, a,r. 1, l. I u 2 or 3O[I ce
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rrorrT,JrBa B oTAerreH EItACril 3a Bc.f,Ko Jrr.rue r{Jrr4 3a HflKOl4 o'r nuuara. B c.ryuaure, Ko|i:rTo ce

rroAaBa rroBerre or eAr{H F)EAOn, oocro.f,rercrBara, cBT,p3aHr4 c Kpr.{Tepur{Te 3a noA6op, ce

cr,Ar,pxar caMo B EEAOn, [oArrrrcaH or JrHue, Koero MOxe caMocrorTerHo Aa npeAcretBJrrBzt

cr,orBerHlrf, crorraHcKr.{ cy(ieKT.

3.2.11.2. O6ctoxrercrBara 3a orcrpaHrrBaHe or yqac'rr4e B [poueAypara no qr.

54, u. 1, r. 6 or 3On r[ycraHoneuo c B,'It3,'Io B cr4Jra HaKa3a'reJrHo [ocraHoBJreHr{L'r.rJrn

cbAeOHo peureHne, HapyneHr.{e Ha qr. 61, wr. l, wt. 62, an I uwr 3, .rr. 63. a-rr. 7 utu 2. qr.
118, u. 128, ul. 228, eur.3, q,r. ')45 u.rr. 301 - 305 ol Kolerca Ha lpyAa r4rrr4 rrJr. 13. a,'r. I

or 3arcoga 3a rpyAoBara r\,{r{rpaulrt 14 TpyAogara Nro6uJrHocr Hrrpr aHaJrofHLIHH 3aAT,n),ieHufl.

yCTaHOB9HI4 C ilKT Ha I(ON{II9TCHT9H OpfaH, CT,fJIaOHO :}aKOHOAaTOJICTBOTO Ha A},p)KaIJiaTa, Il'

Korro KaHAr{Aarbr Lrrrw yr{ilcrHr.rK'br e ycraHoneH).
3.2.11.3. Cnsp:aHocr c Apyr yqacrHuK B rrpolleAypara rro cMncr,Jra Ha $ 2. r'.41

or !P sa 3OlI, BbB Bpr,3Kia c $ l, r. 13 u 14 or !P na 3aroua 3a ny6:ruuuolo npeAnafilHe r{a
UCHHI{ KHI,IX(4.

3.2.11.4. llJleuru 3a )'qacrue e o6rqecreeuu nopbqKll no.Ir. 3,'r. 8 or 3arosa:a
r4KoHoMuqecKr.rre u $uuancoBrrre orHorxeHr.u c ApyxecrBara, perr.tcrpupaHH B ropt4cllr.rKulnl

c npeSepeHur{aneH AaHT,r{eH pexuM, cBr,p3aHure c rqx nvr\a v rexHrrre AeficrsprrerHli{
co6crseHrlul{, ocBeH aKo e HaJIr.Iqe u3KnroqeHrrero lro qJI. 4 or c:suluq 3aKoH.

3.2.11.5. llpe:rnpnerr{re MepKrr 3a HaAe)KAHocr rro.rJr.56 or 3Ofl, Kol'aro e)

npunoxl.IMo vltu HaJll4qn(lro Ha LI3KJIloqeHLIq rto 'rst. 4 or 3axona 3a HKoHoMr4qecrl:hre r4

$uHauconure orHorrreHlafl c Apyx(ecrBara, peflrcrpHpalru B Fopr{cAr4Kur.tl{ o npe$epeHr:HareH

AaHT,qeH pelKrrN{, cBtp:laHr.rre c rttx nur\av rexHr{Te Aeficrsurerun co6clgeHI,Iq}I;
3.2.12. Vqacrnuuure ca Anbxuv Aa yBeAoMf,T IILrcMeHo Bb3Jro)Kurerq s 3-!.ueseH

cpoK or Hacrr,rrBaHe Ha o6croqrelcrBo rro qJr. 54, al. I or 3Ofl. AeKnaplrpaHo or rsx B tlacru

II ra III ua EE!t)fl.
3.2.13. B qacm IL', Ttasden "A: fodrtocm" yqacrrruK:t'"r nocorrBa AoKyMeHla, c

xofiro IoKa3Ba cr,orBerclBr4ero cu no pa3Aen IIl.1.l) ol o6xn:reHuero 3a onoBecrsBalle Hi:r

o6ruecrseuara ropT,rrri:a: Paspeureuue :a rbpr-oBris Ha eApo c \4eAHrrr.rHcKr{ rr3Jle,rHr,

H3AaAeHo or hAII Hn){ Apyf AOKyMeHT. yAocroBepsBau rlpaBoro Aa'rL'plvBet c MeAHur.rI{cKI.t

v3rerrrll) H3Aa[eH or KoMrrere]:rreH opraH Ha cborBerHara Abp]I(aBa. PtnpeureHu(l r.rjll,t

yAocToBepeHI.Ie IIe cH ll3r/rcKBa oT [poH3BoAI{TeJTIiTe IIa MeAI4III4HCKIT I{3AeJrUq. yCTaI]:OBeI{LI

Ha repr.rropLtflTa, Ha Peuy'6luxa fil,rrapnn. Karo 'fc,Ba o6croqrercrBo ce roc()qBa Ha c'bulor[)

rvrrcro n IrE{OJtl.
3.2.14. B ctac:m IL' (tyr;rsu "lJ": TexHuqecKu u npo(tecuoLru.rttl,t cnoco6u'rtc'r11u"

vqacrHHKr,r nocoqBa .loK,r,N{eHTa. c xofirO jloKa3B€r c.bcrTBercrBHero cH I]o pa3Aen III. I.3) ol
o6ssreHr4ero 3a orroBecrsrlaHe Ha o6uecreeu?r?r ropbt{xa: Cep-lttcpnxa'r. y.qocroBel)tBa[l

BHeApeHa cncreNra 3a vrpaBneHue r{a KaqecrBorc, trN lS(f 9001 lllr.t:rr }:N ISO 1348-5,'l348ii
ululu eKBHBaJreHTHa. c o6xea'r s oO,racrra Ha [pol.I3BoAcr]lolo vlunu r:bproBnq-ra c

NIeAH Ur.rHCKpr V3 Ie nws,

3.2.15. Vqacruuqure Morar Aa H3norr3Ba'r IrEAOfl, xofilo Belle e 6lrr H:ro:rlsau
npu ilpeAXoAHa rrpouerJ/pa :a o6urecrBeHa nopbr{Ka. rtpu ycnoBlre, qe norBT,pllj'tr. rte

cr,AT,pxauara ce B Hero nudropuauut Bce oue e i,rK'fyi:LIIHa, npn ycJIOBrrflTaHa'il.44, i:ur. )-

or llfl3Oll.
3.3. ,{oryrtrerrrpr lto .rr. 45. ar. 2 or iln3on 3a AoKa3BaHe I]a nperrp]terure

r\repKr.r 3a HaAelKllHocr rIO q-r. 5t5 or 3Ott. Kofaro e Irpt{JroxHN{o.

3.4. llpll'/qacrHuun o6eAuHenuq, Kolrr() rae ca rcpnAHqecl(H nuua - Konl4e ol

AoKyMeH'r, or xofiro na. e Brrxrro npaBHOTo ocHoBarjue 3a cr,3raBane Ha o6erptsenuero. KaKro

H creAHirra urrSopuilt-ItrJ{ BT,B Bpb3Ka c KorrKp€:ruala o6ueclBerla uop'bqKa: trpaBa'ta ri

3aAT,rxerrHqra rra yqacrHr{rlrzre s o6e,luueHLIerol lpa3npeAeneHHero Ha orroBopttoc'I"ril
MexAy ri,teHoBe'fe sa o6e.qnHelllrero; r,efiuocrule, KopITo ure LI3rIbJIIIqIla BceKH qJteH Hit

o6eruuerruero.
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3.5. TexuuqecKo IrpeAnox(eHL{e. cbAbp)l(aluo:

3.5.1. Texuu.{ecro flpeAnoxeHr,re - rro 3;aAbJrxI4TeJIeH o6pa:eq flpu:roNeuuc Nb I

or o6pa3ur{Te A0KyMeHlll4 KbM AOKyMeHraql4flTa 3a yqacrl4e.

B rclsh AoK)/MeHT yqacrHuKt'T:
- flocoqsa 3a Kot o6oao6eua [o3I'{III4q npeAcr€tBrl oQepra'
- ,{erlapnpa, qe e HatrpaBnJr UrJrocrHo npcAJIoxeHI{o 3a Bcu'tKn HoMeHKJ]atypll

or o6ocoOeHara II03lrllut.
- flpanu npe,{JroxeHr.{e 3a r.{3nbrHefrne Ha rlopr,qKala B cborBercrBne cl

TexHIzqec Krare cn equQ14 Ka utaI4 II I{3}1 cKBaH vflT a Ha Bb3JIoxureJlt :

- [eruapupa cTrfJrocHOTo cr.r c Knay3rrre Ha rlpunoxeHlis fipoeKT ]Ia AoroBop:
- [er;rapupa cpoKa rta BaJ]I4AHocr Ha o$eprara;
- [erlapupa np]reMa]rero Ha cpoKoBere 3a: Ir3nr,JIHerIHe IIa AoroBopa, nJletuaHe.

AOCTaBKa LI |OAHOCT Ha AOCTaB'HI,ITe MeAI4UHHCKIT tt3/\e.Tlufl'.

- .{ernapupa 1pyrr4 cl6croqre:rcrBa, H:irrcKBal{u or Bb3no}KureJlq H nocoLtelll4 t}

o6pa:eqa Ha roKyMeHrii.
3.5.2. [oxyrnreul 3& ynsngoroulaBaHe. Koraro Jl]ruelo, Koelo noAaBa o$c'plara.

He e 3aKoHHI4qT' npeAcTaBlIreJI rla yqacTlr14Ka.

3.5"3. @uptreu Karilrrof, npoAyKToB Jrr4cr Lrnv Apyr olHocI4M AoKyMerlr c

H3qep[arenna uuQoprr.larluq 3a xi]paKTepucrLIKI4Te H a rlpeAnaf aHltre rI poAy KT]l.

3.5.,+. Cano :,a yqa.crHurrr.rre rro o6oco6ena rlo3llufis Ns 1 : .{ocran ra Hil

na6opa'ropHrr Kol{cyMarunu, pea}(Tr.rBr.t Id recroBe, rIpeAHa3Har{eHlz 3a xeMarororuq:
- [grasareJtcrBa or {rupuara - ilpor43BonLITeJI Ha a[apatl4Te 3a cbBMecrl4MiJcr Hi:l

peaKTr.rBLITe CbC CI'ICTeNII'I e.

- Yqacruuqn, flpeAnarautu ay6ruiKarr.t Ha o]pHrLIHanHtt peaKTltlln (cr'c cr,ulnlt LIJII'l

cxoAeH cr,cran). ilpor.r3Berer{H or $uprrla. pa3JIIrrIHa or Srlpruara - ilpoI'I3BoAI'I'reJI Hi"I

anaparr4T'e. c,'relBa Aa fipeAcraB,qr rr4cMeHo pa3peuleHl{e or Qllptrara - rpoH3BoAU feJI Htl

arrapara :a yno'rpe6a Ha 're3r4 peaKTr4Br{ B aflaFrala ll cepru$uKar 3a IIpocneAI4M(]cr ro
4eQuuurunel{ Iv{eroA.

3.5.5. Cano 3it yqacrHr.rur4re rro o6oco6eua rlo3t{ut4t{ Ns 2: !,ocrarrrca Hiil

na6oparopHrr r(oHcyMarr{Btr, pearKTHBr4 u recroBe,, npeAI{a3HarIeHH 3a l eMoKoaI'y.[&II]:l{ - llrlt

arapar STARTMAX:
- [oxyuerrr :ra AoKiBaHa or npor.i3BOA]ITeJrt cbBMecrHMocr Ha peaKrllIII']re' c

an aparr.rre (nporpav u,l B ilJt ltrltp'2H u aHar'IIITI4 LIH I'I ll po uell'pu ).
- loxarare.[crBa or rpHptrrala - ilp(]lr3BojlureJr Ha a[apala. qe peaKTn]:]]1Te li'l

KoHcyrr{arHBlrre ca Ba-rll'I,llnpaHtt :a pa6ora c afiapa'r Start Max.
3.5.6. Cano 3a )'qacrHuuule tto or5oco6eHa lo3uufir{ Ns 3: !,ocral'ra }{a

.ra6oparopHr{ KOHc}.NritrtlBH. peaKTuB}r 14 Tecr()Ere. IlpeAHa3Hatle]Iu 3a [pe.qHa3HaqeHH 'Ja

KJIHHHIIHA XUMU.q H HMYHIf,JIOfI,Iq:

- Pearcrr{slrre .qa ca 6aprco4upaHr.r u c itoKa:iaHa or npon3Bol\v'lenfl cbBMecrItNIOcl

c anaparllTe (n polpall]d c BaltHAl 4paHu aHil!'IHTHtIH t{ IIprJueAypH ).
- B c.rryuaii:. rre npoAyKrnre ca [poH:iBeAeHH I] CAU]. vqacrHHtIHTe cJIer{Ba llil

npeAcrantrr ceplrrtf uxiirll or F DA.
3.5.7. Cavo 3a yqitcrrrr4uure rro o6oco6ena no3uliujd Nc 5: f{ocraurca }li;l

na6oparopHu KoHcyMarr{BH, peaKTnBH H TecroBe, npeAlla3rla\leHn 3,a [peAl{a3HarlSHH l]lJ

Kpr,BHo-ra3oB aua!'In3 - 3a. arapar RAPIDPOINT :t00 __ Siemens:

- A,cKa3areJcrBa or rrpor.r3BoArrrenr Ha ailapara. qe peaKTlrBu're Ll KoHcyMa.rilBI{l'r:)

ca BaJIHnHpaHII 'ta paOola c allaF,ara.

3.5 8. Cav6 3ir yqaclggrlHre rro o6oco6erra [o3t{IIHt Nb 7: loclitBKa I]arec'roBe 3iril

ypr.rHeH anann3arop - 3a itnapa'r DIRUI H-300:
- Y.{acrHr4rtu'r'e B nporleAypara, npeArlafaul4 peaKTI4BL{, KOI'Iro He ca npoH:l,BeAellLI

oT IIpOLI3BOAI4:TeJI' HiI 1\'teAr{qrrHcKaTa allapaTypil, 3a KOflTO Ule ce I{3IIOJI3BaT, CneAIla Aa
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lpeAcTaBflT AoKa3areJIcTBla 3a cbBMecruMocT (pilpeueHr.re oT QlrpMara-[poH3BoAr4T'en Htt

anapaTa 3a piBpeueHa ynoTpeoa Ha re3l4 peaKTHBH B anapara vr ceprr4(br4Kilr 3il
n pocneAhMocT ilo Ae(Dr4 Htr TrrBeFI t\4 eToA, rrJlrl eKBU BiilIeH IH 14 ).

3.6. L{euono nlleAJroNieHrre, cr,Abpxail-(rJ rrpeAno}Kerrr{ero Ha yLracrHnKa olHocHC)
qeHara - no 3an,bn)KureJren o6paseq llpnloxenue JVs 2"

3.6.1. B rosu AoK)'MeHT BceKfl yqacrHllK e AJrbxeH Aa nocor{r4 o6ocofienara
IIO3I'IqU[, 3a KOIiTO rIpeACTaBr rIeHoBo rlpeAnoxerule v )Ia npunoxn norrT,JII{eHa H ilOnrrucaHzt
cborBerHara qilcr (oorrccloeua no3r{Ur.rfl) or CuucbKa Ha naooparopHhre KoHcyMa,Tt4BH,
peaKTr,rBlr r.r recroBe 3a orlieneHr.re " KruHpIqHa na6c,paropr{-fi ".

B crorserua.Ta qacr (o6oco6ena nosuqna) o:r Cnucrr<a BceKr4 yqacrHuK cJre,ilBa Ail
rrorrbJrHr.r cneAHHTe KoJrorru tr peAoBe:

B xonoua 5.1 trtqegmHuKbm nocoqqa npou3lodumeut uct nped.aazauomo u3)("tutc.
B xctnona 5.2 .yvacmuuKbm n()coq6a KofttaJro:)tcttut Ho.\refi ua usdenunmo, Konto

npedJta?a, Ko?amo mola e npuJto)tcu.vo.
B xonoHu 6 yvacmuuKbm nocotlBa zilecmut4ocnrma na npednazeHama ona,KolKa

s "vepHu eduuut4u (caz.nauto .vepHama edurtuqa, nocoqeHa 6 KottoHa 4), Ko?(rmo (.

npuJx0Jtcu_Mo.

B xonoua 7 yuacmuut:bm noc()ttsa npedra?.aHqnle LleHa rrct onoKoBKct a irctta 6el
IIC, Ko?amo e nptuoJh:u.tlo, Kaftto qeHama Ha onat{ozKa mpn6aa da e saxptzreHa do cr,nopust

3HaR creo OecernuqHqme 3tTneman.

B xttnouu I yrtacmuuKbm nocottsa npedtm;'aHama edutruquama LleHa Ha .twepuo

eduuu4a B neee 6es l/{C" Edmntquema 1eHa Ha t4eptn eduuu4a G KoJtoHa 8 ce noil'quea.
Kamo qeHama 3a onaK'o6h:a Ha (ictKo usdenue noomd()rtto c'e pusde.tu rt(t lilecmuMocmma
(6pon "MepHu edtututlu) c edua onarcocrca (xo.,r. 7 "' rco.n. 6)" Eduuuuuuma qetru Ha .tvepHo

eduuu4a cnedsa' da e sanpu?retta do vemctpmutr 3uaK cted t)ecemuqttama 3anemat.
Ha pedoaenne "O6u4: c6op 6 Ko.loHtt 8" yvacmuuKbm nocoLtle c6op'ct ont

cmouuocmume Ha BceKu ped om Ko.tolte 8 (\eHume Ha qcLrrtKu rlo.MeHKrramy]'u tro
o6oco6euama no3uqut). C'6oprm ce 3aKpbzrn do amopu:tr 3ttaK ctetd t)ecenruqHamq 3anematt.

,1. lpyrrr yKa3arrtrfl:
,{.1.. Korarcr ytlacrHHr( noAaBa o$epra 3a [c)Be)qe or e,THa o6oco6eHa no3ur].rrJr.'la

BctKa o'r ro3ul1plure ce rrpe;IclaB.fi orlerHo TexHuqec:Ko rrpeAnoxelrue ilo flplr:roNeulr,.: .Nt I

H noor*qer'IHo KrJr{rrJTeKTyBar{u AoKyN{eHTH IIo rorrKr.r -7,5.2 - -1 .5.4.
4.2. Koraro yqacrHrr(: rroAaBa o$epra 3a rroBeqe or ejlHa cl6oco6eHa tlo3ul,u{. ']zt

BC.sKa Or flO3rru[rrre ce ry)eAc'raBf,r orlenHo IJenc,no fipeA.iroxeHr.re lto llprr:roNeHr.re .ivg 2 c
npunoxeHa Kbr\d Hefo ilourbrHeHa H rrornucoHZr cr,olBCTlrara uacr (oSocodeua no:uulrl) ol
Cnuc:sxa ua ,ra6oparopHure KOHcyMaruBa, peaKTr.{BH u recroBe 3a or,ileJrerrne "KrHrrr.J.lra
naooparopr{t

4'3. Bcercu )/qacrHllK Moxe Ia npelcraBg
ilo BcHqKr{ o6oc:o5esu rro3Hlrlru,

o$epra no erHa. [oBeqe or e4r]a Hrrr.r

4.5. Hafi-url{lKur.f a IIeHa no Bc.sKa o6oco6esaL no3Hrrrrr ue 6bAe orrpeAeileua Karo
ce cpaBl{tBa cboprr or cToiiHc,crl{Te }{a BceKr,r peA or KoJrofia 8 (ueHure Ha BcrzrrKr.r

HoMeHKJ'IarypIr [o o6oco6esara no3r.tUI4Jr), nocoveH: Ha pe,Ia "O6u( c6op n KoroHa 8".
4.6. Bcexu yaIacrHHK e .qnbxeH Aa Hanpallu qeHoBo rrpeAjro:xeHr.re 3a nculrxr.{

HoMeHKJrarypI4 or o6oc,o6eH:ara no3HUHt. I]pel,roirteHHrl caMo 3a orle)JrrrH HoMeHK.[ar)/pr.r He

ce AonycKar.
4.7. lle ca [peAcrasflr A Hr{N{a !a ce ]la3rJrer(Aar rrpe;1lo)xeHuq no o6oco6enn

o3HIIHLI Ns 8 fi Is 9. Ha ocIIOFlaHHe qn.21 ^ at.6 or 3Ofl B"b3.[o)K].rrc:-lrrr rue B'b:liJrorilr
obulecrseHara [opbrrKa no re3r.r cl6oco6eHu no3ar{]ru rro peAa Ha rrJr. 20, u.4 or 3Ofl.
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I{eHosoro rrpeAdroxeHlte Mo?Ke Aa He ce [oc'raBq B orAeJreH :]arrerraraH lrJIIrK,
Tb[ Karo Bb3Jrox(r{TeJrflT e [peABnAuJr pa3rJre]r(AaHero Ha AoKyMeHTUTe Aa CTarre IIo
peAa Ha .rn. 104, ail.2 ar 3OII.

Bn:;rorxutcJrflT He rr3rrcr{Ba rrpeAcraB€rrnro or yyacrHllllut'€ AoKyM€H l-H Aa
6rgar [ocraBeHII B orleJIHIr nlrruKoBe, flAtrr(u ulumr AixoboBe 3a AoKyMeHTrr. B
cflyqaurer KoI'aro A0K)'MeHTHTe rpn6na Aa 6r,laT KoM[!'reKToBaHu rro oTAeJrrrrI
o6oco6enu rIo3IrIIIrHr )''IacrHHK'br Moxe tra rlr K:oMnJreK'ToBa rro Haqnrr, KoiiTo HatMepu
3a uoAxoAq[I.

5. Pa:r,rexuaHe Ha oSeprure:
5.1. flonyueHlrre o$epru ce olBapqr na uy6lnurro 3aceAaHrre, rra Koero Molaf /(a

IIpIICT'CTBaT yqa.C'tHUIIIIIe B npolelypaTa ulfii TeXHLt yIIb.iIHOMOIUOHI{ [peACTaBIITe.]Iu, KaKTC)

r.r npeAcTaBLITeIv Ha cpelcTBura 3a MacoBCr ocBeAoI,{qBaHe.

5.2. BrsroNillleJrqr rIpeABIr)KAa pa3rne;KraHero Ha o$eprure Aa ce a3Bbprru no
peAa Ha r{n. 104, an" 2 or 3OlI, rIpH Koero c)qeHKara Ha rexrruqecKrrre r{ TIeHiJBHTe

npeAno)I(eHhfl, Eta yqacTHHur4Te rile ce u3rlbprrru npeAr4 npoBexAaHeTo Ha [peABapr4l'0J]HHs
non6op.

5.3. [eficrBnflTa Ha ](oMI4cHATa 3a r43r]bpnrBaHe ua no46op Ha KaHArrAarhre H

yqacrHnllure, pa3fJlexAaHe H oueHKa na orfeprzle (xonlrcurra rro .rl. 103. 2r. 1 or 3C)ll) ce
H3BbpIXBaT B CneAHaTa nOOneAOBilTei'lHOCT :

5.3.1. KoMprcatrTa orBaps ilo peAa Ha r.f,xHoro rrocrbnBaHe 3aner{ari:rHure
He[po3paqHl4 olraKoBKt4 Lr orroBecTtBa T.rrxHoro c'bllT,px(aHrze, BKJItoqr.rreJr]Io tIpeAroxe]{Lrqra
Ha yqacrHr.rur.rre rro rroKa3irrTeJrq 3a orreHKa na oQep.ru-r'e:

5.3."2. rexHllqecKoro I{ IIeHoBoro rrpeilnoxer{pre Ha BceKH or yqacrHurlrlre ce
noArlHcBar nafr-tualxo o1l TpI4M:a qJler{oBe Ha xoNrl{roriflTa v ce npeAJrara ilo eAr.rH ot'
npuCl,CTBaIqI{Te: rlpeAc'IaB}{TeJlI'I Ha Apyrl,ITe yqaCTH:uUu Aa rI,I IIOAnHtUe, C KOeTO ny6,ruq]taTa
rtacT oT 3aceAaHHe'ro npuK.[rcqBa;

5.3.3. KoMr,rcr.tsra piBf.le]Kra rrpeAcraBeHr.rre oQeprrr H oqe]{qBa cr,r..racHO
uzlpauux xprlrepraii 3er Bb3JlararJe re3u or rrx, Kor.r:ro cr,orBe'rc'rBar rra trpeABapH fenHo
o6qeeHrlre ycnoBHrr;

5.3.r1. KoMI.rcH{Ta pa3irne)Kna ,qoKyMeH'rI{Te. cB'r,p3aHu c Jrr4rrFroro cbcrorrr14e q
KpLITepHUTe ra noA6op. Ha )rqacTFII4uI{Te B rilr3xoArLrl pel] CIIpqMo rloJT\/qeHr{Te oueHKHl

5.3.:t. Kor-ilrc) vcraHoBli Jrnnca. tlettt)..IHo'ra nJ'I]t rrecborBerc'fBlle Ha

uHSoplrauuffTa, IlKilloLII{TeJTFIo HepeloBHoc'f I.L'IH $anrltuecra rpeluKa, t{JrH HecborBerc rtsr{e cl

H3HCKBAHHqTA Ii],NI J'II,IIIHOTO CT,CTOqHI,IE I{.I]H KPIIT.CPI,IITTC IA NO;.16OP, ITONIHCHgTa nH(.:\{eHO

YBelIoMtBa Vr{aC',rHr.rKa:

5.3.6. B cpcrl(;1it 5 pa6orHLI AHI,r or rlor)'rraBerHero Ha yBeJIoM.relrHero yqacr.rniKr,T'
Nroxe Aa rpeAc'raBu noB EEAO[I ulustu npyrr.{ r,oK)tv{eHrr4, KoH]o cT,A}pxar npoN{(jretra
t4,' 14 rv .[onbJII{ena n H Qrtplt atqult :

5.3.',7. KoMl{,cugra pa3rne)I(Aa,qoKyMeH'rr{'re, cB'bp3aHH c Jrr.rqHoro c'bcrorirue rr

KpHTepI{}I',re sa troA6op ,ICr ycraHoB.sBaHe Ha c],oTBeTcTBHe c H3TTCKBaHHflTA r{a lIBaMa
yqacrHuuu. Kol,t'ro Kna(oupa FIa nr,pBo Lr BTopo Mqcro; ooraHiL'rH'r'e yqacrtrHrlr4. rlnHTo or[eprn
ca oueHeHLI, He ce K,Tac:IIpaT,

6. Crcrrc.reaHe na lloloBop 3a rr3rrb!'rHerrrre Ha o6ruecrselra-ra flopbqKa.
6.1. Ilpu ilorilHcrBaHero rla ,(ofoBopa sa o6qeclBeFra rropbr{Ka. r.l3nr,rrrHTe)Jrrr e

A.[T,XeH !a npeAcraBH:
6.1.1. Axrya-rt,nt AoKyMeHT'H yAocroBep.sBarqu iruflcala rra ocHoBaHrlq 3a

oTcTpaHqBaHe oT llpcruelypaTa, KaKTo H cboTBeTcTBueTO c rrocTaBeHHTe KpnTepHr.r 3a

no46op:
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- 3a o6croqreJrcrBara rro qJr. 54,m,1, r. I or'3OIl - cBl{AerencrBo 3a cbAl{Mocr;
- 3a o6croq'reJrcrBoro tro r{r. 54, m.l, r. 3 or 3Oll - yAocloBepeHne or opr aH}rre

no [pfixoAllTe r{ yAocroBepeHue or o6uluHara no ceAaJluurelo Ha Bb3JIo)KI4TeJrr, L1 Lril

KaHAr.rAara LInI4 yqacrHplKa;
- ga o6crorlTeJlc-fBoro rro rrJr. 54, an 1, 'r. 6 - yAocloBeperlue or opr-aHrrre rril

I4:ur,ruureJlH a aleHur4 rr " I'Jr aB Ha ITHcIIeKII lifl rlo rp'/Aa" ;

- ceprlrQnKar :Ja rrprrnaraHe n noAAbpxaHe Ha cl{creMa 3a ynpaBneHr{e Ha

KalrecrBoro EN ISO 9001 u/urr,r EN lS0 13485,/13488 vrluttu eKBLIBaJteHrHa, c o6rinar I
o6lacrra Ha rlpou3BoAcrBolo ulutm tbpfoBl4qra c t'teAl4uuHcKLI u:lAenut.

6.I.2!". [exnaparlltq ro r{r" 10,r"2 or 3alrorra 3a MepKr{]'e cpeury H3nHpaHe I{a ilapll

- rro 3aAbnxureneH o6Jraseq IlpuroxeHne Nb 3.

6.2. He ce cKJIIoTIBa AofoBop c lr3rrr,irFrltlel, xoftro He n:Jrrr,JIIIu 3ag,bJlxelll4ero.

nocor{eHo B TorrKa 6.1.1 u 6.1.2.
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" MHOI-OII POO LIIIH A EOJIH I4I {A itA AKTI4IIHO IIEr-l EI {I4II*IOBPI4 t{ " AI
rp. [o6puv, cbc ceAaJl]tule u aApec Ha yrrpaBneHrze: rp. [o6puu, yl. "llauafior Xl.rros" 24.
rerr. 058/600160, $axc: 058/600414, e-mail: qblb@bergqn.lsL tll4K 1241,fi302.,
rlpeAcraBn.aBaHo or ,[-p Cne'ro:ap Baiiqee fle'rpon I4srrs,qsnre;reu [upercrr.rp Ha

Apy)KecrBoro, F{apnqasa KYIIVB Atl.

CrpaHure ce c[opa3yMqxa 3a c.[e4Horo:

IPEAMET.HA AO|OBOPA r,1 I]EHI4
1.(1). tlpoaoB&trr,T rrponaBa lra KylyBarra la6opa'ropHr.r KoHc)/MitrlltJt4, peaK'tullr4 rr

'fecroBe (uapuuauu rro-llony N{eArzrIHHcKu/re nu,e,rux), za KoHTo e }/qzrcrBzLr B o-r.Kpr{Ta.

rpoueAypa 3a B'b3Jrafar{e Ha o6qecrneua nopr,qKa:
......1.1:ltt orucaHl{ e flpluoNeHue KT)M AotoBopa

(2) I-[eHonure ilpe,rlo]KeHuq Ha rlpo,qaBaqa, nocorreFrlr B rrpr.rJro)r(eHHelo rro
npeIXoAHaTa aJrr4Heq, cra Hepa3Ae.rrHa qacT oT HacTorrulus ilofoBop.

(3) [lporuo:urtre Ko.III{qecrBa, rIocoqeHr.r B !oKyMeHTaur.rqra :a o6ulecrnena
nopbr{Ka I{e IIOpa}KAaT 3aJbJI)KeHIIe 3a Ky[]'BarIa Aa fll 3aKyrrr.r B IIr)COqeHAq O6eN{.

CPOKOBE 14 IIALII,IFI LIA TII/\IUAFIT:
2. Cp<lxrr tFIa uacrorrttlHt AoroBop e 12 N{eceua or rarara Ha rrojtnucBaHero r\{\.

floroeopr,r rrpcrnbJxaBa ,]eiicrsnero cn J,o cKnroqBaHero Ha nofoBop c Apyr r.l3frr,Jrrrrrre-'r
c.reA npoBexAatae sa o6iuccrBr'net ropbqKa.

3. floco.{eHLlre B qJr. 1 H:Ae.[uq u]e 6r,,TeLr:IocraB-sHr.r or nponaBarla Ha Kyrryiiaqa B

cpoK ,fo 14 (uerrapnHall(3cerr) KiileHAapHH )\H:a, cneA 3aqBrBanero rrM or KyrryBaqa.
4. [:alxuvara Ha npoAaBaqa c]'Ma rro Bc.qKa orAenHa .{ocraBKa ilIr- 6bAe rurar-eHa

or KyilVBarla uo 6asxoBara cNlerxa Ha [po,4aBalra B cpoK I(o 60 (ruec'rlecer) xaleuAaprr!l AHr.r

c,rreA u3AaBaHero Ha r!ar<r1 pa or npoAaBzrqa.

5. Cpox:sr Ha tojrHocl Ha AocraBeHure H3Aeruq rpr6r.ra Aa e He no-Kpa'rbK or 6[)
% (urec'raecer rpolreH'ra) r,r't'o6uuq cpoK rra loAHo(,rr KT,M MoMerrla Ha noc-r'aBKara.

MTCTO H,A. tr43lIbJlllEHI4Ir 14 IIPEMIIIIABAHE I-1,{ COBC]'BEHOCT] A
6. 3at Nt.qcro Ha !(ocranrHe Htr rr'lnernrra ce oilpeAeJs "MEAII-flo6puu" A,ll. rp.

!o6puu, y.n. "flarrailol Xuros" 2.1.
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7. Co6crseuocrra B'bpxy AocraBqHr.rle rr:lAeJrl4t r4 pHcKT,T or' [r,JIHoro r.rJrll

qacTl4qHoTo I4lvl rlofl4llaHe [peMIlHaBa Bbpxy Ky[]iBaqa or MoMeHTa Ha ilpr4eMaHero r.rM Ha

MtcToro Ha AocTaB[He c ilplreMo-npeAaBareJreH rrporoKoJr Hnu Apyf paBHo:]HaqeH AoK]MerrT.

IIPABA L1 3AA'bDI(EHI,I' HA |IPOIABATIA
tlneu 8. (1) IlpoaaBaqbr e rnbxeH,4a cKnloqr4 AoroBOp 3a rroAn3rrbJ'rueHue.

Koraro e o6tBun n orpeprara cH 3a yqacrrie [oJr3Bar{e'ro Ha rroAu3rrbJlturel. lJ cpoK no 3 lsu
oT cKrlorlBaHeTo Ha AOfc)Bop 3a IIOAII3[bJIHeHUe I{JIH Ha AOIIbJIHI]TeJIIIO Cllopa3yMenrue 3a

3aMqHa IIa IIOCOqeH I] 3atBJIeHUeTO IlOAr43rrT,JrHHTen r.r3rrT,JrHIZTent{T H3rrpau{a KorlHe Ha

AOfOBOpa VrV Ha AOnb,lrHr,rTeJrHOTO CIIOpa3yMeHr4e Ha BT,3JTOX(r.rTeJrr 3ae,{HO C AOKa3aTe)JrCTtsa.
qe ca r.r3trbrHeHu ycnoBr4rril no .ll. 66, u.2 u 11 c,r 3Ofl.

(2) llo4u:n:r,rurireJruTe HrMar flpar]o Aa npeBr,3Jrafar eillHa Hnu rroBeqe oT

Aefisocrure, KOr{To ca nKrroqeHr4 B rrpeAMera Ha IofoBopa 3a noAlr3rrbJr}{errr{e.
(3) I{esaeltcnlMo or Bb3MoxHocrta. riL ce Il3rIoJr3Bar iloAr43nT,JrHr4r'eJru.

orroBopHocrra 3a r43n:L,JrHerrue Hia AofoBopa 3a o6ulecrneHa nopr,qKa e Ha rlpoAaBaqa.
(4) I(ynynaqbr HsMa ra u3Br,prilBa Ar4peKTHrr pa3rnaurat:as. c noAr.r3rrbJrrrr.rrcrJrr4re
t{nerr 9. flpo4anaur,r e AJrr,xeH Aa AocraBrr Meirr4rrrrHcKrt v3[errr4s,, Kor.rro:
l. ullar HaHeceHa "CIi" uapxupoBKa B cborBe'rc'r'Brre c r43r.rcKBaHusra Ha qn. l5 o"r

3axoHa 3a MeApruuHcKrdre v34enns. (3MI );
2. uvar HaHeceH u4enruSuxaurroHeH HoMep Ha uoru(rurlvpa:nrrs opraH no ,u. 64.

u. 2 or 3MI4, Koraro [por(eAypnre, onpeAeJreHrr B uapeq6rare ro r{Jr. l8 or 3MI,{, r.r3rrcKBa'r'

HaHacgHeTo My,
3. uvar HaueceHr4 Har4MeHoBaHVe v aApec Ha ynpaBJreHr{e Ha npor43Boirr4rent

u I utu ynbnH oNr o ueH r4rr n peAcraBr.rreJr r.r BH o cuTens ;

4. uual uHcrpyKlllrt 3a ynorpe6a, c rr3r(J]]oqerure Ha u3AerrLrflTa,3a Koulo'rcBir Ho

e rrpeAtsrrAeno n ilMtr4:
5. ca npu4pyxer{H or BaJIHAeH cepru$uxar, yAocroBepr{Bau c'borBercrBr,re ro c'bc

cr,urecrBeHaTe n3lrcKBittrs.,, nprrJrox(rrN{t4atav3g.eruero, 143AaAeH or Hclrnrpuqupau oplan.
6. ca upolt:iBeAeHu or IIpoH3noALITer. xoi.rro rpl4nala H no4irr,px(a cr4cr',iiMa 3i:l

yrrpaBnerrr4e Ha KaqecrBoro ISO 9001 vlutu clrcrer\4a 3a yrpaBre.Hlie Ha Kar{ecrBoro Hir

MeArrrlur{cKr.rre r.t3ileJrn.q I S O I 3 4 8 5 ul ustu eKBr4BaureH rHa.
thes 10.(l) IlpoaaBaqbr B cpoKa Ha noroBoF,a'rpt6Ba.qa o'rroBapq Ha cr(:rrHut'c

H3HCKBAHIiq:

1^ ![a rnra pa3perxeHrre HJIH yi]ocroBepeHLre 3a -rbproBHq Ha eApo c N{eALrrurHcKr.t

u3Ae.qur. H3AarteHo or [4:ur,:rnr.rlerHr.rq Ar,rpeKTop ua L4.AJI ro peAa sa 3Mtr4.

2.Lla npuJrara r{ nc)AAr,pxa cncreN{a 3a }'npaBJreHue Ha KariecrBoro ISO :)001 r,.l,

o6,rac'ma Ha nllc)u3Boncrno,To :ltl'vllr4 TtpfoBulra rt N{e,qHut.{HcKH rBxeltl4tr rrlurv cHc'r-(l\ta 3ill

)'rpaBJreHr{e Ha Karrecrnolo I S O 1 3 4 8 5 / I 3 488 u I vt:tri eK Br.r BaJreH'rrla.

(2) Ilpo,rani:Ilrlr e AJlbxeH He3a6aeuo Aa vBeAoNrr{ K}'nyBaqa [pr4 orr{eMi:lHe Hil

cborBe'rH HTe pa3perxerwrn vt rrr4 o6escnl naHa 
"s 

1,4ocloBeperrH.q.
9len I 1. Elcsrca orlenHa I{ocraBxa rpr6na Aa e npu.lpvxerra or .q,oKyl,{errrr.r.,

)'AocroBepqBaulrr npoi43Bonurerrrr, raprLlt\Hvs. HONIep. cepuituur. rroMep. cpoKa Ha roArrocl rj

or aHar'rrr3HH (leprHq)lrKaTr.r (opnruuauHLr, 3aBeper{o K0rrl4e H:ru ny6"nnqHo oiloBec-reuu)^

lloKyN{eHTupauH lrpopt3xcrAa, cbc)TaBa Il TeKyultt KoFlTpo.[ I{a KaqecrBo]o Ha H3IeJ'IIdqf il.

9leu 12. flpoaaBoHbr e A.rn,]r(eH Aa H3.qaAe B cpoK Qaxlypa 3a AocrarreHnrc:
\{eAr{uri H c Krr. v3 ne Ihs.

flP,z\llA 14 3A.['bJI)KEHI4A HA Kyfl)/BAtllt
9leu 13.(1) Kynynaur,r HMa rrpaBo Aa npoBepqBa KoruqeorBoro Ha BcrKa

OTA9JIHa AOCTaBKa, KaTO IIpU l/CTaHOI]f,BaHe Ha H€C'bOTBOTCTBUC e /i(JII,)I(OH Aa yB9AOMI4

rrpoAaBaqa B cpoK ot 24'taoa.
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(2) ttpu ycraHoBsBaHe Ha Hecr,orBcTcrBr4e B KaqecrBoro Ha rocrarier{r.rre
MoAI4III4HcKLT LLt[elrr4fl KyilyBaqbr e nrbxelr Ia yBe,loMn rrpoAaBaqa B cpoK or 24 qac,a"

(3) IJeclorBercrBlrero Ha KoJIUT{ecrBoro H Kaqec'rBol'o ce yclaHoBtrBa c ilpo roKoJr,
cbcraBeH or KoMr4ctrr, cbcraBerla or AnbxHocrHure nllua Ha KynyBar{a.

(4) 13 cryuaii, ve rpoAaBaer,T B cpox po 24 rraca cJreA yr]elloMflnaHs'ro 11o aJt. I

ocilopll rI{cMe}Io Hecb(lTI}eTcTBueTo Ha Karlec'rBoTo, Tofi Mo}I(e Ia ficKa npoBepKaTa t\4y oT'

yrrr,nHoMouleH opf aH H rrr4 na6op eLTopLrfl .

rfuerr 14" Kynynaqr'T e AJIbxeH Aa 3a.nrarkr yroBopeHara rleHa B pa3Mepa, nc)
HaquHa H B cpoKa, o[peAeneHH B HacTo.rrrrlHr AofoBop.

HE)/CTOIZ]{Z
9:rerr 15.(1) npn sa6asa Ha AocraBKa or crpaHa Ha rpollaBaLra c rroBelre or 24

(Asalecer u qe)Tupu) qaca, Kyn)/Barr:br l.I\{a ilpaBo Aa flonyrru Heycroilxa B pa3Mep rra 0. I

(uyla utJlo, eAHa Aece'ta) ua c'rcl or crofiuocrra Ha :a6aseHara AocraBKa :]a BceKH 2'I \aca
3a6aBa.

(2) flpt )'craHoBqBaHe Ha necborBelclBue B KoJrr{qecrnolo, rpoAaBaLrr,T e
Anb)KeH lla AOCTaIILI TII4TICBaIIIOTO KOJrrrqeCTBO rrpri: cneABaruara AocraBKa, a flpn rroHcKBaHe]
oT crpaHa Ha KynyBaLIa B cpoK or 24 vaca. flpu HeH3nbJrHeHue Ha ToBa 3aA:bJr;,KeHr.re

KynyBaqT,T vMa. IIpaBo Aa [onytlH Heycrofira B pa3Mep Ha 5 (nel) Ha cTo or crofinoc'rra Hir
JII{rrcBauloTo KOtr 14 qecTBo.

(3) Ilpu ycraHoBtBaHe Ha Hec'borBerorBr4e B Kar{ecrBoro, ilpoAaBaqT,T e A.rrb}r(eH
Aa AOCTaBLI MeAHIILIHCKT4 ri.34ervtr c yfoBopeHoTo xaqecrBo rrpt4 cneABa[la'fa "nocTaBKa, a ilpyi
fIoI{cKBaHe or crpaHa Ha KyilyBar{a B cpoK or 24 \aca. llpl.r ueu:lrrbJrHeHr.re Her ToBa
3aIT,nxeHI4e K)'nyBaqb't fiMa IIpaBo Aa nonyqu ur:ycrofirca B pa3Mep ua 5 (ner) Ha (lro ot'
croftuocrra Ha HeraqecrBeHara AocraBKa.

(4) ll cnyqa.Llre tto aJIIrHe]I 2 u 3, aK(] npoAaBaqbr He AocraBr.r Ao;oBop,irHoro,.
KynyBaqbr r4Ma rrpar]o rer 3axynu ueo6xoAuuure My M€Ar{rrur.roKpt A:tllenvs. ol. jlpyr
AocTaBqHK, KoT,o pa3Jrlll(aTa Mex(Iy IIeHaTit IIO lofcrBopa fi Aefic'rgLrTerHo 3atrJlareHaTa rIeHa ei

3a cMeTKa Ha npoAaBaqa.
r{len 16.(l) Ilpu o-rli:a3 Ha npoAaBaqa !.a AocraBr.r 3arrBeHHTe Nry N{eAuLIL{rrcKyr

v3Aerr4t I'IIH ilpH za6ana IIoBeLle or48 (uerupu4ecer lr oc:ev) qaca, K)'rr\,'Bar{br r.rMa [pilBo.qix
3aKyrrH Heo6xo;lurrrr.rre Mv MeAHur.rHcKr4 rlt:.1envg, or np)'r ,qocraBr{aK.

(2) I) c,,ryuiutr€r no fipr3AxoAHara ar'rHHerr pa3nr{Kara N{exAy ueHara no Aologopa u

,Iei.rcrsurerHo :iafiJrarerrala rleHa e 3a cNterKa Ha rIponaBaqa.
9,res 17. K.ynynattbl LIMa [paBo lur HcKa o6egue'rerrlre B nr,lreH pa3\rep Ha

BpeAuTe. KoHTo e Ilperr'pIIq"T B pe:3ynTaT Ha :a6aeeua'raulustu HeKaqecTBeHaTa AocTaBKil.
tl'rerr 18" llpu:ta,5asa.Ha n,rau{€r}re or crpaira Ha KyrtyBaqa" trcrc,!eAHHrr AbJt)r(a Ha.

npoAaBaqa Heycrolixa. B pa:rMep r{a 3aKoHnara -rruxt3a.
rheu 19. Fle5,c19;rule, o6e3lr{erer{u.f,ra 14 r{eHOBH're pa3.[r.rKu no qr. 16. a,r. 2

Morar Aa 6rlar yAT,p)KErHr.j or BcrKo Ar,Jrxr4Mo Ha rrpoAaBurqa [raulaHe.

|IPEKPAT' Br\t{E I-t,\ AOf OBOPA
tl:ren 2(J. loronoprr c;e rpeKparrBa:
1. c H:'ruqaHe I{a cpoKa. ga rcofiro e cKJIlor{eH, ocBerr B xullore3ara Ha.r.rreH 2.

u3peqeFrHe Bropol
2. ol I.I3npa.BIIara crpar{a nprr cHcreNiIr() Her{3frbJ'rHeHrre Ha 3aAbr)KeHurra. uo

.fofoBopa, flo4 cllcreN{Ho nelt3nbr'IHeHue ce pa:6upa raKoBa. hlBt)ptrreHc) ABa vtul noneqe
nbTH B paMKUTC) llet eAH.H X:aJIeHAa.peH N{ece:II, LIJIH IlOBeqe r)T TpH IltllH B paluK}.ITe Ha CpoKa Ha

AOfOBOpa;
3. npu cb3AaBalrero Ha ycnoBr4fl, 3a rooraBr(a rra NreAurlr4HcKr,r lr3AeJrrrr cJre!,

rr poBexAaHeTo Ha rleH'f paJrr.{3 vpalfl|{ eneKTpoHHr.r l-bpf oBe.
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4. flppr HeBT,]3Mo)KHocr Aa ce ocur:/pn $nnaucnpane za l{3rrbJrHeHrt:To Ha

nopbr{Kara ilo tIpHTIHIIM. KoI4To x:ynyBaqbr He e MctfT,Jr Aa npeABI{AH.

APt/fr4 ycJroBr4t
9leH 21. Crpauurfe ilo Aolonopa He Morar Aa ro H3MeHrr, ocBeH B cJrrr'{auTe.

rrpeABr4AeHr4 B qr. I l6 or 3oll.
Yrc's 22. Crpanrare no AoroBopa u{e peuraBar Bb3Hr4KHaJrrlre [o u3trbrHr,]Hr,re'r'o

crr0poBe rro B3aHMHo 0bfJracue, a aKo roBa e Hellb3MoxHo, IIo peAa Ha fllK, rpeA poAOBo

KOMne'reHTHrrrr cr,A B fp. llo6pH.{.
9:reH 23. 3a scu.{xn HeypeAeHH rro Hac)Tonrlr4r AoroBop Bbnpocu rr1e ce [pH.Tafa.T

pa3nopeA6ure Ha 3OIl, fln3Ofl, 33[ n 1'3.
rhes 24.(.1.) 3a ea:ru4Hrz alpecr4 3ai npneMaHe Ha cbo6uteHuq. cBr,p:,aHh c

HacTosrrlr4.s AofoBop ce cMrITar aApecr.rre, flocoqeFI14 B Haqa,'Ioro Ha AofoBopa.
(2) tlpu npoMqHa Ha AaHHr{T'e tro npenxoAFrala €uurHes. cr,orBerHara crpaHa e

Anr,x(Ha Aa yBeAoMH Jlpyfara B Tpr4AHeBeH cpoK oT npoMsHaTa.

llpu c:bcraBrHe Ha Hacrosluurr AoroBop ce fipeAcraBl{xa or a3IIT,J1 nlrreJlrt
cneAHr.{Te AoKyMeHTI{ :ra,[oKa3BilHe JII4TICaTa Ha OCHOBaHI.Iq 3a OTOTpaHqBal]e:

- 3a. o6croq'TeJrcrBara rto rur. 54, u. l, r. I or 3OlI - cBuAereJlcrBo 3a cr'Ar4]'{ocr;
- 3a o6crosreJrcrBoro rro rrJr. 54, m.1, r. 3 or'3Ofl - yAocroBepeHrre or oprurHr4re

no npuxoArTe v yAocroBepeHl{e or o6ruuuareL IIo ceAa!'Irluero Ha I]'r,3JIo)KI4Ter'Ij'r H Ha

KaHAr4Aara u JII.I yqacTHIrKa;

-:a o6cro.flTeJrcrBolo rro qJr. 54, ut. l. r'. 6 - yAocroBepeHue or oprarrule l]il
Irls nbrH I4reJIHa af eH qrrs " f'r aBHra uHcneK qil.s rlo rllyrTa " ;

- ceprn$r.rKar 3a rrpr{JrafaHe) r.r floA.lbpx(ar{e Ha cHcreMa 3a ynpaBneH14e l{il
KaqecrBoro ISO 9001 Bi (16-:racrTra Ha rrpor{3BoItcrBoTo prlutu lbpfoBus'ra c MenHtIilHcKn

rz:neilufl ulustu crrcreMa 3a yrrpaBneHlre l{er KaqecrBoro ISO 13485i 13488 ulul,tr
eKBI'IBar'IeHTHa;

Har;loqruHJ{T lloroBop ce cr,craBr{ B 'tpr..j: eAl{oo6pa:ul.r eK:ieMnJltpa. eIIIH 3a

[poAaBaqa u !:Ba 3a K]'nyBar{4.

tlPOAABlttl: KVfIVL.}ALI:


