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Anec......... ........2018 rol. B fp. Ao6pLIq, Ha ocHoBaHI'Ie qn. 112 Il CJI. or 3aroua la

o6ulecrseHprTe nopbqKn, ce cKJrroqr4 HaCTOsulnsT AOfoBol) Me)I(Ay:

"TI4TAF{I4KA 2008" EOOA, cr,c ceAanr4xte B rp" flnoBAI'IB 4000. paiiott

L\enrpa:ren, aApec Ha ynpaBneHlre: yn. "Kupu:r Xpt'tcton" 8. el. l, aII. I n 6. El',ll{

200000276" [peAcTzrBJIqBaHo or Buqo Mr'rxairrloe Buqee, onpeAe'reH 3a u3['bJIHHTe'q cJl(j]l

rrpoBeAeHa [poueAypa 3a Bb3JrafaHe Ha o6ulecrsesa [opbr{Ka Tun "O'IKpnTa" Nb 00083-:'2018-

000g. c [peAMer: [oc,ranra Ha MeAuuu]{cKu a3AeIrnfl 3a oprolleAuLlHa' xlrp}pfllrrHa h

HeBpoxupypfrrqHa Aefiuoc.r 3a HyxAHTe rra "MHoronpo$unua 6onsuua 3a aKTlrllHo JIeq'3HHe-

[o6puu" AA, rp.{o6puu, HapI4qaH IPOAABAI{
l
" MHOf OflpOO hIIHA EOJI HI4UA 34 AKT I4BHO I L:LIEI-II'IE-AOBP I'1 t-l " All

rp. [o6pu.r, cT,c ceAaJurule rr aApec Ha ynpaBJIeHLIe: fp. Ao6pau" y:r. "flauafior Xurou" 24'

rerr. 058/600160, SaLrcc: OStiIOOO+t+. e-mail: oblb@bergon'net, EI'1K 124141302.

[peAcraBnqBaHo or [-p cnerotap Eafi.reB - I4snbJIH].ITeJIeH /{t'tpexrop Ha Ap}',}Kecl'Bol'o.

HapllrraHa KYllYBAq.

CrpaHrale ce cilopa3yMqxa 3a cJler,Horo:

nPEAN/lIlT HA AOTOBOPA I',I tlIiHI4
gneu 1. Ilp,cl4aeaubr flpoAatsa Ha KynyBaqa Me.rI]runHcKLI u3neJII{q ilo O6oco6eHa

nosuuHq J',ie 3: or;leocprHre:su cpeAcrrBa 3a OpTOneAHqHa lleilHocr'- Bapl{aHr 1 n ilo

o6oco6eHa rro3r4rlgr J\g 6: Mear4qnHcKr.r r4:liler[q 3a HeBpoxlrpyprl'lqHa irefiHocr- napuaur 2'

IIo ueHH. ltocorleHr4t B UerroBoro flpennoxeHr.te Ha npolaBaqa. Koero e Hepa3ltenHa Ll]ilcr 01'

HacTofiulut llofoBop'

CPOKC)I]E 14 HAI{I4H HA IIJIAITIAHE
t{:reH 2. Cpox:sr Ha Hacrotuut loroBop e 1ll ueceua or Aara'fa Ha noAnHcl}iIHe'IO

lly. floroeopbr rrponbJrxaBa neiicreHero cr.r ,1,o cKJlrcqBaHero Ha AofoBop c Ap]f l{:ln:b":lllHTerl

cneA rlpoBelKAaHe ga o(iutecrBeHa nopbrlKa'
t{;rerr 3. flocoqeullre B r{il. I ueluuuucKl4 H3AeJr}{t trle 6r'lar JlocraBjl I{14 o1

[poAaBaqa Ha K)'[yBaqa B cpoK no72 (ce,reulecer u IBa) qaca, c]JeA 3atBqBaHero l4N1'

t{,ren 4. nt,lxuuara Ha rlp(JAaBaqa cyN'la no BcflKa o-tIe"IHa J,ocraBKa ul(il 61":ie

n.ilareHa oT Kyrr)'Eiarra I]o 6auxoeara cN{eTKa Ha IIpCrAaBaqa B CpoK AO 60 (urec-r:tece'r)

KaneHAapI{H AHlt cJIeA tI3AaBaHero ua sarrvpa' or tlpoAaBaqa'
glerr 5. Cpox1,r Ha toAHoc'f Ha nocraBeHnTe NtenultllllcKrl [43nexu;'fl' -rpseirra la e

He flo-Marr,x or 1 (elua ) roluna Kr,M NIOMeHTa Ha LOCTaBKaTa'

M-fl C-f rO H A I43ll'bJtHEHl'tE t{ flPEMi4H,\BAHE H,'\ COBCTBIIHOCI"I'A
gleu (i. lla MrcTO H& ,tlo,cT0B9r{e Ha NreLr{uLrHCKI4re I43AeJIHS Ce onpeAejltr

..MEAn-Ao6pr{u" AA rp [o6puu. y:r. "flauai4Or Xl.rron" Ne 24. 3r]eHo ..BO,'IHla'Ilta an-leKa"

q:reu 7. Crt6crneuocTTa Bbpx), ,llocTaBtrlHTe MeiII4UHIiCKH A3lelfiitt u pHclKltI 01'

TIT,J]HO H'IH qAC'I'HI.IHO TIO|LIBATIC HA CTOKIITC NPCMI4HABA BT'PXY h:)'NYBAqA OT MON'ICTITA HA
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[pHeMaHeTo r4M Ha MflCTOTO Ha AOCTaT]qHe c [pIleMo-npeAaBaTeJIeH IIpOT0KOI I',IJrlI Ap)/f
paBHo3Har{eH AoKyMeHT.

IIPABA 14 :IAAbJIXEHI4' HA NPOAABAqA
!,reu 8. (1) flpo4aBaqr,T e Arbx(eH Ia cK,tloqu Aorotsop 3a IIoltIr3nbJIIleHhe.

Koraro e o6sBr.rn B 3aqB.1eHuero cH 3? yqsgt'ra noJr3BaHero Ha noaH3rltJIHnreJI, B cpol'l 4o 3

AHt4 OT CKJIIOqBaHQT'O Ha AO|OBOp 3a nOiIl,I3IIbJlHeHUe l/rJfi4 HA AOII'I,JIHIIT9IHO C[Opa3\'1",{eH1{e

3a 3aMsHa Ha IIOCOqeH B 3aqBIeHI4eTO nOAU3nbnHI4TeJI I'I3IILIHHTeLST H3llpa]qa KOllIIe Ha

AOfOBOpa n.nrr Ha AorrtJrHlrTeIrHoTo clopa3yMeHI'Ie Ha Bb3JIO)KHTeIq 3aeAHO C AOKa3aTe-rIOrIla.

qe ca r.r3rrb,THeHu ycJroBHsra IIo qJl. 66, urt.2 u ll or 3OII.
(2) Ilolu:rrbJrHr{TeJrr4Te HqMa'r flpaBo Aa [peBb3Jlafat e/].Ha unw rloBe'le o'tr

AefiHocTI,ITe, KoI.tTo ca B,KJIIoqeHLI B npeAMeTa Ha AoroBopa 3a IOAH3TILJIHeHHe'

(3) He:ranuculro or BT,3N{ox(Hocrra Ia ce l{3lron3Bar rIoAl{3[brIFItlreJ[H.

orroBOpHOCTTa 3a u3rr:b.rrHeHIIe Ha AOfOBOpa 3a O6uleCreeua [opT,qKa e Ha [poAaBaLIa.

(4) KyuynaqbT HrMa Aa r.r3B:bpurBa Ar4peIoHH pa3rlnauaHVs. c IIoAI43llbJIHH'l'cJIHT(]

Qnen 9. [Ipo4ana.6T e AJrbxeH IIa AocraBq MeAI4III,IHcKLT v3ileJrvtt. KoI4To:

L uuar HalreceHa "CE" MapKHpoBKa B cbolBercrBne c lr3ucKBaHl4tlra tla .ln. l5

or 3aKoHa 3a MeII4uL{HoKlrre v3l\enlrfl (3MIa);
2. uNrar HalreceH n4euru$uxaqaoHeH HoMep ua uo'rutpttrryrpaHr4s opraH llo rlJI.

64, m.2 or 3M14, Kofaro rporleAypure. onpeAerleHn B HapeAOIIre rlo qx. 18 or 3MI'{.

I43HCKBAT HAHAC,'IHCTO NIY ;

3. uvar HaHeceHH HaHMeHoBaHHe u aApec Ha yrlpaBJIeHI{e Ha rllloll3Bo.ilurent

uIutn yrrbnHoMoulerlufl [peAcraBareJl I4 Bt{ocurenq;

4. nuar rlHcrpyKllr{q 3a ylorpe6a, c rr3KJIIoqeHLte Ha H3ltenr4flTa,3a Kollro rr)Ba He

e npeABr.rAeHo n 3M.l'1;

5. ca npu.uF)yxer{H or BaJrr.rneH cepluQHKar. yAoc'roBeptBauI cborBercrBl'Ielo c'bc

cbulecTBerrHTe u3HcKBaffiLrfl.." [punoxr4MH 3a H3AeJrIIero. l43AaAeH oT' tuorrztpuUup'au opl i,lH.

6. ca npog3BeAeHr.r or rrpor.{3noAr4Ten. KofrTo npanara H rIOAAbpx(a cuc'reMa :la

ynpaBneHue Ha Kaqecrnoro EN ISO 9001 n/Hln EN ISC) 13485113488 ulutru eriBllBanellrllil c

o6xear B o6nacrra Ha rrporr3BoAcrBoro Ha KoHKperHlrre MeAHUHI]cKH L'3lexI4s-

7. ct,oleercrBar Ha n3r.rcKrlaHlrr KbM u3Aenuqra [o cborBerHa'ra o6oco6esa

no3r,ru!rs, 11ocoqesH r] oflLrcaHuero, AaIeHO n llpurloNel{ue N] 6: CneunQraraultl FIa

t\{eJIuUHHcKrrTe H3AeJrHrr or AoKyMeHraIIHsTa 3a VqacTHe B o6lIIecTI}eHaTa rIopbl{Ka.
tlrerr 1,C. flpolaeaqbr B cpoKa Ha nofoBopil e I"rIT,)Kerl Aa HMa pa3peueltl{e Lt,Jll1

),,locroBepeHlre 3a TbproBr4r Ha eApO C Mei(IIUIIHCKII I'l3.lIeJIIIs. 143AetAeHO ot hgnr',q}{ll l-e.rlIlI'lt

rripeKrop na [4AJI no peAa na 3MI4.
t{,rerr I 1. flpolanaqr,T B cpoKat Ha noroBopa e AJ,-I'bxeIl Aa rlpl{nari:l Ll rloilJlbpr}Ka

cr{creNra 3a yrpaBrreHrre Ha KarlecrBoro IiN ISO 9001 u/unu tlN ISO 13485/1-j488. nlpt:u'

eKBr.rBarteHTHa, c o6xgar e o6tracrra Ha ilpot43Bo4ct'Boro uluttu l-bpl-oBnt'ra c N{e/u4ltHHcKH

H3ACJII,I'.
gneu 12. Jllpoaanaur,T e AJrr,xeH Aa H3Aa,qe B cpoK tlaxlypa 3a AocraL]eHnre

MCII4UH HCKLI V3,ryC ilLIfl ,

flPABi\ 14 3AIbII){EHI4-B F{A KynyBAI{A
t{lreu 13.(1) Kynynaurr nna [paBo Aa rlpoBepqBa KorutlecrBoro Ha Bct{Ka

oTAenHa AocTaIlKa. K:ITO npH ycTaHollf,IlaHe Ha I{eCT,OTB€TCTBHe e lInbXeII /Ia ).$e.f,ON{lt

[poAaBaqa B cpoK oT 24 qaca.
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(2) tlpu yoTaHoBqBaHe Ha HecboTBeTcTBI',le B Kar{eorBoTo Ha AocTal}eIIH',I'e

MeAITTIHHCK L\ r43$err4fl K.ynyBaqbT e AJIT')I(eH Aa yBeAoMl{ IIpOAaBaqa B', cpoK or 24' gaca'

(3) I{ecloreercTBl{eTo Ha KOJII{qecTBoTo rr KaqecTEioTo ce ycTaHoBttlra c

IIpOTOKOJI, cbcTaBeH OT KOMIICI4"g, ctcTaBeHa oT AJIT',xHocTHUTe nHqa Ha KynyBatla'

(4) B clyuafi, ue [poAaBarlr'r B cpoK Io 24 qaca cneA yBeAoMflBa]Iero tto a'1' I

OCIIOpH 1I,ICMSHO HSCT,OTB9TCTBUSTO Ha KaqgCTBOTO, TOi-'I MOX9 '{a LICKa [pOBepKaTa My O'r

yflbnHoMollleH OpfaH HJII'{ na6opaToplrfl '
t{leu 14. K.ynynaulr e Arr,)KeH Aa 3alrlarH yfoBopellara ueHa B pa3Mepa' tlo

Haqr{Ha 14 B CpoKa, olpeAeJIeHI'I B HacroqulHt AofoBOp'

HEYCTOIZKI4
9.rreu lii.(l)llpra 3a6ABA Ha AooraBKa or cTpaHa Ha rpoAaBaqa c IIoBeqe or 24

(Aea,4ecer 14 qeTuplt) Llaca. KyIIyBaq:bT IIMa npaBo Aa ronyqn HeycTofiKa B pa3Mep sa ()'l

(Hyna Uf,Jto, eAHa AeceTa) ua Cro OT cTOfiHOCTTa Ha 3a6aBeHaTa AoCTaBKa 3a BceKn )4 qttsa

3a6aBa.
(2) flpm ycTaHoBsBaHe Ha HecboTBeTcTBIIe B KOJIIIqeCTBOTO' IlpoAaBaqr','r e

AnbxeH Aa AocraBH nrrncBauloro KoJrlrr{ecrBo rrpl.I cJle.lrBalqara AocraBKa. a IIpu nollcKBaHe

oT cTpaHa Ha KynyBaqa B cpoK OT 24 qaca. flpu lleI43nbJIHeI{LIe Ha ToBa 3a'IlT'Jl)I(etlple

KynyBaqbT IrMa rrpaBo Aa nonyqu Heyc'tofiKa B pa3Mep Ha 5 (ner) Ha cTo or cTofrHoc'Ira Ha

n14 IICBallloro KoJIId LlecTBO.

(3) Ilpn ycTaHoB{BaHe Ha HeCbOTBeTCTBI4e B KaqecTBOl'O, rlpolaBaqr',r e AnbxeH

Aa AocTaBI,I MeAI{uI,IHc|<p| llr3lLellr4fl c yfoBopeHoTo KaqecTBo IIpI4 cJIeABaUIaTa AOcTaBKa' a IIpH

[oHcKBarre oT cTpaHzr Ha KyIIyBaqa B cpoK oT 24 qaca. flpu ueu:[:blH3Hue Ila ToBa

3aAbnxeHr.re KyryBaqbr I4Ma IIpaBo Aa nonyqg HeycTofiKa B pa3lvlep na 5 (ler) Ha cro or'

crofiHocrra Ha I{eKaqeOTBeHara AocraBKa'
(4) B cJryllauTe IIO ar,ILIHeI,I 2 Vt 3. aKo npoAaBaqbT He AOCTaBI{ ,[,OfoBclpeHOT0'

KynyBarrr,T lIMa ilpaBO Aa 3aKyIIu HeO6XOAI{N{uTe My MeAHUIIHcKU H3nrellus o I Xp]'l'

AocraBr{r.rK. Karo p,a3Jrr{Kara MexAy ueFra'a rro Ao'oBopa H AeiicrBH'reJIHo 3artjlaretHara ueIIit e

3a cMeTKa Ha rlpoAaBa'{4.
gleg'[6.(l)|IpraoTKa3HaIIpoIIaBaqal.iaAocTaBI,]'3aqBeHuTeMyN{eAIi].IHIICKII

tr3Aeillt' Hnr4 npu 3a6aBa rroBeqe or 48 (ueTupta4eceT u oceu) qacet. KynyBar]'L'-f I4Ma llpaB0 Aa

3aKyrr lr n eo 6xogHl{ r.lTe My M eAII UI{ HCK vt v3 Le Jfilfl Or Ap:/f AocTaIl t{ll K'

(2) B c:ryuallre 11o npeAxo.[,HaT.a aJIHHe'I pa}nl.rKaTa Nle)KAy ueHaTa rlc| Ao]-OBol]il 14

Aeiic-fBuTeJIHo 3aIIrarreHara IreHa e 3a cNIerKa Ha rpoAaBaqa'

9,qeH 17. Ky'nynaqb't HNIa npaBo Aa HCKa o6esnlereulle B tIt'JIer{ p?ltN{ept 113

BpeAure, KOHTC) e flpeTbpnrn B pe3ynTa.r lta sa6aeellaTel nlv'ttu HeKelqecTl]eHaTet A()cTaLlKa'

gles ls. np" 3a6aBa Ha nJrau-IaHe or c'rp€rHa Ha KYn)'Baqa' rlocJIrlAIIHsl' ilbil:xin

Ha npoAaBaqa rleYcro:itKa, B pa3Mep Ha 3aKoHHara JMxBa'

g:ren 19. HeycroliKralg,6{5e:tutereHtrsra u ueHoBI'ITe pa3nuKlr ro r{JI' l15. il' 2

Morar Aa 6bAaT yA:bplKaHr4 oT BCqKO Arr,rl)l(l4MO Ha [poAaBaqa rlJlalil.aHe.

nPEKP A'r-fl BAHII HA AOf ouoPA
glen 20. Iloronoprr ce rpeKpa'rqBa:

l. c u:ruqarre Fra cpoKa, :ia xofiro e cK.lIIOqeH" ocBeH B XHnOre3aTa IIit qleu 2'

H:lpeqeHHe Bropo:;
2. ot H3[PaBHara crpaHa IIPH

AofoBopa. Ilo;t cucreNlHo HeH3rIbJrHeHI'Ie

/,,

CHCT€MHO H€U3III'JIH9HU9 Ha 3a'qT'JlXeHI4gTa I1O

ce pas6upa raKOBa. H::lB1,p[IeHo ABa unLl rloBeqe
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flbTtt B paMKrrTe Ha e/IuH KaJreHAapeH Megeu. nJrH floBeqe o|tpn rIb']-.K B paMKI'ITr-- Ha cpoKa na

AofoBopa;
3. npu cr,3AaBaHero Ha ycnoBnfl 3a AocraBKa Ha Meitlaut4HcKl,t u3AeJInt cner

rrpoBexAaHero H a IIeHTIIaJII{3 vpaHv eJleK'rpo HHl4 Tbp|oBe.

4. s c;ryuafi, ue 6ue nponeHer{a HopMarfir}Hara ype4eia, B pe3ynrar Ha Koero

ornanHe Heo6xo,qnprocr"ra or AocraBKaraHav34elrvflTa. Kot{ro ca [peAMer Ha AofoBopa,
5. npu Henb3MoxHocr na ce ocr4fypu tfuuaucnpaue 3a I43rIt.[HeHI4ero FIa

[opbqKaTa no npuquHll, KOpITO KynyBaqT,T He e Morbl Aa rIpeABHAn.

,[PYfI4 YCJIOBI,I'
lnen 21. CrpaHure rro AoroBopa He Mofar Aa ro I,t3N{eHtr. ocBell B cJt)'qal4Te.

rpeABrrAeHu B .IJL l l6 or 3On.
Vneg 22. Crpauure rro AofoBopa tt1e peuaBar BT,3HIIKIIaJII4Te IIo Lt3rlt JIHeHl'Iero

crropoBe t1o B3auMHo cr,fJracpre, a aKo ToBa e HeB:b3MO](HO, IIO pe.Ila Ua fflK, npeA poAol]o

KoMrrereHrHlltr cr,A n rp. !o6pr.r'r.
9leH 23.3a scr4.{Ktr HeypeAeHr{ rro Hacrottqr.rt AofoBop BT,rIpocH lur3 ce [pt{Jlal'ar

pa:rrope46l4re Ha 3ofl. nfl3on, 33[ u'f3.
tineu 24.(1) 3a Ba,rrHAHr.r aApecu 3a npueMaHe tla cr,o6ueHht. cB'bplaHlI c

HacTos[lr4q AO|OBOp Ce CMflTaT aApecI,ITe, flocoqeHI'1 B HaqaJloro rIa lofoBopa.
(2) llpz npoMqHa Ha AaHHr4Te no [peAxoAHara a,'II4He.,{, cr,orBerFlara cl'paHa e

AJrs)KHa Aa yBeAoMII ApyfaTa B TpHAHeBeH cpoK or ilpoMqHara.

flp, cr,crzrBflH€ Ha Hacrorulprqr AoroBop ce [peAcraBr'Ixa or u3ilbnHHTeJ'Iq

cneAHHTe AOK)IN{eH'ltu 3a AoKa3BaHe JrrrrcaTa Ha ocHoBaHnq 3a oTcTpilH.f,BaHe:

- :a o6croq'reJrcrBara rro r{Jr. 54, m. 1, r. I ol 3Ofl - cBH,{ereJIclBo :ia cr,AHMoc'I:

- :a o6cros'TercrBoro rro qJr. 54. wt.l. r. 3 or 3Oll - yAocroBepeHt{e or opt'aHI'tle

llo npr.jXOAVTe V y.qorcToBepeHlle oT O6utuHara no CenaJIIIUIeTO Ha Bb3tIO)KHTeJIt 14 lta

KaHAIrnaTa Hnn yqacTHlaKa;

- ga o6r:'rorreJrcrBoro rro qr.54, a,r. l, r.6 - yAocrorBepeHlle or opfartlt-re Ha

14:nl,ruure,THa afel{uH:q "fraBHa I4HcneKqH.[ no rpyr,a":
- cepru.QuKar 3a rrpnnaraue rr rroAilr,px(aHe Ha cttcreMa 3a yrIpaBJIeHI{e ria

Kar{ecrBo'ro EN ISO 9,001 ralrl,rn EN ISO l:i485/13488 ulutll eKBLrBarteHrHi:I. c o6:<uar B

o5:raC'rra Ha IIpOu3llo.tICTBOTo uluttu TT,pfOBhtra C NIeAI4l-luHcKI4 ll3rlenut.

I-lacroqu1nrrr AoroBop ce cbclaBra B lpu eAHoo6parrln eK3eNlnntpa. e,llLIH la
npoAaBar{a n .qBa 3a KynyBaqa.

ilPONABAT{: KVII}'BAT{:
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Ilpunouceuue tYb 4 - sadrnilcumeteH o6parcq

TEXHI{IIE C K O TIPEAJT O }K E H I{F:

flo.Unucan usrlant,rraBn'io MuxafiIoe Buqee, EfH ' B Ka'qecrBo:|0 cPI

Ha ynpaBLITet (usnucea ce dnaucuocmma) sa ,,TgtaHuxa 2008" EOOA (u:tnucca ce uMemo

ua'yiacmuurcal, cbc ceAanullle: rp. flJtgsAun' aApec Ha ynpaBneHl4e p-H L[eurparleu"

yr."'Kupur Xpucton" J\b 8, er.1, au, 1u 6, E[4K 20Q000276'

1. llpelcranfinl otf epra 3a ytracrr.re no o6oco6eHa nosuqHs:

J,{b 1: Oc:reoor{HTe3Hr.r cpeAcrBa 3a oprolreilu'IHa AefiHocr- naptlaur 1;

J\b 2: Oc:reoor{HTe3Hr,r cpeAcTBa 3a opToIIe,IUqna AefiHOCr- napuanr 2;

n Ns 3: OcreocrHTe3Hlr cpeAcrBa 3a oprone.qu.{Ha AefiHocr- napuaur 3;

Ng 4: Oc.reoolrHTe3Hr{ cpeAcrr}a 3a oprotreAu'lHa /Iefiuocr- aaptlanr 4:

Ns 5: Meaurtr.rHcKr4 H3AeJrHs 3a HeBpoxl4pypfuqHa AefisOCr - napnau'r l;
J,lb 6: MeAuqHHcKr.r lr3Aenr{s 3a HeBpoxupyprur{Ha Aefisocr - napuaa'r 2;

l',1! 7: MeaprqHHcKH rr3AeJr[fi 3a HeBpoxnpyprl{qHa Aefisocr - napuaur 3;

J\b 8: Meauur.rHcKr.r u31envn 3a HeBpoxnpyprl'Ir{Ha AefiUOCr - ettpuaar 4;

J\b9: MelnquHcKn u3ILenufl 3a xl{pyprnqila AeftHocr'

(Monn omtieneweme cbc 3HaK X, I anu no dp;vz nodxodnq HaquH o6oco1euttrna

nosupuat o6oc o1euume no:tu4uu, 3a Koflmo Ko unt 0 npe' O(:ma6f m e o Q e p ma )

2. AEKJIAPI4IPAM, qe npaBs UsJrocrHo ilpeAJloxellHe Iro BcHqKIt Hol\IeHKnarypl']

or o6oco6eHara rlo3l4t{uslo6oco6eHI{Te no3Hur4It',3a l:o.rtto/rcouro yqacrBaM:

{ .rA
HE

(Monn om(ienetrceme snpHomo .:bc 3Ht7K 1', ti tt.tttt no dpyz nodxo).nul Huqutt)

3. llpeAlaranure MeAT4UHHoKH ]1'3!e[I],1^tt OborBercrBar Ha H3ptcKBaHlItTa.

nocoqeHr.r B KoJroHr.r 2 n3 o"r flpuloxeupre N 6: Crrr:u.aQuKaq!1f, Ha MeAHIIIIHOKI4Te fi:lAeJIHt

r.i Ha H3IlcKBaHHflTano r{r, 82, an 1 or 3Mtr4.

4. flerlaptrpaM cpoK Ha BaJrHAHocr Ha o$eprara: 3 (rpu) Meceua or Aarara,

KoflTo e [ocoqeHa 3a lJara Ha [o.qaBaHe ua oSeprara.

5. flpuelaau opoKa Ha H3nbJuieHr4e Ha nopbrtKara: 12 (Aeauartecer) Meceqa o'I

CKIIOIIBAHETO HA AO|OBOPA.

6. flpuevav cpoKa 3a rrJraqar{e: Ao 60 (firecrAecer) KaJIel:IAapliIH AHI4 o'l'

H3BbpuBaHeTO Ha AOciTaBKaTa H I.{3AaBaHeTo Ha Qaxrypa oT H3II'IJIHI'{Te:uI.

7, llpuerr,rarra opoKa Ha AocraBx:a: \o 72 (ceAevrAecer u ABa) qacil or iuoMeHra FIa.

3AJIBgBAHETO.

8. flpnem4rrl cpoKa Ha roAHocr: He rro-MaJIKo o'r 1 (e.{ua) I'oAHHa KbM MoIueH'I'a Ha.

AOCTaBKara.
9. llpuervraM ,Aa H3rrbJrHrBaM BcHqKr,I H3t{cKBaHus I{a BT,3rIoxHTeJIt, ilocoqeHl'{ B

o6ssreHuero LI AoKyIvIeHTaIII'If, Ta 3a yq acrll e'
/l

i..:,1 ,,

;' '>



10. ,{ercnap[paM cbrJracr{eTo c}r c Knay3I,ITe IIa npI'IJrOXeHLI.f, rIpOeKT IIa AO|OBOp.

11" B cnyraft, ue 6rga oupeAeneH 3& lr3rrT,JIIII4TeJI Ha [OpbqKaTa, ce ']aAbJlxaI]€IM'

UpU nOAnI{CBaHeTO IIa AOfOBOpa 3a O6rUegrneua 1opbqKa, Aa npeAOTaBfl aKryzuIHI{

AOKW9HTI,I yAOCTOBepflBauIu 
'IuIIcaTa 

Ha ocHoBa]Hj/lfl 3a oTcTpaHsBaHe oT npolleAyprlTa'

KaKT6 I,I C1OTBSTCTBI,ISTO C IIOCTaBeHI',ITe KplITeprfit 3a [0A6op:

- 3a oocrorreJrcrBara no qJr. 54, al. l, r. 1 or 3On - cBllAerercrBo 3a cbAl'lMocr:

- 3a oocrosreJrcrBoro rto rrr. 54, wt.1, r. l] or 3OII - yAocroBepeHl4e or oprarll4Te

no [p]rxoAlrTe u yAOCTOBepeHr,re oT o6ulunara n<l ceAaJII{il1eTO Ha BT,3;IOXIIT9JUI It FIa

KAHAI{AATA I{NH TIACTHI'IKEI;
- 3a o6crorre.rrcrBoro ro qr. 54, ast. 1, r. 6 - yAocroBepeHl4e or opraHl4're Ha

l{sntruureJlHa areHllus "llnasHa uHclreKulrt rlo rpyAa" ;

- pa3perrreHHe 3a TbproBr,rs Ha eApO C MeAIIUI{HCKH I{3AeJIH', H3.4a"Uel:IO oT l{Ail
HJrr.l Apyf AOK)rMeHT, yAocroBepflBau rrpaBoro Ha )^{acTHI4Ka Aa rbpfyBa c M:eAlrI{rtHcIilI

l|I3lielrnfl, I,I3AaAeH OT KOMIIeTeHTeH OpfaH IIa C6OTBeTHaTa AbpXaBa' PaSp'31191114e I{JII'I

yAocToBepeHr.re He cl,t lr3rrcKBa oT [poI{3BoAI{'reJII{Te IIa h{eAlIIIuHcKH I43AeJII'Iq, ycTaHoBel{l'{

Ha replrrop vsra Ha Peny6lura Eurrapur ;

- cepru$lrKar 3a npunaraHe r.{ noAAbpxaHe Ha cHcreMa 3a y[])aBneHl4e Ha

KaqecrBoro EN ISO 9001 s o6rracrra Ha rrpor,r3BoAorBoro ulUnu rbpfoBl{tra c NteAHupIHclo{

usnerfi4s s,luttu cucleMa. 3a yrrpaBneHlde Ha Kaqec'rBo'to EN ISO 13485/13488 ttlu:ttt

EKBHBANEHTHA;

lloAnuc Ha npeAcraBJltBauroro JIHITe H ne

'/7

, , /.
"',1

i\"t



Ilpuloweuue lfs 4' - sadnnarcumeJretJ oflpawq

T'E XHIIIIE C K O TIPE AJI O XEH I{E

flo.unucanusr/ar+ala Bprqo Muxaftlon Buqes, EfH r" KaqecTBOTO CI'I

Ha y[paBI{Tet (usnuceo ce dnucrcuocmma) Ha ,,T'uTaHNxa 2008" EOOA (usnucea ce uMemo

ua yiacmuuxa), cbc ce.qaJll,Ilqe: rp. fIIosAI'Is, aApec Ha ynpaBJIeHI'Ie p-H I-{eurpalen'

yr.';Kupnn Xpucron" J',lb 8, er.l, an. 1u 6, EI4K 20000C1276,

i. llpe.(cran.rrra o$epra 3a yqacTr,re ro o6oco6eHa nosuqus:

Ns 1: Or;rcocr.rHTe3HH CpeAcTrla 3a opToIIeAU.IHa AefiHocr- napuaur 1;

Jllb 2: O,sreocrdHTe3Htr cpeAcrna 3a opro[eA['rua AeftHocr- napuaur 2;

Ns 3: OoreoclrnTe3ur.r cpeAcTBa 3a opToIIeAH'IHa AefiUOCr- napuaur 3;

Ns 4: OcreoclrHT(33HH cpeAcrga 3a oproneAuqna.qeftnocr- napuaur 4; ',.
J\b 5: Iv1eguqlrHcr(u lr3AeJrr{fi 3a HeBpoxrpyprplqna Aeilsoct - napuanr 1 ; \

./ J\b 6: MeauqI'IH{lKI'I I;I3AeJIrlt 3a HeBpoxplpyprplqHa AefiHoct - napuaur 2;

J,lb 7: IvfearEqr.rHcrc.r lr3AeJrns 3a HeBpox[pypfllrlHa Aeftnocr - napllau'r 3;

Ns 8: Me.{uqr,rHcror us1lerfil,3a HeBpoxupyprntlHa Aefiuocr - napuau:r 4;

l\b9: MeauullucKa :aslLeIwrfl' 3a' xrpypru'Iua AefiHocr'

(Monn ontdenetrceme cbc suarc X, tr unu no dpye nodxodau4 HaquH o6oco6euama

n o s utqun/ o 6 o c o 6 e uunt e n o 3uquu, s a rcoam o/ rcoum o np e d cm a6nm e o Q e p m a)

2. AEKn,API4PAM, qe npaB.s rlflnooTHo npeAJrO}KeHre IIO BOI,MKII HOMeHKJIaTypH

or o6oco6egaTa 1o3lltqtT66gscr6eHI'lTe rIo3I{Uvtrl,,3a xosro/xouro fracTBaM:
{ntn

HI]
(Monfl ont6enecrcemt? BnpHomo cbc suqrc X, tr utu no dpyz nodxodstt4 HaquH)

3" l.pe.n:naranure MeAr{uHHCKH U3Aen.[t cboTBeTcTBaT Ha H3I',ICI(BaH]lflTa'

[ocoqeHr.r B KorcrHr4 2 u3 or llpuloxeuue JVs 6: Cnequ0r.lKarlu.fi Ha MeAI'IullHcKr4Te u3iren]rt

H Ha H3IToKBaHI4JI'Ta n:o rIJI' 82, ut.1 or'3MI'1,
4. .{ernapnpaM cpoK Ha BanprAuocr Ha Oifeprata: 3 (rpu) Meceqa or Aarata,

Kof;To e llocoqeHra 3a Aara Ha no,AaBaHe ua oQep'rara'

5. flpueuarrl cpoKa Ha H3[bnnerrue Ha nopbqKara: 12 (4nanagecer) Iueceqa or

cKJrroqBaHero Ha AoroBopa'
6. llpr.rerrrarra cpoKa. 3a nJraulane: Ao 60 (ruecr4ecer) KaneHAapHUl IIHH o'r

H3BbprtrBaHero Ha AocraBKara n r.r3AaBaHero Ha Qarrypa or I'I3IIbJIHHTSJI.u.

7,llpueuarra cpoKa rra AocraBKa: lo 72 (ceAer'lAecer u Ana) qaca or MoMoHTa Ha

3AJIB'BAHETO,

8. flpuerr,rav cpoKa Ha roAHocr: He n.o-MaJIKo or I (ensa) roAI'IHa KbM MoMeI{Ta Ha

.[ocTaBKaTa.
9. ll.pneuaM Aa r.I3n,bJrH.rrBaM BCr4qr{:H }I3!ICKBaHI4S Ha Bb3JIOXUI'eJI-g, [ocorIeHI'I B

o6snneHnero H AoK)MeHTaIrI{tra 3a yqacrne'

\
tr\t,,

Ii

//, ,1
'.., / -*.-
1. ... I



10. ,{ernapr4paM CbrJIaclIeTo cI,I c KIIay3I'ITe Ha llpruloxeHl'Is npoeKr Ha AoI'oBop'

I l. B cnyraii, qe 6t4a onpeAer.eH 3a lI3nbJIHlITeJI Ha [opbqKara' ce 3a'u'bJlxaBaM'

npu rroAnr,rcBaHeTo Ha AoroBopa 3a o6uecrseHa [opbrtKa' Aa IIpeAcTaBs aKIyartHI4

AOKWeIITII yAocToBgl)f,BaIJIII JII'IICaTa Ha', ocHoBaHns 3a oTcTpaHtBaHe or rpol{eAypaTa'

KaKTO I{ CboTBeTCTBT4oTO C IIOCTaBOHI{Te KpI'ITep yIvI 3a IIoAoop :

- 3a oocro'TgJtcrBara no rut. 54, an. 1, r. 1 or 3ofl - cBI'IAereJIcrBo 3a cblll'IMOcr:

- sa o6orofiTeJrcTBOTO nO q11. 54, at' i, t' 3 'cr 3OfI - yAocToBepeH]LIe OT OpfaHHTe

no [prIxoAI.ITe H yAOcTOBepeHI'Ie oT O6nluUata no CeAaJII{uIeTO Ha Bb3JIox[ITeJUI 14 Ha

KaHAI,IAaTa I'IJII'I yqacrlll{Ka;
- 3a oocrof,TeJlcrBoro IIo rIJI' 54, u' 1, t' 6 - yAocroBepeHue c)T opral{ure) Ha

I4gnunrateJrHa areHqt{N "I-JIaBHa I4HC[eKIIlIf, no lpyAa";

- pa3peIIIeHHe 3a TbproBI.I' Ha eApo c MeAI,IqI,1HoKI,I }I3AeJIIIfl,, ng[;^a[e:g:o or I,][AJI

r{nr{ Apyf AoKyIUeHT, yAOCTOI}eptBaIq npaBoTo Ha yIacTHI'rKa Aa TbpryBa c MeAI'IIIHIIICKII

r.r3.4eJrHs, lr3Aa,Aerr o,r KOMneTeHTeH opraH Ha cboTBeTHaTa A:bpx(aBa' Peapeureuue HJIH

yAocToBepeul4e He cll: I,I3I{cKBtt oT [poI,I3BoAI,IT0JII.ITO Ha MeAI{q}IHoKI,I I,t3AeJII,Ig, ycTaHoBeHu

Ha replrropltsra Ha Peny6nuxa' Btlrapnr;
-ceprrrQ.n*u,,unpplnaraHeHnoAAbpxaHeHacHcTeMa3ayIIpaBneHI,IgHa

KaqecrBoro EN ISOt)001 s o$racr-ra Ha npotr3tsoAcrBoro nlutu rbproBr{frzl c MeA}tuI4IrcKI'I

r43.trerEs ulunu cuc:reMa 3a yrpaBneHl'Ie Ha KaqecrBoro EN ISO 134ti5/13488 u'lutu

EKBI'IBAJIEHTHA; /%-
floAnuc Ha rlpeAcraBJltBauloro JII{qe l,t neqwffi:::::=:"
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