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nn"r.A.l,.'.(./' r"20 1 7 roa' e rp !,o6puu' Ha ocnoBaH!'to 'ttt' 1)2 t'r ctt ot 3anoua sa

o6urecreeHltre nopr,qKll, ce cI(JrIorII4 HacrofuII4tlr llolollop Nie)K'ly:

'i{A-M MEAI'IKbn" EOOI{, cr'c ceAarlllrqe Il rp Cocfzr 1404' 
- 

oSuurra

Crolu.IHa, pafioH 
.l'pua4uqa, aApec Ha yIIpaBIeHI,Ie: yrr. ''Epau l]arpuu.. 10, er. 5, an. 19,

EI4K 1305i7990, npe4craelrnano o'r Ka'repuHa Evaloea Iioxrcona' orpeAeneH 3a

I43rIr'.JlIlItreJI cnel [poBeAgHa npo].teAypa 3a BT'3rafaHe sa o6urecrsena ropr,ql(a rull

;;;-;;;J Nn ooos:-iotz-0005, c npe4uer: flepr'roAraurra AocraBKa IIa Mearl(uncltlt r43t\e t
r; ;;;r;; r" na,,MBAJI-.{o6puu" A[, HapliqaH tlPoAl?f'q 14

',MHofo|IPoaiarrH,c-EoII-ruIlA3AAI0I4BI-IonEqEFu4E_/]oBPI4tt.'A/i
rp. llobpuu, cr,c ceAaJlllue, uopt" tu ynpaBJreltl4e: rp 

,l{o6puu' 
yl "flauafior Xnros" 24'

rerr. 058/600160, q,*.,'OJiliOOO4l4,' e-'''a'rl: oirtU@U"tgqn*1' EI4K 
..124141302'

lDencraBJrtBaHo or !-p 'lpr'rSou Bnarrzrrlupoe fropAanoo - l4snutsrateleH /{lTperrop ua

apyn 
""tuo',o, 

uapr'ruana KVIIVBA9'

Crpaunre ce cnopa3yMtlxa 3a cneAI'Ioro:

NPEAMET I{A AOI'OBOPA I,1 IIEHI4
glerl 1.(1) llpoganaur'r flpoaaBa Ha KylyBaqa MealrqllHclo{re I'I3aeJI}'lt rto:

O6oco6ena rlo3l'lulrt Ns 24: Knnncose 3a ratlapocKoncKu oIIepaul{H;

O6oco6ena [o3l'tqtlq No 3 7 : Arpanuar:I4qHr'I xupypruqec(u t(oHriH ;

O6oco6ena ro3rllll4l Nl 46: Crepri:rHll I'I3AcJrI'It 3a ollepaquoueu 6rrorc' rq

rolro/rouro e yqacrBa;l B o'fKpllTara rlpoqeAypa 3a BI3JIa|alle Ha o6rtlecleena tropbqKt"

(2) l-l,eullre Ha MearlIIIIHcItlITe I43AeJII4tra tro cr'orBe'rgll'te o6oco6enu n03lrJul14 ca

c!lllacHo IIeHOBOTO npeAJro)I(eHrre Ha yqacTHI{Ka'

(3) llporuoeur,re KoruqecrBa, nocoqeH B AoI{yMeI.{TaIII{tra :a o6urecrseHa

fiopbql(a He nopol{aar 3aabn}I(eul4e 3a KyrlyBaqa Aa rl.t 3al{ynll B nocoqenu.s o6eu'

CPOKOBE I{ HAqI,'IH HA UIA]IAHE
{leu 2. Cpott:sr Ila Hacro{Irl4q AoroBop e 12 rr,leceqa or aarara Ha noarlllollaFlero

vry. l{oronopr'r npoAr,JI}I{aBa Aeiicrnuel'o ca ao cKjlrcqBaHero lla 'IloroBop 
c 'qpyf tl3nl'JIHHTeJl

creA npoBell(.4alle ua o6urec't seua op'btltta'
glen 3. Me4IaqlaHcrcil're u3Agnzt ue

Ky[yBar{a B cpox Ao 72 (ceAer"raecer !i ABa) qaca or

BbiJlO)l(14TeJI[.
r{len 4. [r'littll nara Ha poAaBaqa cyMa no Bcq](a o'taerlla AocraBl{a lrle oblle

nrareHa or Ky yBaqa no 6anKoaara cMer(a Ha npoAaBaqa B cpoK /1o 60 (necrAecer)

KaneHAapHu AHI4 cJIeA u3AallaHero ua Qarrypa or npoAaBaqa'

gleH 5 Cpor:rr na roAHocr Ha aocraBtHl4're MeJ(I4IrHHoKI4 H3aernl e lle rro-

MaJrKo or 60 Yo ot o6ulara ro,I]nocr B MoMeH ra lla AocraBKa'

M'CTO HA I43IN'NHEI{I4E 14 TIPEMI4IIABAIIE FIA COFCTBEHOCTTA

9len 6.3a ugcro Ira AocraB{He Ha MeAuullllcxt'ire }'I3lleJlut ce onpeaeJrt

"MEAJI-lJo6pr'iu" AA rp :-ioOpor.I' yn "flanaiiot Xuron" Nq 24' sseHo "Eoluuuua 
anrera"

'.9:rerr7'Co6crBeHocrraBspxynocTaB'HI4TeMeAI4I-(lIlIcl(I4u3]fenuflupllcl{6Tol.

nl,,Ho I,tJlIi qacTI,IqHo I,lM tlo|HBage npeMI'IHaBa BT,pXy Ky yBal{a oT MoMeHTa I{a nplieMaHeTo

6bAar /(oclansHu or nporaBaqa Ha

MOMeHTa Ha 3a{llgBaHeTo oT cTpaHa FIa

Ha,LlOC'faBrlHe c rlpl',IeMo-npellallareJlel{ npoToltoJl hnl4 I'Ipyf paBIlo3llaqell
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IIPABA 14 3AA'bIIXEI]I4' HA ilPOIIABAIIA
9nen 8. (1) flpo4aeautr e .nrb)IieH Aa cKnrorll4 l(ofoBop 3a rloAl43nbnHeHue,

Koraro e o6.gsl4r s 3arrBJrenrrero clz 3a yqacrlle non3BaHero Ha rtol(I,I3nr'JlHl.rren. B cpox 4o 3

AHI4 OT CKJIIOqBaHeTO Ba AO|OBOp 3a IOAH3IIGJTHeHU9 IJ,ITI{ H.a AOIIIJIHI4TeJIHO ClOpa3yMeHlIe

3a 3aMtHa Ha nOCOqeH B 3atBJleFII4eTO IIOIU.I3II'l,llHl{'feI I43Ill)JIlll'JTeJltlT I'I3npa la KO l4e Ha

AO|OBOpa r4IlU Ha AOUTII{HTenHOTO CrrOpa3yMeHr4e Ha Bb3JIOrtI{TeJrt 3aeAHO C AOI(a3aTeICTBa,
qe ca r43rr:F,,1HeHv ycnoBfiqra IIo ,ir. 66, an.2 v 1l or 3Ofl.

(2) flogu:nr,mIlrre,rl4re HtMar npaBo Jla npeB63narar erHa I4Iru noBeqe or
AefiHocrure, KoI.iro ca BI(nIoqeHIi B npeAMera IIa AofoBopa 3a noI(I43fiT,rHeHHe.

(3) He:aelrclaNao o r BT'3MolltHocrra Aa ce I-i3lloJl3Bar noal'I3nr,JIIJfiTerH,

orfoBopHocma 3a r'r3rl1,IHeHue Ila aOfOBOpa :a O6rqecreena noprrqKa e Ha rpoAaBaqa.
(4) Kylynaur,r HsMa Aa 143B6puBa .qrapeKrHu pa3Irraxlarluq c roAl.'t3rt bJIHHTeJrLIre

9reH 9. flpoaasaqlT e AJIL')I(oH aa rocraBt MeaItI-u.IHcI(I4 I'l3r(enut, KoI'lTo:

1 . orroeaplr na Ir3t4cKBaHI4sra I{ a \st. 82, an. I or 3MI4;
2. ctolgetcrear Ha u3licrBaHulra ua ,{upexruoa Ha EBponeiiclc4t rlapnaMeHl' h

Crnera na Eepona 98119 EC ga \aeruquHcl(rrre cpeacrBa 3a allafHocrl'iKa (IVD) - canao sa uH

Br.rrpo AuafHocrlirrHli MeAr.IqLIHcK\4 Il3AeJIut no cMIicbJIa Ha $ 1, r, 12 or !P na 3M14.

3. orronapa'r Ha I43I{cKBa}IIitra, ocoqerrfi B /(oI{yMeIITaIIr{xra :a o6lqecteena

nopsqKa.
qneu 10. flpo4anaur,r B cpoKa Ha AoroBopa e AJll,xert Aa uMa pa3pelxeHrle I1Jll4

yaocroBepeHr4e 3a rcproBl{q Ha eApo c Me/luIII4HcItrI H3rleJIu{, H3Aa,I(eIIo oL' tr4go!:rHurerHraq

Ar.rpeKrop satr4An uo pe4a ua 3MI4.
l{.neu 1 1. flpo4anaur,r B cpoKa Ha r(oroBopa I .ltJl6}KeH Aa npl4nara u [o/utbp]I{a

crrcreMa 3a yrpaBneulle Ha KaqecrBo'ro EN ISO 9001 nluttu BN tSO 13485113488, ulu:tu
9KBIZBaJT9HTHa, C O6Xear e O6,'Iacrra Ha npOI43BOACTBOTO nlVltu T'bprOBIiflTa C MeAIlIlIlHcKlI

v3Ielrr4fl.
tl:rer.r 12. flpo4anautr e aJItxeH Aa u3aa$e o cpox cfaxrypa 3a AocraBeHl4re

MEAI4UIiHOI(I] U3 AC JlV'1,

NPABA I4 3AN'bIXEHI4' HA KYIIYBAI]A
Hreu 13.(1) I{ynynaur'r I{Ma npaBo Aa npoBeprBa KoJIH'IecrBoro Ha BcrIKa

oTI(eIHa AOCTaBKa, KaTO npu yCTaHoB.{BaHe Ha HeclboTBeTcTBxe e aI6)I{eH Aa yBeaoMl',l

npoAaBarra B cpot< o'r 24 uaca.
(2) flpu ycrauoB.lBaHe Ha Flec:boruercrBrte B KaqecrBoro Ha AocraBellzle

MeAr4uuHgKu rr31e:r.r4fl KylyBaLIT,T e AnblI(eH Aa yBeAoMI'I upoAaBaqa B cpor o'r 24 uaca.

(3) Flecr'ornelcrBllero Ha Korl4qecrBoro I4 KaqecrBoro ce ycraHoBtBa c

npOTOKOn, C:bCTaBeH OT KOM14CHt, C]'C taBeHa OT AJI6)I(HOCTHHTe ll14Ua Ita KyIIyBaqa

(4) B cnyuafi, qe ltporxaBaq'br B cpolt Ao 24 'taca cne.q, yBeaoMtBaHel'o rlo an. l
ocnopr4 nlzcMeHo r-recl)oTBercrBltel o Ha KarlecTlloTo, ToI'I Mo)I{e Aa IICKa npoBepKa'ra My 01'

y[tnHoMorleHa ra6oparopun, qpe3 B3eMaHe Ha KoHTponurl o6pa:qll or AocraBKara, HJII4

qpe3 cpaBHsBaHeTo Ha AocTaBeHI4Te Me.4IiUIIHCKI4 I'13/(eJII'Itl C npeACTaBeHI'ITe MOCTpI4,

onr4caHlle I.IJTH cHr.rMKIl rpl4 yqacrxero e o6rqecteeHara tropbqKa'
Lherl 14. Kynyeaut'r e AJII)IIeH Aa 3alr.[arl'I yroBopel{ara I]eHa B pa3Mepa, no

HaqI{Ha u B cpoKa, onpe.4ejleHl4 B HaCTOTIUII{f, AOfOBOp.

HEYCTOiiKI4
rlneu 15.(1) pu sa6aea Iia aocraBra or crpaHa ua npoaaBaqa c noeeqe or 24

e pa:uep Ha 0.1u) uaca, (ynyBarrbr I{Ma npaBo .Ila rtonyqu HeycrotKa
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(uyla qrno, eAna Aecera) Ha cro or croiuocrra na ga6aset{ata aocraBl{a 3a BceKI.I 24'taca

sa6asa.
(2) npn ycraHoBtBaHe Ha HectorBercrBl4e B KoJrl'tqecrBoro, llpoaaBav'Lr e

NJI'bXEHAAAOCTABI]IHICBAUIOTOI(OJIIiqCCTBONPI4CJIEABAIIIATAAOCTABI(A'ATPI4IIOUCI(BAHE

oT crpaHa Ha KynyBaqa B cpoK or 24 uaca. flpu nel.i:nr,lueul4e Ha ToBa 3a.IllJl)IieHrle

KynyBaq6r r4Ma npaBo Aa noJryqr4 r{eyc'fofiKa B pa3Mep Ha 5 (neT) Ha cTo or cTofrHocTTa Ha

n tl n c Ba u-\oTU KoJl t qecTB0.

(3) llpz ygraHoBtBaHe Ha Hec:horBercrBl4e ll KaqecrBoro, rpol(aBaq'bt e AJII)I{eFI

AaAocTaBuMeAIlttI]HcKItI43Ae|fil,cyroBopeFIoToKaqecTBoftpHc,'IeABal{aTallocTaBKa'aIIpI4
nor.rcKBaHe oT crpaHa Ha r(yryBaqa B cpoK or 24 qaca. flpu uen:us"tlueHHe FIa TOIIA

3aA:brxeHue KynyBaqbr r'IMa flpaBo aa rtonyqu neycrolra B pa3Mep r'ra 5 (ne'r) Ha c'[o or

ctoiinoctta ua geKaqecrBeHara AocraBKa'
(4)BclyuaurefioantrHeli2u3,arcoflpoAaBaqbrIIe/:iocraBt'1,4o|oBopeHoro'

KynyBaq:bT r4Ma npaBo Aa 3ar(ynr.J Ireo6xoAr.lMllTe My Me,[I]llI'lIlCKI.I I43,{eJII{fl OT Apyf

AOCTaBlir4K, I(aTO pa3nltt(aTa Me)KAy UeHaTa IlO AOrOBopa Z AeiiCL eurertuO 3anJlaTeHal a lleHa e

3a cMerr(a Ha npo,[aBaqa.
greu 16.(1) flpu orra: Ha [poAaBaqa aa aoc'raBl'l 3tuIBe I]Te My MeAI4III'iHcltll

lr3AeJrr.rJr Hnfi rrpr4 3a6aBa noBeqe or 48 (uerupuAecer 14 oceM) qaca, KylyBaqb'll I4Ma npaBo aa

:ar<ynta neo6xo4I.IMl.ire My MeAlluuHcKI-i v34eJrr4tt or Apyr aocraBLIutt'
(2) B clyuazre [o peAxoaHara aJlrlHes pa3nl4Kara Mer{Ay L\eHara no AoloBopa 14

-neiictgureruo 3anJlareuara IIeHa e 3a cMerKa Ha rrpoaaBaqa'
gnes 17. I{ynynau:rr IiMa [paBo aa I]cKa o6egulereslle B llbJIeH pa3Mep Ha

Bpear.rre, Kor4ro e IIpeT1,pnrJr B pe3yn.faT Ha sa6aeeHara u/ulu ueraqectBeHara I(ocTaBKa.

glen 18. flplr :a6ana Ha rurarlaHe oT cTpaHa Ha ItynyBaqa, IocIeAlII'lJI',f lll)JIlItI4

Ha npoAaBaqa HeycroilKa, B pa3Mep Ha 3axoHHara JIuxBa.

9les 19. Heycroifu<a're, o6e3ulereHlllra l{ qeHoBl4re pa3nx(H no ql 16' al 2

lrorar 4a 6r'4ar y,4lpxaHu or Bctl{o IFJI}I(HMo Ha npoaaBarla [JlauraHe'

IIPEKPAT'BAFIE HA AOf OBOPA
t{rler'r 20. floronopr'r ce peKpar.[Ba

1. c lrsru.IaHe Ha cpoKa, sa Koiiro I cKJIloqeH, ocBeH B CJTyqaI4Te no ,.1,'L .2, I43p.

Bropo.
2. npn cncrevuo HeI{3n6JIHeHI.ie Ha IOCTaBKLITe l1O I{OJII.{LIeCTBO VlI4IrU KaLlecrBo

or cTpaHa Ha rrpoAaBaqa. flo4 cucrenaHo Her43rr:bJlHeHrle Ce pa:6upa raKoBa, Il3B6plxeHl'l ABa

l4JtI4 IIOBeqe IIbTLI B paMI(I.iTe Ha eAI',tH I{aIeHAapeH Mecel-I, Iljll'i IIoBeqe oT TpI4 II5TI4 B paMI{uTe

Ha cpoKa Ha AofoBopa;
3. nprz ct:4anaHeTo Ha ycnoBHt 3a AOCTaBKa Ha Me]IHIII4HCI(I{Te U3AeJlVfl,

npeAMeT Ha AOfOBOpa CJIeA npOBO)I{AaH9TO Ha UeHTpar'Ill3upaH!l eleKrpoEItH TbproBe'

4. e clyuafi, ue 6t4e npoMeHeHa HopMaruBllara ype46a. n pe3yllrar FIa Koero

orrra.lHe geo6xoalzuocrra or aocraBKa'l'a Ha MeAI'luI'lHcKI-J'te I43AeJ]ut, Kol'lro ca ilpe,IlMer Ha

ilor OBOpa:

5. lpu nenr,:ir.lo)I(HocT Aa ce ocr4fypr4 Qldl.laHcHpaHe 3a H3II6JIHeHkelO lla

tlODbrIKaTa nO pI4qIiFlI4, KOI'ITO KynyBarrbT He e MOrI'jn /(a [peJlBlIAI]'

APvru{ vcjloBl{t
rllen 21. Crpaulrre flo AofoBopa He Morar /Ia fO fi3MeHtT, ocBeH B cnyq4r'r",

npeIBr{AeHLI n qn. 1 16 or 3OII.
22. Ctpannre no aofoBopa ue perxaBar Bb3HrrKHaJII4Te

a a(o ToBa e FTeBL3MO)I{HO, nO peaa Ha

no H3n'bnHeHuero

cnopoBe O CT,lIaCUe' f III{ npes po
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KOMrreTeHTHr4rT CT,A B fp. l_\OOpUrr, OCBeH B CnyqaI4re, KO|arO rrperor'Ilnrra e rrpeArBer.ra no
peAa Ha 3anoBeIHoTo rpou3BoAcrBo.

r-Irteu 23. 3a scr4qxr.r HeypeaeHn lo Hacrorrulrr[ l(oro]lop B:bnpocn rqe ce npfiJralar
pa:nope46u le r-ra 3Ofl, nU3O1l,331{ u 

-l'3.

r{rren 24.(1) 3a sanr.rAr-ru aApecfi 3a npr{eMane Ha cr,o6ueHu{, cBTrp3anlr c

HacTotrtqufi lofoBol] ce cMqTaT allpecrrTe, rrocorreHu B FraqaJlo'r'o Ha AofoBopa.
(2) IIpu npoMrrHa Ha AaHHxre rro tlpe21xoAl]ara aJ:lutefl,, c'horBerHara crpaHa e

AnT,X(Ha Aa yBgAOMri ApyraTa B rpr.lAHeBeH CpoK Or [pOMqHaTa.

flptl cr,cranxue Ha Hacrorrrqurr AoroBop ce rpe)(craBtxa or l:r3rlr,Jrr.rureJrt

cne,4Frr4Te ,4oKyMeHTu 3a JIoKa3BaHe Jrr{rcara Ha ocnoBaFruq 3a orcrpaHrBarre:
- 3a o6c'roqrercrBara no.r,r. 54, an. 1, r. 1 or 3Ofl - cBlue'rerrcrBo 3a crrar.rMoc'r;

- ga o6cro.gL e.lrc Dloro rro q,l. 54, a,l. l, r. 3 or 3()II - ylocroeepeHue o'r opraHure
no npuxoaure u yaocronepelrLie or o6rlunare no ceAaJruU(ero Ha B'b3lrolnuTeJrt H Ha

r(aHAuaaTa nru yrracTrruKa;
- :a o6crorrrercrrloro lo .u. 54, ar. 1, r. 6 - yAocroBeperrr4e or opraHr.r're Ha

tr4gn:urulrre.;nra areHqrr{ " f :raeHa uHcneKLIr.rr no rpy.{a" ;

- pa3pellleHlje 3a -r-bpfOBI'I{ Ha eApO C MeAI4IIHIJOI{II H3AeIIu , I.:l3AaAerlO or' tr4AJl

zJIu Apyr IoI(yMeHT, yAocroBeprlBalll npaBoro Ha yqacTlll4l(a /(a Tl,pryBa c Mel(liIlI'lHcKI't

Ij3nenaq, ri3laaeH oT I{oM(ere}rreH opfaFr Ha c:borBer}rara a'bp)ftaBa;
- cepra$uxar 3a [pl{JraraHe r] rroAATrpxaHe Fra oucleMa 3a yrrpaBnerrue ria

Kar{ecrBoro EN ISO 9001 ulmv EN ISO 13485/13488 u/u,rnr errBr.rearreurna, c o6xual n

o6lacrra na npoH3Bo,4crBoro uluttu lt'pronurira c Meal4Iu4IIcI(v u3)\eJfi7tr.

flpuronrenur KbM AofoBopa:
I. Texnuqecro [peAJIo)r(enr4e 3a lr3l],Jrr{err14e rra Itopr,qKara;
2. L{enono upeanor(eHue.

Hacroqutlrg'r l(otoBop ce c'bcraB14

,lpOllaltCqa Il .[Bil 3l I(yllyBaqa
n rpn e2luoo6pa;rrr-.r er(3cMTrJrrpa, cr(r.rrr 3a

I{VIIYBA9:frPo!ABA9:
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Ilpunoarceuue Jl! 4 - sudllnffiumenen odpaze4
Ifpe)cmacn ce no acflKa o1oco1ena nozu4m, 3a xontno ce noduea

TE XHIIqE CKO IIPEAJI OX EHI{E

l1o4n ucan narlaHara l(arepnua EMr4,'roBa BoNr<oaa, EfH 8406206810, s
KaqooTBoro cr4 Ha ynpaBr,rre r (Lznuc6a ce drbJtcH()cmma) na ,,Ifu.M Meaurln" EOOI
(usnucaa ce Lt.^4emo la y\asl1rtrKt|, o'bc ceAaJrrrule: rp.Co$ur, yl."Eparn t{axplrH', Na 10,
aApec Ha ynpaBreHne rp.Cocfur, yr,"Eparr rlarpl.rH" Ns 10, EI4K 130517990,

i. flpe4craolra o$epra sa yvacrne no o6ooo6esa nosrrUnr Ns 24
(Monn nocoueme Houepa Ha o6oco6euama nuuyufl, 3a Konmo npedcmaenme

o(tepnta)
2. [er<,rapuparia cpor{ Ha BaJlliAHocr na o$eprara: 13 (rpra) ueceqa or,4arara,

l(or ro e rocoqeua 3a Aa rd Ha noAaBaHc Ha o$epfara.
3, flpuervrav gpoKa Ha H3n'r,JrrreHue Ha nopbqKara: l2 (4eana4ecer) Meceqa or

cKJrroqBaHeTo Ha AoroBopa.
4. rlpneuan cpor(a 3a rrJraulaHe: ao 60 (lrecrAecer) rcaneHgapur.r AHh or

I43B'bpLUBaHero Ha aocraBKara v v34aBaHero Ha OaKTypa or n3nlrJIHHTeJlr.
5. flpnerraar'r cpor(a Ha Aoc'raBKa: lo 72 (cege agecer r.,t ABa) qaca or MoMeHra Ha

3atBtBaHeTo oT cTpaHa lra Bb3Iro)r(r.rTeJlt,

6. flpneualr cpoKa Ha roAHoor: He no-uanxo or 60 %o or o6qara foAHocr B

MOt\,{eHTa Ha nocTaBKa,

7. !,er,rapupana, rro c'[,M HanpaBr.rn qeHoBr4 npeAJror(eHr.r{ no Bcr.t{Kr4

HoMeHKJ'rarypn, BKJIIoqenu B o6oco6euara nosrrrlar (noraro o6oco6eHara no3nul-ir BKJtroqBa
noueHnrarypn).

8. flpneir,lana Aa H3n6JlHrBaM BcllqKI4 t43trcKBaHHr Ha B63JlolKHTer.s, nocoqeHl.t B

o6rB,reHHeTo h,qoKyt\,IeH'rarlHtTa 3a yqacTue,
9, pe4rarauure r(oHugHTparli 3a xeMoAI{aJIu3a cborBercrBar Ha Lt3trcKBaHl4tra,

nocoqeHH B TexHr.rqecKa f a cneqncluraqnr.
10. [errapapar',r c'br,'lacuero cH c Kray3ure rra npuJroxeHur npoeKr Ha AoroBop,
I l. B cJryqai, qe 6b.qa onpeAgJteH 3a r,r3n'bJlHHTer Ha nop'bqKara, ce 3aAbJ'txaBaM,

npr..i noAnucBaHero Ha ,qoroBopa ]a 06utecrBeHa fiopbqKa, Aa npeacraBr aKTya-rHr-l

AOKyMeLTTA yAOCTOBepTBaUIH rHnCaTa Ha OCHOBaHr.rr 3a OTClpaHtBaHe OT npol(eAypaTa,
I(aKTO h Cl,olBeTCTBHeIu c iloCTaBeHhfe KpuTepHH ra nO46Op:

- 3a o6croflrencrBara no qJr, 54, at. 1, r. I or 3OII - cBuAeroJlcrBo 3a cr'AnMocrl
- 3a o6croerercrBoro no gJr. 54, an, 1, r. 3 or 3OlI - yAocroBepeHue or opraHhre

no npnxoAure H yAocroBepeHue ol o6ulr4Hara Ro oeAaJir{urero Hal B'63JlolKr.rre jTr r.l Ha

KAHAfi ,qATA HNH YL]ACTHI,II(A;
- :a o6cro.qre,rcrBoro no qn. 54, an, l, r. 6 - ygocroeepeHne of opfaHnre Ha

I4:ntruule,rna areHulrg "ltasua rrHcrreKur4r no rpyn,arr; \
- pa3pe[eHne 3a T6proBur Ha e,qpo c M0Ar-rUI4HcK].r A34erur, usaaaono or tr4AJJ \

unll Apyf aor(yMeHT, y.r.tocroBeprBau npaBoTo Ha yIIacTHI.iKa aa TbpfyBa c MeAHrIr.tHQKH

I43aeJrr4r, rj3aaaeH or noMnereHTeH opraH Ha c'borBerHara Abp)KaBa. Pa:peneuue lrnu
yAocToBep9Hr49 He cH 3HCr(Ba OT npOH3BOAUT9JTHTe Ha MeA IIHHoKLI H3AenUq, yCTaHOBeHU

Ha repHroprirra Ha Peny6,rHKa Br,,rrapul;



- cepTr.rqrhr(ar 3a rrpr{JlaraHe 14 noAA6p}r(aHe Ha cucTeMa 3a yrrpaBreHr.re Ha
KaqecrBoro EN ISO 9001 B Ooracrra Ha npoH3BoAclrBoro ulu\V TbpfoBurra c MeAuqr.rHcKH
v3l.lrtrr, t4/L1nr4 cHcreMa 3a ynpaBJreHfig Ha KaqecrBoro EN ISo |34g5l134gg ulunu
EKBhBANCHTHA:

i

liil\.i
\,\(

fiara:13.07,2017 r. flo.qnuc ua npelcraB,lrrBau{oro Jrhue H rr

Itareplrna EMlrnosa BoxKosa
(nue, Oauuno u Qal,rullrr, InbxHocr)
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l\i
Ifpunoucenue Ne 4 - sa)bnarcumene| oipBe4
Ilpedcmaan ce no lctrka o1ocodeHa nosu4ufl, Ja Konmo ce nodaaa o(pepma

T E XTIHI{]O C K O TIPEAJI O It ITHI4 E

f1o znuoauun'rlaaara Karepuua Eun,rona Eoxrrcoea, EfH 8406206810, e
KaqecrBoro cu Ha yrlpaBnTer (rcn.ucsa ce drbxHocmma) na,,Ka-M Meguxu', EOOI
(usnucrsa ce Lr.^4enlo ua y,ncntuwta), cbc ceAaJrurr(e: fp.Co+!ir, y,r."5pau {axpau,, No 10,
aApec Hay paBaeHue rp.CoQrzl, yr."Eparr gaxpuH" l{g 10, EI4K 130517990,

1, flpegcraolv o(lepra:a yq4e16e no o6oco6eHa no3Htlur Ne 37
(Monn noco,Leme Ho^4epo a o6oco6euama nuuryun) sa Konmo npedcmaenme

ocf epma)
2, fiertrapnpa*l cpoK Ha BanhAHocr ua ot[eprara: 3 (rpu) veceqa or Aarara,

l(orro e nocoqeHa la.[ara lla noAaBaHe Ha oQeprara.
3, flpneuau cpor(a Ha r.{3ru,rrHeHne Ha nopbqr(ara: 12 (4nauageoer) Mecerta or

cKr'rror.iBaHeTo Ha AoroBopa.
4. flpraelrau cpoKa 3a nJlaulaHe: Ao 60 (uecrAeoer) xa,reH4apuh AHu or

H3Br,p[rBaHero r{a aocraBKara r.r lr3AaBaHero na Qarcrypa or H3nrJrHHTeJrr.
5. flpnevaiv cpoKa Ha AograBKa:'{o 72 (ce4eulecer ra 4ea) rraca or MoMeHra Ha

3atBrBaHeTo oT cTparta Ha B:b3J'rorrnTeJlls.

6. flpuervrar,r cpor(a Ha foAHocr: He no-lralxo or 60 Yo or o6ulara foAHocr B

MOMEHTA HA NOCTABKA,

7. lernapuparrar qe cr'M HanpaBHJt ueHoBn npeAJlolneHut no BcHrtKt4
HoMeHKrarypr.r, BlolrcqeHr4 e o6oco6eHara no3Hllllt (xoraro o6oco6eHara no3t4lll-tr BKJIIoqBa
HoMeHKJraryph),

8. flpueutav Aa u3n:bnHtBaM Bcuqrr4 r43ltoxBaHllt Ha BT,3Jroxl.trent, [ocoqeHr4 B

o6ggneuuelo H Aol{yrMeHTarlfitra 3a yqacrt4e,
9, flpe4,r arau nre KoHrreHTparu 3a xeMoAl4ii,'lfi 3a c:borBercrBar Ha H3HcKBaHL{tra,

rocoqeHa e TexHuqecl(ara. cneqacf raxaqur,
10, l(erc,rapnparvr c'brjracnero ca c KJray3ure Ha [pHJro)r(eHHr npoer(T Ha AofoBop.
I l. B clylafi, ,re 6lga onpe4eneH 3a u3n!rHr..rrerr Ha noptqKara, ce 3aAT,Jrx(aBaM,

npli rroAnHcBaHero Ha AoroBopa sa o6qecrneHa nopbqKa, Aa npeAcraB.fl aKTyaJrHr4

AOKyr\,IeHTlI yAOCTOB9pTBaUIH rrw oUTA Ha OCHOBaHLItr 3a OTOTpaHrrBaHe oT npouelypaTa,
Kar(To 14 cl,orBercroHero c nocraBeHnre Kptrepu 3a noA6op:

- ga o6crolrencrBara no qr. 54, al. 1, r, 1 or 3OlI - cBuAergr'rcrBo 3a c.bAr4Mocr;
- :ra o6crorre,,rcrBoro no qn. 54, at, 1, r. 3 or 3Ofl - yAocroBepeHrie or opraHr.rre

no nprixoanTe H yA,ocroBgpenlte or o6qnuara rro cgAa!'r!]rqero Ha B.rr3J1o)r(HTeJIr 14 Ha
KAHAI{.qATA IdNH YqACTHHKA ;

- 3a o6cloflrerarBoro no v,r. 54, al. 1, r. 6 - yAocroBepeHne or opraHr4re Ha
I,Ignr,r H Hre,q H a areurlua "I',tatHa hHcneKr1H.q no rpyAa";

- pa3perreHlie 3a TtproBur Ha oApo c MeAr4rlHHcKH H3Aernfl, a:ga4eHo or I4A,r1
HnH Apyf aoKyMeHTJ yaocToBeptBaul npaBoTo Ha yqa9THHr(a Aa T.bpfyBa c MeAr..iqr4HcKh
u3qennfl, H3AaAeH or KoMnereHTeH opraH Ha c6o1'Be'rHara Abpx(aBa. Paspeureune unn
yAocToBepeHne He ct4 h3l{ct{Ba oT npotr3BoAhTeluTe Ha MeAarla}rcKr4 H3AeJltjt, ycTaHoBeHa

ura 6urapur;

4



- ceprHQHr(ar
KAITECTBOTO EN ISO 9OO 1

v3Aenvfl v/t4rr\ cr4cTaMa

EKBHBAJIEHTHA;

3a npr4JlafaHe r.r noaal,plr(aHe Ha cHcTeMa 3a ynpaBJreHr,re .. I
B ooJracrra Ha npor.i3BoAcrBoro uh4 Lt rbproBr.rf,Ta c Me
3a ynpaBJTeHne Ha KaqecrBoro EN ISO 13485113488 ulunu

flo4nnc na npeAcraB,rlBalloro Jurrlg 14

KarepraHa Euunoea BoxKosa
(uue, 6auaso u $avunu6 4r:rxnocr)

fiara: 13,07 ,2017 r.



Ifpunoucenue Ne 4 - 3adTnJrcumeleu odpaw4
Ilpedcmaan ce no tctKa ofoco1eva nuu4u,n, se Rotrmo ce nodasa o(pepma

TE X HI{I{ E C K O TIP EAJ'I O Xt EHI4 E

flognncanurr/auara KarepnHa Entrnosa EoNroaa, EfH 8406206810, s
KarlocrBoro cli Ha Yrpannret (usnucaa ce dnh cHocmma) Ha,,Ka-M Me4unl,r" EOOI
(usw.Lcca ce ui,4ento ua yuacmuuxa), cbo ceAaJrnu1e: rp.Co$llr, y,r."Bpau Llarcp n" J,is 10,
aApec Ha yrpaB,'renue rp.Cotlrra.a, yr."Epara 9arplrH" Il'e 10, EI4K 130517990,

1. Ilpe4cranru o$epra sa yuacrne no o6oco6ena nosraqur JYe 46
(Monn noco.Lente Houepa Ha o6oco6euamo nuuqufl, 3o Kotmo npedcnaaame

o@epma)
2. lernapHpau cpoK Ha BaJrhAHoor Ha o{leprara: 3 (rpn) iraeceqa or Aarara,

Kot ro e noco(reHa 3a .[dra Ha noraBaHe Ha oSeprat a.

3, flp eMaM cpoKa Ha i.r3lbJtHeHne Ha nopbqreTa: 12 (4nana4ecer) Meoer1a or
cKIITOqBaHeTO Ha AOfOBOpa,

4, Ilplreriaan,t cpoKa 3a rrJ'r€lulaHe: go 60 (uecr4ecer) rcareu4apHr..t AHH or
Ir3BbpuBaHero Ha AocraBr(ara r.r x3AaBaHero ua $axrypa or ti3nbjrHr4Terl.

5. flpuemav cpor(a Ha AocranKa: Ao 72 (ce1ervrccer u goa) qaca or MoMeHra Ha

3atBrBaHeTo oT cTpaHa r{a B'b3JIoir(r4TeJrg,

6. flpnervrav cpor(a Ha roAHocT: He no-ualro o't 60 yo or o6ulara roAHocr B

MOMeHTa Ha AOCTaBKa.
7. {eruapupaira, qe c6M HanpaBr..rJr rtsHoBri npeAno)r(eHu.! no BcHqKH

HoMeHKnarypH, Br(.frloqeHh g o6oco6eua'ra no3utlu.f, (noralo o6oco6eHara no3tltllit BKJrroqBa

HoiraeH x,raryp u).
8. llpner'lan,t Aa H3n6nHrBaM BcuqKr.r H3r4cnBanHr Ha B'63no]KHTeJrr, nocoqeHu B

o6sereHr4ero H AoKyMenrarlntra 3a yqacrae.
9, flpe4raraHule KoHrIeHTpart4 3a xeMoAIiaJILI3a cborBerorBar Ha u3ucKBaHVflTa,

nocotlgr.{r4 e'f exHu,recr(ara cnerlnOrrKauur,
10, flerc,rapupau c1,f,'ragnero cH c r(,'ray3ure Ha npriJrox(eHr,rr npoer(T Ha AofoBop.
ll, B clyuaft, ue 6r,4a onpe4eleH 3a H3n'b.rrF{uren Ha nopbqKara, ce 3aA6r)r(alaM,

npl.r roAn14oBaHero Ha /lofoBopa 3a o6ulecrBeHa nop6qKa, Aa npeAgraBr aKryarHH
AOKyMeHTU yAoCTOBeprBaUH IIWRCaTA HA OCHOBaHHT 3A OTCTpaHrBaHe OT flpoueAypaTa,
KaKTo H crrorBerclBuero c llocraBeHHTe Kphrepuh ra rro46op:

- 3a o6crorrenorBara no qn. 54, an. 1, r. I or 3Of[ - cBr4AerercrBo 3a cbAhMocr;
-:a o6c'rosre,rcrBoro rro qr. 54, an 1, r. 3 or 3OII - yAocroBepeHhg or opraHrare \

I1o rrpuxoAr4Te H yAocroBepeHHe or o6u-(tIHam no ceAa,'n4trlero Ha Bb3roxhrer.s a Ha \ n
KaHA!4Aa fa r,inH yqacrHhKat \ , / \-:a o6crolrencrBoro no r{Jr. 54, an, 1, 'r, 6 - yAocroBepeHue or opraHt{re Ha K/ \
I4snT ,rHnre,'rHa arenqnl "f'naeua HHcnenrlr4.{ no rpyAa"; / \

- pa3peuieHi4e 3a rr,pfoBr.ls Ha eApo c MeAHUllHcKh tl.:gerrvr, rr3AaAeHo or I4AJI I -
uJrfi apyr AorryMQHr, yAooToBeprBaq npaBoTo Ha yqacrHHKa aa TbpfyBa c r\.{eAr4rIHHcKt4 \

r43aerurJ l.r3AaaeH or r{oMflerer{TeH opfan Ha c'borBerHara Abp}KaBa. PaspeueHue u.lll \..

yAocToB9peHi4e He cn H3t40KBa oT npoh3Bo,qHTeJllrTe lla MeAfil-(HLtcKh H3Aer'[tr, ycTaHoBeHr.l

Ha rephropHrra Ha Peny6nHKa Eb,'lrapnr;

a



fiara:13.07,2017 r. floAnuc sa npgAcraBJltBauoro JII4lle H

3a np?rJraraHe l'l noAAbplKaHe Ha cltcTeMa 3a ynpaBJIeHHe Ha

B o6nacrra Ha [poI,I3BoAcrBo'lo ulvrvl rbpfoBlitra c MeAI4qI{H0K''I

3a ynpaBJleHue Ha Kaqecl'Eroro EN ISO 13485113488 u/unu

I{arepuua Euunoea Eox(KoBa

(ulte, 6arquso u Saltunur, 4ntxnocr)

- cepru(lurar
KaqccrBoro EN ISO 9001

AZller4n nlaru cl4creMa

EKB14BAIEHTHA;

.. N\.\.) \

\r
n/


