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Auec...'.'..'....,,...zol,8ro.q.Bfp.Ao6pl4q,HaocHoBaHI-Ieq:[.ll2IIcI.oT.3axogaga
ooulecrBeHlrre il opbqK!|, ce cKJrlotrl4 Hac:f otlulllqr Aoro Bop M exAy :

,'KA-M ME,IIL{KbII" OOA, cbc oeAarIHUIe B fp. co$nl 1404, pafiou Tplta;nua"

aApec Ha ynpaeneHrar:: yn' "Epatl t{aKpuu" 10' er" 5' ar' 19" 814K 1305117990'

npeAcTaBJuBaHo oT lKalepnHa Euulorla Boxxoea' o[peAeJlel{ 3a I43nbJIHI'ITeJI cneA

IIpoBeAeHanpoueAypa3aBb3JIaraHeHaooUIecTBeHallopbql.laTI4[''lf,tKpaTa''N100083.201tt.
0008, c [peAMeT: AocTaBKa Ha MeAIiULIHcKII v3llerl:1^fl 3ia oproreAl4qHa' x'up]'pfl'{qHa lI

HeBpoxprpyprHqHa AefililocT 3a Hy)KAI'ITe Ha "MHoforlpo(bHnHa 6O:rsuqa 3a aKTIIBHO Jler{eHUe-

AoOprlu'i AA, .p. ,[o6p'uu, Hapur{aH ilPOIIABAT{
V
,,MHofofIPOoI4JIHAEOJII]I4I]A3AAKTI4BHOIEIIEHI4E-,{OEPtr4Ll''Al1

rp. [o6prau, cr,c ceAaJrr{ue 14 aApec 
"u fnpuuieHl{e: rp'.Ao6puq"yn"'IlaHafior Xt.'n's" 24r'

rer. 05g/600160, draxc: 05g/600ii4,' e-mail, ottt6gu.rgon.net, EI4x: l24l4l30tL'

rpeAcraBnqBaHo or .fr,_p c"aro:ap Baiiuen - I4:nulr{HreJreH !,lirpex'op Ha Apy}Ke(ifBo'o,

HaptrqaHa KYnYBAt{.

Crpauure oe ctlopa3yMqxa ja cJIeAHoro:

nPEAMET IIA AOfoBoPA l',l UEHI4
grrerr 1, flpolanaubT [poAa'Ba Ha KyIIyBaqa Me,q.uuI,IHcI(u z43nen]?^g no o6crco6etta

flo3uuuq Ns 9: MeAllquHcKl4 H3AeJIuq 3a Xnpypfl4qHa 4efiuocT, IIo ueHl,l" nocOqeHI,I B

IIeHoBoToIIpeAno;KeH}IeHaflpoAaBaqa.,I{oeTOeHepa3AenHaqacT0THacToglullgIorO}}Op.

CPOKOBI] I,1 HAqI4LI HA |IIIAUIAHE
tl:reu 2. Cpoxtr Ha Hacrosl!.llf, A{cfoBop e 12 lteceua or Aarara Ha rIoAIlLIcBaHe'rc)

ruy.loroeoptrnpoa'JlxaBaAeficrsuerclcH,q,ocKJlrcqBaHeroHaAofoBopcApyru3lll)JlHliTeil
c;reA [poBexAaHe sa 116uecrBeHa rlop'betKa'

LIneH 3. Iloco.IeHHre B ttJI. 1 tueAuuuHcKII H3Aentitt ule 6lAaT AOCTiABqFIU O'f

npoAaBaqa tu *ynyuuua B cpoK Ao 72 (.ceAeNlAecer ra lBa) qaca' cJteA 3af,BqBal{e1o Hlvl'

q:reu 4. ,llt:rxutrlara Ha npoAaBaqa cyMa IIO BCqKa oTAeJ]l{a AOC'IaBKa trte StAe

IIJIaTeHaoTKyilyBal{ano6aHroearacN{e]]KaHaIlpoAi]BaLlaBcpol(Ao60(ruec.rrlecr:'r)
Ka,,reHnapHu .l.Hn cJre,[ ll3AaBaHero ua (laxTypa o-l npoLaBaqa'

H:reH 5. l.lpoxr,r Ha roAHcrc:t Ha nocraBeHI'ITe N'IeAI'lul'IHcKV v3re:Lrr rpl6na lla e

He rto-MaJlbr or 1 (elstt ) rolr'tua KbM MoMeura Ha AocraBKara'

MJICToHAI43|IbIIHE}II,IE14|IPEMI4'HA1]AHE}IACOECTBEIto(].f].A
Ll.nes 6. 3a trtscrO Ha ,AC|CTaBSHe Ha MeAIIIII4HCKI[',ITe v3!]entffi ce o[peJIeJIq

,.M6AII-Ao6puu" AA rp. .[O6puu. y,'l' "flauafioT XnroB" Ns 24' '3BeHO 
"EOII]u'-IHa 

allreKa"'

tl:reu 7. ccl6creeHocTTa IlT,pxy AOCTaBSHI'ITe MeAHIIITIHCKI',I fi3nellltr 14 pHcKl')r 01'

III,JIHOl.{Jlnqac.fl{t{HoIIo|I{BaHeHacToKI,ITenpeNlHHaBaBbpX\,KyIIyBaqaol.Mol,leH,Ia}Ia
[pLIeMaHeTol{NlHaMqcToToHaAocTaB'IHec[plreMo-IlpeAaBaTeneHllpol.ol(oJll,InH,[pyl
paBHO3HaqeH r1,O KyN{eHT'
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IIPABA I'l 3AA bnXEHI4-fl llr\ |IPOAABAT{A
gneH 8. (1) IIpoaaBar{T,T e AIbXeH Aa cKnroqn Aofollop 3a fIo'r'II3[:bJII{eHHe'

KOfaTo e o6qsuJl B 3aflBJleHLIeTO CI4 3a yqacTl'Ie IIOiI3BaHeTo Ha IIOAH3IIbJ1HI4TeJI" B cpox 4o 3

AHI{oTcKJIIoqBaHeToHa.IlofoBop3a[oJIIl3IIt,JIHeHI4e]aIIvHaAoIIt'JIHuTenHoc,tlopa3}'IueHHe
3a3aMqHaHallocoqeHB3a'BJIeHIleToIIO.II,H3nbnHIITeJIH3I-I.bJIHIITeIflT}I3[pauaKOIIaeHa
AofoBopauJII,IHaAoIIbJIHHTeJIHOT0crlopa3yMelll4eHaBT,3JloxHTen'3aeAHocAOKa3a'reJIcTBa,
qe ca I43nbJIHeHu ycJloBlrflTa ro t{r' 66, at' 2 u lI or 3OII'

(2) lIoAusrrbJIHUTeJIHTe HqMar [paBo Aa [peBr'3JlafaT eAFIa I{nn noBeqe o'r

nefruocrure'KoI{TocaBKIIoqeHI{BIlpeAMeTaHaAofoBopa3irIIOAI43III,JIHeHI{e.
(3) HegasllcHvo or Bb3MOX(HOCTTa AA ce ll3tlo'il3Bal'[oA]'I3Ilt',JI]lIITeJIU'

STTOBOpHoCTTa 3a I43tIl,JIHeHLIe Ha AofoBopa 3a o6qeCreeua [Op:br{Kil e Ha npoAaBaqa'

(4) Kynyna,rtr Hf,Ma Aa H3Br,puBa AIIpeKTHII pa3IInauaIIut c noAH3ltlt'JIHI{]'eJIHre

9,reH9.Ilpl]AaBaqT,TeAJIbxeHAaAocTaBqMeAI-IlII4HcKv|l1.3l].leJlp1.fl,K|cI,I-to:

l.ttvarHat{eceHa"cE"MapKHpoBKaBCT,OTBeTOTBUecI',I3I',ICKBaHHsTaHaqn'lji
or 3arosa 3a MeAlrttuHcKl4re u3Aenrq (3MI );

2. utqat HalreceH n4euruSuraquoHeH HoMep

64, al.2 or 3MI4, Kofaro [poueAypxre' orpeAeJreHl{

r.{3ucKBaT HaHactHeTO l4y'
3. urraar HaHeceHI4 HaI4MeHOBaHVe v aApec Ha yrIpaBJleHl{e Ha IIpOu3BOiIIdTeJlir

n I uttu yrrbn H o M o lueH I{ lq npeAcraBl{Te JI I'I BH o clcrerq ;

4. urr,rar uHicTpyKuHq 3a ynoTpe6a, c u3KJIIOqeHIre Ha I'{3il'eJILlflTA'3A KOATO I'OBa I{e

e npeABLIAeHo n 3Ml4;
5. ca upuapyxeHr4 OT BaJII4AeII ceprusur<aT, yAOCTOBepi[Ba[I cT'oTB'eTcTBlleTo c'bc

cbtuecTBeHrrTe H3HCKBaHUq, npHnoxl'IMl{ :la In3AenI'IeTo' H3AaAeH oT HOTI4QUUUpaTU op|aH'

6. ca npor,r3BeAeHl4 OT [pOI{3BOAI{TeJ1, XOfiro ilpl4nafa H IIOAAT',p)(a cllcl'eMa 3a

yrpaBneHue Ha Kaqecr.Bo'fo EN ISO 9001 
^l^n^ 

EN ISO 13485/13t188 uluttu eKBLIBarIeHrIta c

o6xsar s o6racT-ra Ha IpOII3BOACTBOTO Ha KOTIKpeTHIITe MeIluuHHCl(I4 I43IeIHq

7' clornelcTBaT Ha H3I,ICKBaHIIq KT,M lt3l.teIfitlrTa II<:, cT,oTBeTHaTa o6oco6eH'a

[o3riuuq, nocoqeHh B oflr{caHl{ero. AaAeHo n llptlloxceHue J{s 6: cne[Hsurcaunfi rta

MSAHIII{I{CKSTS lI3AeJII'lq OT AOKyMeHTaIIHflTa 3a yqaCTI'Ie S 116UIeCTlteHaTa IIOpTrt{K&'

t{leul0..[lpoaanautTBcpoKaHaAo|oBopaeAJrbxe]{AaHMapur.]peueH'IIehJtlt

yAOCTOBepeHr4e 3a TbpfoBI.Iq Ha eApo c NteAI4III{HCKII H3Ae"lug. H3IaAeHO Or I'[snbJIHHTeIHl{',f,

AupeKrop ua I4AII ro PeAa ua 3M14'
t{ren 11. llpoaaeaqbr B cpoKa Ha AoroBopa e AJIr'xeH Aa IrplrJlara H llon'Abpxa

cr{creN,la 3a ynpaBJrer{rre Ha *uu..t"oTo EN ISO 9001 ralllln EN ISO 13485/13488' ulusttt'

eKBr4BareH.rHa. c o6xsaT s o6JIacTTa lla IpOI{3BOACTBOTO nlulu']rbproBH'TS g 11e!l'lllHllcl(I4

It3AeIHtI.
r{nen 12. llpoganaqb,r e,qnbxeH Aa u3AaAe B cpox: $axrypa 3a Aocr'lBellHre

MC.III{UI,IHCKI{ I,I3ACNH fl .

nPABA I4 3AAbnxEHI4t l-lA KyflyBAqA
t{:ren 13.(l) Kynynaurr u\,la IpaBO Aa [IpoBepqBi} KoJlHqecTllo'to Ha BCsKa

oTAeJIHaAocTaBKa,]KaTonpHycTaH()BqBaFteHaHecbol.BeTcTBI,IeeAJIt'xeH:f,oVB€llOIvIH
IlponaBaqa B cPoK ot 24 \aca'^ (Zj llpu ycraHoBrrBaHe Hzr Hec'borBerc'fBlle B KallecrBoro Fta lIOc:1'aBeHI{Te

MeAr4g,r,rHCKtt n3Ae,llljfl K'/nyBaqbT e AJIbIKSH ,Ia yBSAONII{ [poAaBalfa B cpOK ot'24 \acl'
(3) f{ecboTeercTBlleTo }Ia KOII'IqecTBO-to v KaqecTBOTO Ce ycTa]lrlBqBa c

npoToKotl,qT,cTaBeHoTKOMUCI1.g'cT,cTaBeHaoTJIJIT'])KltocT'HHTeJIlIIlaHaKyIIyBar{a'

Ha uorudPuul4paHut opraH tto t{JI'

n nape46rare ro qn. 18 or' 3Ml4'

,.(,
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(4)Bclyua:ii,ue[poAaBaq:b.iBcpoKlto24!ficacneA)/BeAoM'IBaHeToIIO.UI.I
ocnopu IIHCMSHo HecbOrIBeTCTBI4eTo Ha KaqeclBOro' lofi MOXe Aa I{cKa [poBepKzlTa \l)/ or

yrrbnHoMolueH opf aH nlu'na6oparopl4f, '

gneir 14. Kynynautr e AJIbnteH Aa 3aIIJIaTlt yfoBopeHaTa qeHa B pa3MeFrit' llo

HaqlrHa u B cpoKa' o[peAeJIeHI{ B Hacroqlunt AOfoBop'

HEYCTORIO'I
gnen 15.(1lr ttpu za6asaHa AOcraBKa Or crpaHa Ha IIpOAaBaqa c floBeqe <tr 24

(Ana4ecer u verr.rpn) qaca, KynyBar{bT I4Ma npaBo Aa IIonyqH Ueycrofira B FrA3Mep ua 0'l

(uyna urJto, e.[,Ha AeceTa) ua cro or crofisocTla Ha ta6aeeHara AOCTaBKa 3a I]CeKI',{ 2'[ qaca

za6asa.
(2)flpuycTaHoBqBaHeHaHecboTBeTcTBIIeBKoJIuqecTIJoTo,IIpoAaBaqbTe

AJIT,XeH,IlaAocTaBI,Inlt[IoBaluoToKoJII4I{ecTBollpucneABalIIaTZI.I[O,CT&BKZI,aIIpul]ol,I0KBaFIe
oTcTpaHaHaKyIIyBa'qaBcpoKor24uaca.|lpuF{eI43III,JIHeHI.{eHaToBiI3aAbJIxeIIltt]
KyrryBaql,T r{Ma npaBo Aa IIOnyqI4 ueyc'rofira B pa3Mep na 5 (uer) Ha cro Or crofruocl'Ta I{a

NI{TICBAIIOTO KO JII4qECT BO.

(3) |lpn ycilal{oBqBaHe Ha HecboTBeTcTBI,Ie B KaqecTBo',|o. [poAaBetl{bT e ]].JlT,XeH

AaAocTaBuMeAIIul,IHc]KI{H3Aenn'cyfoBopeHoToKaqecTBoIIpI4cneABa[I'aT?A,oCT&BKil'aIIpn
rrot4cKBaHe oT cTpaHa Ha KyIIyBauu u 

"pon 
ot 24 uaca' Ilpr'r HeI'I3II6JIHeHI{e Ha TOBa

3aAbJlxeHrre KyIIyBaq]bT IIMa IIpaBo Aa Ilonytll4 neycrofira B pa3li{ep ua 5 (ner) Ha cro or

crofiHocrra Ha HeKar{ecrBeHara AocraBKa'

(4)BcJIylIaHTenoaJII,IHeu2u3,aKoIIpoAaBaq.bTIIeAocTaB}lAoroBol)eHoTl]'
KylyBarrT,T rrMa flpar]o \a 3aKyIIU seo6xoAnnure My MeAI'Iq[{HCKH v3!:envs oT Ap)/f

aocTaBqnK, KaTO pa3nuKaTa MexAy ueHaTa II0 AofoBopa u AeficrsuTeJIHO 3aIIJIaTeHal'A UeHa e

3a cMeTKa Ha [po,IaBaqa'
t{neH 16.(l) llpra orKa3 Ha npoAaBAqa [a AocraBI{ 3i}qBel{Hre My MeAlIttHt{cKI'l

r{3Aenuq rrJrrr Ilprl3uO,ouu nt".ua or 48 (uernpu,necer u oceu) qaci]' KyIIyBaq'L']'I'IMa llpaBo 'la

3aKynu ueo6xoAtltnll{Te My MeAITITI{HcK:a u3l.rcIrurfl or Apyf AocraBr{lIK'

(2)BcrryqaHTeIIo[peAxoIHaTaa!,IIjHe'pa3nI.IKaTaMeXAyIIeHaTutnoAo|oBopa,H

AeitcrnHre:rHo 3aIlrareHara ueHa e 3a cMerKa Ha flpoAaBar{a'

r{:ren 17. KynynaqbT l'IMa IIpaBo Aa ficKa o6egrqereHl'Ie B [:bre]{ pa:}Mep Ha

BpeAuTe, KOr.rTO e llperbplltn B pe3ynTar na:a6asesaraululu Hex:aqecTBeHaTa AOCTABKa'

g:reir lg. flpu ra6aea Ha rrraulaHe or crpaHa Ha Kyn'/Baqa' IlocreAquu't' 'I1'r){(h

Ha fipojlaBaqa ueYcrofiKa, B pa3Mep Ha 3aKol{Hara rHXBa'

g,,reulg.Heycroirxure.cr6e:uleTeHl{flTaIdueI{oBI4Tcpa3nuKl4IIotlJI.l6"a:r.]

Morar la 6lAar ).At'FrxaHI'I or BcsKo Al'rtx[l\{o Ha [poAaBaqa nnaluaHe'

IIPE,KPA,T'IBAHE HA AOI'OBOPA
t{nen 20. [oronoplr ce rpeKpartBa:

l.cnsruqaHeHacpoKa,:axoiiroecKJIIoqeH,ocBeHBKI,IIIoTe:]at3Hi?Lq'.rer,i2.
Il3peqeHr{e 

T"il'l{3i[paBHara crpaHa ,.,pn crlcreMHo Her.r3nr,JrHeHI'Ie H& 3ilAr'>Jl]KeHht'tit ro

AofoBopa. llol cucr:eMHo Hel{3lrtntanra ce paa6upa TaKOBa' I't3Bt'pueHO LBa nJlu lloBeqe

IItTlIBpaNtKI4TeHaeAl4HKaneHAapeHMeceu'HJIHIIOBeIIeoTTpl4tl'bTllBpaMKI{TeHacpoKal{a

'{oroBopa; 
3. npr, c:L,3.ILaBaI{ero Ha ycnoBl4fl 3a AocraBKa Ha MeAt{lruHcI{I4 H3Aellutr c,reA

[poBe]KAaHero rI a ueH TpaJII'I3HpaHI'I eJrerKTpoHH H'rbpf oBe'

tl
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4.nclyuafr,ue6l4euporvreHeHaHopMaTuBHaraype46a,Bpe3yn]:aTHal(oeTo
oT[aAHe I{eooxoAL{MocTTa oT AocTaBKara Ha u3Aeru.f,Ta, Kor{To ca [peAMer Ha AofoBopa;

5.npl4HeBb3MoxHocTAaceoclrfypl4Qnuaucnpaue3au3nT'JlHerIHeToHtt
IIOpT,qKara no npulruHl4, KOI{TO KynyBaqbr He e MorbJl Aa [peABHAI4'

APyfl4 vcJIOBI4t
g.rreH2l.C.rpaHureIIoAoroBopaHeMo|aTAa|oH3MgHgT.ocBeH.BcJlyqal4Te.

rpeABrAeHH B .IJI" I 16 or 3On'
:lltrett22.CrpaHureIIoAOrOBOpauepelxaBaTBb3Hl4KlIaJII'ITeIIOplllilt',IHeHnero

cl1opoBe no B3ar,rMFro c:bulacue, a aKo roBa e HeB:b3MOXHO' IIo pel]la na fflK' [peA poAoBCl

KoMlereHTHI4qr c:bA n lp' !,o6puu'
gnen 23. 3eL scHqKu HeypeAeHu no Hacroflullrs AoroBop Bl,rlpocu ule ce [pltnaral'

pa3ropeA6lrre Ha 3ofl' nII3Ofl' 33.{ ra T3'
t{neu 24.(1) 3a BaJIITAHI4 aApecl4 3a rlpneMaHe Ha r;r'o6uegufl' cBl'p3aHI4 c

HacToqu}'IqAOfoBopcecMsTaTaApecuTe'IlocoqeHuBHaqaIOTOHa'qofoBopa'
(2)IIpu[poMqHaHaAaHHI{TeIIo[peAxoAHaTauUInHe'I,ct,oTBeT]JaTacTpaHat]

Anb)KHa Aa yBeAoMlI ApyI'aTa B TpITAHeBeH CpoK OT flpoMqHara'

|lpnct,cTiIB'HeHaHacTo,gUII4gTAofoBopcenpeAcTaBI4XaoTII3[l.b.IHI,ITe]'I
0JIeAHI,ITeAoKyMeHTlI3aAoKa3BaHeJILt[caTaHaocHoBaHII'3aoTcTpaHqBaHe:

- ga o6crolITeJIcTBaTa no IIJI. 54, ul. 1, r. 1 or 3ofl - cBlIAeTencTBo 3a cT'AlIMocT.;

- ga o6crol{TercTBoTo llo rul. 54,at.1. r' 3 or 3Ofl - yil'OcToBepeHlre oT op'I'aHI4Te

ilo [puxoAt.ITe tr yAOCI'oBepeHI4e oT o6ulltgara [o ceAaJIHUIeTr) Ha B:F'3JIOX(I{TeJLI 14 Ha

KaHAUAara nru yqacrll I4I(a;

- :a o6crotrercrBoro no tIJl' 54' ut' 1' r' 6 - yAocroBepeHl{e or opraFlllre tta

l4snT,rHl'IreJIHa af eH ul4s " lraBHa I{HcrIeK ql4t tlo rpyAa" ;

-cepru$llKaT3a[pHnaraHel{[oMT,pxaHeHacII|]TeMa3a)I[paBneHHeHa
Kar{ecrBoro EN IaO 9001 uluiu f,N fSO 13485/f3488 ulutru eKBI4BarIeHrrda' c o.xear B

o6lacrra Ha npoll3BojlcTBoTo ulustu Tt,pl.oBnqTa c MeAuuuHcKIt u3,4eluq.

Hacroqull'gTn,ofoBopcec:bcTa,Bl.tBTpHeAHoo6parHraeK3eMflJl'pa.cjII4I]34
nDoAaBaqa pl ABa 3a KylyBaqa'

KVfIYI},,\T{:
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Ilphrralrcetue.ryg 4

TEXHI4 TIECKO TIPENJI O }KE I{14 I]

flognucaHuflTlaHura KarepuHa Enaurosa Eoxtxona, EfFl - 

_..-_' -., B
KaqecrBoro cr4 Ha /ilp0rBlaTOn (usnucaa ce dnbJrcHocmma) Ha ,,l.ia-M Me4r4Kr,,r" IIOOA
(usnucca ce uMemo Ha' tqacmLtuKa). a'L,c cenanuule: rp.Co$ur, r.x. 1700, y:r.,,[iparr
9arpuu" Ns 10. er.5, aLn. 19, a4pec Ha yrrpaBneHr{e _ rp.coozr, n.r. 1700, y.r.,,[ipar.l
9arcpuH" Nb 10, er.5. ar. 19, EI4K 130517990,

1. llpeaclauru oQepra 3a yqacrue no o6oco6esa noguuu.u:

Ns 1: Ocreoct{HTe3IIIt cpeAcrBa 3a oproleAuuua gefiuocr- napuaur l;
J\s 2: ocreocuHTe3rru cpeAcrBa 3a oproneArruua 4efiuocl- napuaur 2;
]\s 3: ocreocuHTe3rrr{ cpeAcrBa 3a oprorreAuuaa geiluoor- napnanr 3;
Ns 4: OcreocHHTe3III{ cpeAcrBa 3a oprorreAlrvuzr geiluocr- napNaur 4.;

Ns 5: Merr4uHHcI(H ltr:'n.enufl 3a HeBpoxr.rpyprur{Ha 4eiirrocr - aapuanr 1;
J\s 6: Mear.IquHcKI{ rBAeIrr4tI3a HeBpox}rpyprurrHa 4efirrocr - eaplranr 2;
J\s 7: Me:rrdrlrlHcKr.r H3lienr4x 3a HeBpoxupypu.lqHa 4efirrocr - napuaHr 3;
Ns 8: Meal{IlHHcI{H v3l.eIrvt{ 3a HeBpoxr4pyprur{Ha 4eiruocr - aapuaur 4;
X Ns9: MeAuuriHcKH H3Aenuq 3a xr4pypru.rua Aefirlocr.

(Monn orn1ettectceme cbc 3u(tK -Y, tl unt no r)pyz nodxod:,tttq Huttuu o6oco6enama
nosut4ust/o6oco6euunte no3uquu, :ta rcosutto/rcoumo npedcm.acstme ocfelcma)

2. AEKIIAPI'IPAM, qe npaBl urJlocrHo IrpeAno)IieHrie fi,ii BcgLrr{li HoMerrKra'r'ypq
or o6oco6eHara [o3lruuls/o6oco6(]Hure rro3tirIurr, ga xos'ro/xot{To yrritcrBaM:

XAA
HE

(ll[tt.nn omSe.qectceme InpHont(.t cbc sttur; .Y, \ uLLl.t rto c)1tyz nodxctdnul rtg,tz.utl

3. IlpeAlarauHre rv'le[HL{HFlcKI{ .r43Ao.ql]t Cr)OTBet cTr:iztr ti-ta H:tHcKBaI{Ariril,
tlocor{eHH B KorIoHL{ 2 pr 3 ot fllllilolreulte Nq 6: CtreUu(xIt(aqur Fra i\'leAurIHr{cxHre r{3i,t;e.rtLlt
H Ha H3r.rcKBaHr{sra ito ,rJr. 82. 2r. 1 or 3Vtl4,

4. {exnapplpaNl cpoK Ira BiLrrHAHocr Hir orfepra'ra: .i (rpu) i\leceqa ot !,a1.a.f6,
Korro e nocorreHa 3a aara r{a noAiIBaHe Hir orpeplara.

5. I-lpue:ua\{ cpoKa Ha H3rt,JrHeHLre Ha rropbrrKara: l2 (aeaHalece1) Meceqa o.f
cKrrloqBaHero Ha .{oroBopa.

6. [IpHer,ra,u cpoKa 3a r.'ri]ulirHe: Ao 60 (urec-r4ecer-) Ka_rreH,rapHr.r ,n]r Lr ().r

H3BtprrrBallero Ila Aocral]I(ara r4 H3raBaHe'To Ha rpaxrl,pa ()T tr3rrbr,-rHli'tfer-rq.

7. Ilpuer'raNl cpoKa Ha AocraBlia: Ao 72 (ce4elr4ecer lr;na) qaca or lrordeHra Fra

3atBrIBaHeTO.

8. flpr'reua\4 cpoKa Ha roAHoc'r: He ITo-Miir'rxo o'f 1 (earra) roArrHa Kt,M Mo\v{el{r.a Ha
.u.ocraBKara.

9. flpuevaru Aa r.r3nb.rrHrrBaNr Bcr.rqKH H3IrcKBaHH.s

o6qe,'Ieuuero H lIoK)'Nrerrrauurrra. :la yqacrue.
Ha Bb:]JIOXUT9II[., noc)oLleillt B

10. llex"rrapapaM cbrJrir.cuero crz c Knay3r{'i'e H€r [puno]i(eHL{r [poer{T rra,[ofor]op

'rr[
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ll. B clyuail. .re 6t4a orrpeAe.ireH 3a II3III'IIFIII'|eJI Ha flopb,qKaTa, Ce 3aA]i,l)KaBaM,

np14 rroArrucBaHero Ha roroBopa 3a cl6ulec'rsena ilop'brrKa. La fipeAcraBfl aKr)/euIHH

lIoKyMeHTr4 yAocToBepflEiaun Jrn[rcaTa Ha ocHoBaHI{t{ 3a o'IcTpaFltiBaHe or III)oqeA}'t)aTa,

KaKTO I'1 CTOTBeTCTBI'IeTO 0 IIOCTaBeHIITe KpuTepnn la nO46Op:

- 3a 06cr0flTe,ncrBara ilo qr. 54, u. 1, r. I or 3OlI - cBltAerencrBo 3a ob/qnMocl';

-:a o6croxreJrc'rBoro rro r{r. 54, a,r. l, r'. 3 o't l3Oll - yAocloBgpgHllg,c'f oprilllllTe

no [pr.rxoA1Te H yAocroBepeHl4e or o6rqngara tio ceAanl{rqero ]la BT,3JIox.t4TeJItM FIa

KaHAIlAara I4nI4 yrlacTHl4l:a;

- sa o6crorrr3JlcrBoro rro qJr.54, ar. 1. r.6 - y.[ocl'oBepeHne oT opraHure Ha

tr4guuHllrenHa aI'eH Iltifl " f lIaBHa !{HcrIeKuIl g IIo rpyra" ;

- pa3peileHrjr3 3a TGpfoBHq Ha eApo c MeAI4III.IHCKH U3Aei.rIHs. H3Aa.[.eHO Or 14AJI

r4nr4 Apyf AoKyMeHr, yllocToBeprBaul, npaBoTo Ha yqacTHHI(a Aa rbpryBa c Iv{eJIItul{HcKt4

v3;ierItrfl., n3AaAeH or tioMrereHTeH opfarl Ha cborBerllaTa A'bp)I'iaBa. Paspeureuuel HJIH

yAocToBepeHr,re He c].r n:ir.rcKBa oT npoI43BOALlTeJIIrTe Ha MeApIUHHCKI{ H3AenI',Ls, yCTaHOBeHI',I

Ha repuTop vrflTa Ha Peny6:rnr<a Er'lrapar ;

- cepru$llKa;,1 3a rrprinafaHe H no.{Al,pxaHe Ha ollcreMa :]a ylpaBngHl{e Ha

KarrecrBoro EN ISO 9001 n o6lacrra Ha [po].I3BoAcrBoro ulutru l-bpfoBlltra c MeAuuplHol(u

v31envfl ulutu cncreMa 3a ynpaBleHrle I{a KarlecrBoro EN ISO 13485/13488 vtt'vxvr

eKBI{Bar'IeHTHa;

[ara: 12.07 .2018r

flo.unuc Ha ilpeAcraBrqBaxrol'o nllue u reqar:'.

Karepuua Blturoea BoNxoea - yrlpaBHTeJI

(unne, 6aurltuo lt QavIllrut" 4ltl>r<uoct)
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