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OTHOCHO: flocrrnr.uo nucMo or nr.ue, cb.qbpxauo ucKaHe 3a pa3rcHeHlre

no sst.29 or 3axona sa o6qecrseHr.r nopbrrKu (3OII), BbB Bpr3Ka c o6rqecrnesa

rropbqKa c rrpeAMer: ,,,{ocrarxa, MoHTaK, rrycKaHe B excnJroararln, r4 rapaHrlr.roHHa

rroA,qpbxr@ Ha anaparypa sa o6yreulre 3a nyx.urre sa MeAu[uncru rlarynrer npn
MY-CoQu.r uo 32 o6oco6eHu noguquu", orrptra c Peuresue Ne PK 36-

147 5104.08.2015 r. na Perropa na MY- CoQur, B 3aroHoycrauoBerrm cpox AaBaM

cneArroro pa3rcHeHl,Ie:

Brnpoc J\! 1. Crrnacno 'rpbxHara AoKyrrderrrarl!{Jr, Ha [o-rope qr{rr{paHara

o6uecrnesa nopGqKa, To roqKa 2.15, xacaeqa ,,Texuuuecxlr srgMoxuocru rilrrru
rranurpuraqur Ha yqacrHuKa rr3rrcr(yeMr.r AoKyrr.renu.r", raacu:

r. 2.15. Banruen CepruQuxar ISO 9001:2008 wu eKBr,rBarrenr Ha

npor.r3BoAr.rreJu Ha rrpeAJraraH ara aflaparypa c o6xsar cxoAeH c npeAMera rra

lopsqKara unu Apyflt AoKailaTeJrcrBa 3a e(BT.IB,IJTeHTHLI MepKr.r 3a ocrrryprBaHe Ha

KaqecTBoTo.

Bu rprsra no-ropHoro, Bbrrpocbr HLI e:

3a qe.nure Ha o6uecrseua rtoptqKa c npe,qMer: ,,,\ocmaexa, ,roHma)rc, nycKaHe

a eKcnnoamalluu u zapaH4uouna noddpacrcxa Ha anapamypa sa ofyueuue sa

nycrcdume ua Medutluucxu Qar<yamem npu MV-CoQua no 32 o6oco6eHu nosu4uu",

6u ru luouo Aa ce rpreMe 3a eKBr.rBaneHr Ha ceprr.rt[rxar ISO 9001:2008,

cepru(prrar ISO 13485:2012 - rofiro e craHnapr, upes rofiro ce roKprrBar

rr3I.ICKBaHUtra 3a CTTCTeMHTe 3a yflpaBneHr{e Ha KaqecTBoro IIpH [por43BoAcrBoro Ha

M eAr.rrlr{HcKa atraparypa H ycrpoficraa.

Bln nprsxa gnara craurapra, AaBaMe cneAHI{Te pa3rcHeH[r:

CepruQNrar 15O13485:2012 e cucreMa 3a yrlpaBneHlre Ira KaqecrBoro 3a

MeAlrulrHcxa araparypa z yc, poficrna u ce ocHoBaBa Ha craHrapr ISO 9001:2008.



Cran4apmr ISO 13485:2012 e craHAapr, vpe: xofiro ce [oKpr.rBar

T43[4CKBAH ATA 3a CrrCTeMr{Te 3a ylpaBneHr4e Ha KarreCTBoTo [pr4 npoT43BOACTBOTO Ha

MeAHrIr.rHcKa alaparypa r4 ycrpofi crBa.

Brn npr:xa no- ropHoro, cJreABa Aa H3r6KHeM, qe craHAapr ISO 13485:2012 s

cBeroBeH Maula6 ce ri3no:r3Ba DraBHo or [por.r3BoAr,rreJlr4Te Ha MeAI,rrIr4HcKa anapdrypa
t4 ycrpoficrBa, AoKaro ISO 9001:2008 or csor crpaHa e npr{noxr,rM 3a BcrKa

opraH 3aws, He3aBHcHMo or sNAa na.qeiHoc'rra fi.

C or.neA no-ropHoro ce Ha,(rBaMe, ue ceprr(pzxar ISO 13485:2012 u1e ce

npueMe 3a eKBHBiueHr na cepruQurcar ISO 9001:2008 , sa rprxna flporteAypa c
IIpeAMeT: ,,,[OCmAexa, MOHma)rc, nycKaHe 6 eKcnnoamaryun u zapaHquoHHa

noddpucrcxa Ha anapamypa sa oiyveuue sa nycrcdume ua Meduquucxu Qaxynmem npu

MV-CoQun no 32 o6oco6euu nosu4uu", xacaeula AocraBxara Ha MeAr.rqr.rHxa

anapaTypa 3a nyxAr,rTe Ha MeAnrlHncxn Saryrter npu Me4uquncKr.r yHr{Bepcr.rTer.

Orronop Ha Bbrpoc J\b l.

Cruauro un. 53, an. 4 or 3OII Bb3noxl{reJlrr rrle npueMe 3a eKBr,rBzrrreHTHr.r

ceprnQuKaru, r.r3Aa,qeHu or opraHr.r, ycrauoBeHr.r B Apyru AbpxaBr{ rrJrer{Kr.r, KaKro r
Apyrl{ ,qoKa3aTeJIcTBa 3a eKBI,IBirJIeHTHr.t MepKr{ 3a OCXr)4)rBaHe Ha KaqeCTBOTO.

Taxa npll npeAcraBrHe Ha pa3nrrqHu or rrocoqeHr,r, B TprxHara .qoKyMegTaurl,

AoKyMeHr - cepruQrxar ISO 9001:2008, yvacruuqure cneABa .qa AoKuDr(ar no

6ercnopeu r,r HecbMHeH Haqr{H, qe LI3r{cKBaHI{rra Ha eKBr,IBaJreHTHIrre craH,(aprl,ITe

CbBnaAaT C I,I3LICKBttHllrTa Ha OCHOBHI{, CTaHAapT, 3aJIOXeE OT Bb3JIOxuTeIq KaTO

craHAapr 3a crrcreMara 3a ylpaBneHue Ha KaqecrBoro. Or.qpyra crpana o6xrarrt ua

ceprzt[uraqrura Ha eKBr{BzIJreHTHo [peAcraBeHr.rc ceprr.r(purar *fiH Apyr
yAocToBep[TeneH .qoKyMeET cneABa Aa oTroBap, Ha [peAMeTa Ha flopaqKaTa.

B xourpernux cnyrafi cepruQurar ISOI3485:'2012 e eKBr.rBaJreHreH no
cMHcbJIa Ha npunoxrlMu, 3aKoH - 3arona :a o6Iqecrneuure noplqxa c vSucKal:zr.

CeprN(prarar 3a ynpaBneHrre Ha KaqecrBoro ISO 9001 :2008 Ha rrpor{3Bo.qr.rrer.f,.

Crrqusr e c npeAMereH o6xBar, orroBapru Ha npeAMera Ha rropbqKara, nopa,qu

Koero rrle 6rAe npuer.
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