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YI(A3AIII'' 3A IOITOTOBI{A I.IA 3A'BJIEEII'ITA
3A yqAC-rIdE n 3,{ npOEEi{(qAHE HA IpOUEJIyPATA

t, flolroroBm tra tlq8retrrnra 3a yqaore:
1.1. npr no!.orcB@ft Ea 3 uoqnrra 3a 

'nacu. 
ycacrd,u

orhr@. oroBopoocra 3a npaB,,Horo B63npneM$e Ha
lonlvenrarrr@ 3a yc@ne ce Eoc, ea,!@etso or yqaonr@r€.

L2. 3ame!,rra r lpytuft loqdeHrr 6umpcxn en(.
aon"MeHmj ftotrro ca Ea !ry,{ sx( ce npelmrr r B npeBon Ha 6Mmpckn.

r.r. Ao tr3rrcd@ sa opoxa 3a noadd€ Ha 3d eHrrra! m€k, ylamnx

l-4. Bceu y'Iacdr( B npouelrTara rMa rlaBo e npelcm, ceo elso

1.5. ,rltrue, koero ,iamBa B o6eAr&eflre srr e ldo c6.nacne m 6!lle
nolmnMHmn Ha aPy. y!rcrH

1.6. B npoqelypa 3a Brnrae {a o6oecrB€Ha noDacra edo dnrcecko Mr
op@ccc(o qile!o{e!aJ4rac sardo!eldoo6e&redre

1.7. CEp3aHn mqa !e Mo.f aa 6@r cNocmrrdHh y{acr
c6qa npoq€lypa, no! "cB6Fer mqa crerBa e ce nMa npeaBla onpqdes!@ no $ 2,

L8. Y.EcrE qrr
H*etcrMo or trps4a 3p!3rc Me,q/ rrxj no orsoueHre ra trpnrephnrej cB!pra8! c

u o'HmcoBoro cnoco6Hocr! n
npo4ecn@dnar rcMner€mocr. 3a tld{re rnua ce npua.a er. 65 or 3On.

1.9. vqmsoqlre Momr aa n lHqropMauMj nonro
cMmr e rcr4nleuun&m BB Bp!!m c Hd!{,ero Ha BproBc@ ranEa. Kodro
) racrE qme ca xossurenundmr, caoGerqaB ,!oop a!n, He ce

1.10. Bcrcu aokyMeHrn ce npexmm s op{nHu nm no
Jeac.hhtra! BrpHor opyfrhra leMapeqqm r 6aroB/re mp#ui, !o,a.o ;,Mc.
Ircrcari ce npelcrarr cavo D opr.rrd.

l.ll. Isqara Mo.ar psrcHeHsr no
peueHudo, no(mam o ,co(yMeHmqsrra 3a o6urecrBeHaE nopacm no l0 Er npelrn
r3mqase !a cPoka 3a ndylme€ {a 3dueHrrr
deo6xom,osdcne40Bdn Bbrox4mu,rp;G.a6,@,iHedd.aB
a-trHeseH cpor or non){aMe tsa q.4dtu. 

". ". .-**o;' 6 !{r;pe!, cpo/a i
noryqdee ua 3uDr€ru, a roraro cpocr € cl(paftx nopa$ H€o6xoar$of or cn€rro
Brsxdue !o 4 lrr npele rc3tr cpo( B pMcneHr@ He ce nocoqa ,nudo, Empsuno

npelocrar pa3rcreHsrj arc !
cpom no rrpeqesne nblDo. Parcrelrrra ce bpelocraBrr sp4 ny6nnxyBee Ha npoo{na

2,IloloMqe sa 3,rDnenrfls m ycrorc:
2.1. IoktaieHtnt, cBlpr8r c ,iraondo B nporrcaylar4 e npelmer or

yeacmnxa, trr or yn6rHoMo(e! or He.o nlelcraBrrn r cpoKa 3a norycaBaHe Ha



- ao6Pi,t\' M

Lpomr 3r tro,rysaBMero tra 3arBnenMrr 3a ycacrtre €!!
trpoBe"\raHdo nn nperoBoPme

2.2, He ce npneMar 3dMeHqr, korr ca npe.qmeH, cne! ,
obrBeE 3a {a{uo Ha npoexnme danperoBoprre.

3. CaAlpx!trr€ dr mruestrro r yruaMr3a tronlnB!tre flanoRyMenrnre

3.l. Onnc Ha nleacrtu$ure rorymesr,.
3.2. 3dBn€Hne 3a ycacrne - no npnMspu,r o6pse! np,noxesre tr, I ftM

lo(yM€H@nrra 3a yqac e.
B ro3r loqrem ]qacrnrGr 3dBsBo 

'ardrrero 
B loroBopt

o6oco6ernre n@awn,3a rcnro ) racrBa B roroBap,Hm.
3.1, Ct@pr€E o6pae'r .a {usHtr eBponencxr lo(}n'eHr !a o6lrerBeHn

noFW (EEAOn) 3a yqacnnk4 a rcRrc e np,nox'Mo , 3a BceM or yqaoH,qlre s
ooenuBeH!tu, (om !c e lop
quxrc pecFcn ure 6aaar asrenpdn D BlmEerrero {a noplMm.

Ha ocHoBere {. 67, d. 4 or 3On funHHurr eBponetcu non}areHr 3a
o6urtueHn nopll@ GEIOD ce npenocm, D ener.poHe! BHn no o6p4eu, yTlp!€n c
N Ha EBponetcmm troMucrr.

EnempoH{nm EEIOn e sam or noryMeHrau{m 3a o6urec
lifrkyB&a na npo4nna Ha (ynyDaqa 3a rcn${Haia o6uemena nopb{@. ycaflHrot
nonbDa eEEAOn ep* rHQopMo{roqlaD cscMa 3a eEEIon sa arpec
hnpsr/€c.euooa,eu/tools/espd. B rsdiopMau{oEHam crcrena y!rcrrnure 3dpexnar
npe,coc@eHhr m Blrnoxmn4 q ain BbB +opMar 

r.xEl. nonMDar neo6xo]]rMsre !m!, 'rc uhmEm 3uaBar BcB d opMrr 1.pdf 
" 

1.m1.
yqacrrnr4e ra npelocrsm EEIOn B encnloHeE

OopMar, rcnro ne noEoBBa p€lam,pedo Ha HercBm clarpxaBle (*.pdf). Ioryve{ftr
rrr6Ba na 6!!e noFnqH c FBanu+nu{prB e,eFponcn n
eaMxeHo Ia no@nre EEAOn. EnedloHHo nonmc$mr r
{ocurd (cD, DvD, 6,m nder) ce nocrur B oneookam c odeprara.

npelomaen,rr or y{acrs,fta Canni Grlpxaq EEAOn He rpr6Ba aa e
3apaeH c B,pycrj !a xe 6r6pxa M*pocn unq nnMH{M npo.pereH rc!. aoqr{esEr
crc,{Ba,ca cllllpm npaB (aekpo!rypas) rercr.

tle ce trp& .r 3a peloBtro tronanetu tro cMrcMr ru {,, 67, an,4 or 3OIl
troanncaHn rr PlM n cR!trrp,nr EEIOIL

nolpo6so ra eEEAOn ycacb Mnouca(re
tkaaHrr Hr er€mlonnam ctldnqs sa AOn.

npn noaroroENar! tra EEAOII cr./rBa a! ce $a npenB@ cneanoro:
3.3.1. qps EEIOn ycacBrcr leMaprpu

orrlaHrBmc r *or8ffire c (P"rep"ure 3a no!6op. B {erc ce trpelomr caorBerHara

'HoopMa!", 
{3ucresEa or B!3nox'rerlj n ce np€ncmm laHHn orlocro oy6nn{H,re

pemcrpr, B konro e clnlpm rrQolMaunr 3a aeuaprpatsrre o6mmdctBa ,nn 3a
xoMn*HrM opm,
,r6xed as npeaocmr xHoopM.u{r 3a r4r o6c@rrenciB6 cryxe6Eo Ha BBrox,renr.

3.3.2. B wM lt, pa3du "A: Ittdapta4B
ycaoH,Gr cre$a !a mrc8opr B peruc4aumm c, B ED.oBcMt
pemmp !n! apy. pe.lcBp c6o6pano E.llnosdBorc cr 3aftoHoaalexcrso.

"MHOIOnPO@UAHA BOAHTITIA 34 AKTTBHO AETIEHUE
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3,3.3. B wm lt, p6nu "A: Ariopildl@ 3a urcra4teecKu orepamap,'ycad,Gr deaBa 4a onoBop, ldn yqadBa B rpouelypam 3@!Ho c aplB
rfto{oM,cecM on@aropr (mrc cao or o6e!rHe{{e).

3.3.4. B Nacn L pa3den "A: Il|boptaqB
ycaqnlcr creaBa aa nomu no rc4 o6oco6eHn nGnlnr r HoveHuarypn npeacraB,

l-3.5. B vacd I, patden "6. lh@opaa4@ ta npeAcufurketune M
uxoHaM\ecku otuPanaP-j t4rmrqr6r creaBa aa or.osop! B

perlhpalDra cr B GprcBcqr perudp Im lptT peHcBp clo6pa:Ho HaqrofuHm ct
3axoHoasrermo. Koraro loqarenr", cBrp3du c y!@rre B o6rreoEeHam nopaqka ce
noamar m nfirei koero trpenmaMBa yqacrHrrc no mnEoMor{re, B EEAOn ce locoqDo
,!4opud!rr orHocHo o6xDam sa rpercrunHHara My Bracr.

3.2.6. B ea.h I, puAe, "B: UabopMoqw omrc.so
dpt2r qiexnu", yeacrHr6r deAba !a

KaEurrm !a rp{! ruqa no moreH,€ Ha kprrp,nej cBapl
orldcoDoro c6cm'n,e, rexHn{ecrurc cnoco6rocn n npooec

3a Bcr(o llm ,nqe ce npelcraDr oraen€H EEIOn.
Tpmm ,true nocolsa roe c, kaseqBTo B wcn Il, pataet A': I\dap a4a

?a u@Ha$urecxu onepanopt' Ha EEIOn. xotro npea@sr,
3,3.1. B wcn I, pa3det "f: ItubapMaaw 3a hodBhb,auneN, adho

kaha4ttuen uko|oMt4e.xaq orepahop tjj!!! aa MorBa", yt cruiw ctet'a u
orclopn rc! ca noa4nMrrret

3a Bcekb noar8msmen ce npelcraDr orades EEIOn. n
Tpr6Ba na doBapm Ha GoGerHsre ftpm€pnn 3a tror6op 6o6psEo s@a s lda or
noplqMn" rctm q€ 4nuHrD ro0dqr 3. orcrpmrBde or

nolBnMH']W L pa3Ou ',A":
Ax.kopaaa@ 3a uKora,uwckB o,epa,,p'r Ha EDAOfl. (onro npenoN

1.3-8. B aam t , pBaet "A: AcBoaar@, cRbwar! c aa
ycadHnsr leMaprpa Hdletrdo 3a o6cromncrEar
npouelwam no q. 54, d. I , r. L 2 or 3On (ocixlaHe ra npecGoreHnr no q. I O8a- qn.
l59a-159r, q. 1924 q.209-213, q.301 l0?, q.321 ! u.32laor HKrnr adomcE, B
apym alpxasa seEm un aera dpdq). (No r npennpxare Mepkr 3a lalexnHocr no
u, 56 d 3OI1, (oErc e npsnoMo. T$r ocAo*srt
npencMBar )dr&rHkft, vesoB{€ tra ynpaBnME, n EaaropH! opmHn n 3a lpym nnua,
rcrm nMd trprBoMouM aa ynpd{,Bar xoFrpon ryn B3eMaEero Ha peu*u, or rca,

3.3.9. B qucn lII, pdden "E: OcHasaHM, cabpau c tuuaaHedo M deb4u u
co4@raocuzrPtatuHu sHack!" ylacnrGr rebapnpa Eurcndo !a o6cmmdmBaE 30
orcrpuBde o. yeacrre B trporreal/pao no q.54, M. l. r. I or 3on, r.e. !a,, nMa

x'@HU ocnfr?mrr Bsock! no cM,6na Ha en. 162. e.
2. r. I o IOIIK (om n npelnptr*re M€pn ra xanexlHor no q. 56 o 3On, rc.aro e

3.3.1Q. B sacn lll, pldu ',8: OcHasaHM, cftptaqu
kotq,rkm H4 uHnewcu ur hPoQecuoHuHa Mp)'ueH@, yealsatu\ ae(taptpa
sdncndo Ha o6crorocrBara 3a odlamsaHe m ) rafle B npoueaypara !o cr. 54, m. I ,

OcsoBssn no en. 54, o. l. a 6 or 3On 1u,
npouelypara ca 3a sapyuaBaEe Haq.6tj d. t, q. 62, u. I u! L q.63. d. I ur 2. u.
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lornsemtn, nrdqxwfa

ll8, q- 228, u.3, cn.245 s q. 301-305 or (T. ur s. 13, d. I or 3akoHa k rrylosar
Mnrpaqnr r rlynoBara Mo6hHor, !r! aBuom$! 34rMxe
rcMnqereE op.sj GriacHo 3

)qacrHlcr e yftdoBeH.
lo.u (oHonrm Ha nHreper" qenBa !a ce pa6rpa onpeacneHndo, lqaedo B g

2. r. 21 m AP Ha 3On. xodro B63noxrenrr, nercso cnyxol
crpy(ypaj kooro yeacrBar B no!rcmoxaD

o6(ecrBelaE nop6cka {r! Morar !a nounm ra p*yrrara or Herj rMar llrepecj ftofirc
o6nda no cM,tra Ea u. 54 or 3akoHa 3a nDorulonencrsre Ha

rcpt qrrra u 3a ora€Mde Ha aB*oono ryrro6mo NyqeoBo r 3a trodio 6r Morno !a cc
npueMer qe Mm€ sa rruam 64nplrrpacrHocr n a*s"crMo
na o6uecrBeHara noprqa

3.3.rr. B vac, II, pBdet 'r: Cnew$te|u Haauotu|t .taa@HM n
df,?Dveafie ]qacrsrGr reMaprpa Eurqm !a:

3.3.11.1. O6cro@crBara 3a orcrpmrBee or ycacrre B npoqeAypara no v.
54, u. I, r. I r 2 oa 30II (oclMH€ 3a npenmesrr no q. 172, q. 194,208, en. 2t3a-
217, et. 219-252 t q. 253-260 n .n. 352-353e or HK un! aHaomqHr . aprra rpMBa
eneH@ Mtr rpera crpaqa). Te {uaraj rcmo opercraMBar
yqscm{xaj {eHoDft Ha ynpaBsrenHr r nagoprr oprdn r ra npJry n{uaj (onro {Mar
npooMorllm !a ynpaxHrBar xoFrpor np! 8eMats-o Ha pedet

3,1.11.2. O6cromncrBara 3a orcrpdrBaEe or nForrelr?ara, trpo!3rocaw or
u. 69, d, I or 3ftoHa 3a raorrBolej1ftne Ha rcpFq,yu I
npuo6rroro nMl1qemo, orH rcM n'6rscHa u6xsocr.

a or rcnbm€drfo sa npaoMo
Do crlx6a € l4acrBdo B npoB€emdo Ea npo{elypn 3a o6q€crBe{n noplq! t
npel!:mtrBa l q6qr( B Hmruara npo'relypa.

1.3,1L3. CDsp3aEocr c !py. yqacdn( B npoueaypam no cr,cMa qa $ 2, r.4j
or AP sa 3On, B6D Bp!3fta c $ I. r. ll u 14 dP qa 3a(ona 3a !y6,{qHm npenn@He Ha

3.3,11,4. npe{8 3a ycame B o6luerBenn noplqn no qn.3, r. 8 d 3&ona 3a
noHoMtrq@(ft ! omemMre orHoueAu c lpyxecrBar4 petunprpm, B op{crukqr!
c npeoepeErrueE lerceq p*M, cDlp3drre c rrx ,.@ { rexH,re lenmrEm!

3,J.12- B wm lV, palnei "A: fodrccm" a narch. 'Bnucsarc 0 cnohcenet
npotbecuduet pezucnnpt ytejHtw nocosa aokyMeHr4 c rctjro m(oBa
cborBerm{ero cr no locka4j or noftmara no u.64, &.2 m nn3onrFsDereHne ra
ftproBu Ha €lpo c nekapcrBeHs npo4larj @aaneHo no pela Ha 3InxM: PspeoeHrc aa
npoBsolcrBo no {. 196, d. I or 3rnxM, r dyeare xoRrc ycacrHnnr e nDoBBolnrd1
i rpeum rempcrkhhre nporyfl. xorro nporrBerua: Papeoepye ,a BHo- no u. tao.
u. 2 m 3InXM, B cnJ^]alft rc.aD yqatur$r e socnrd { npeo{a neMpcrBeHrre

3.1.)1. B qacn ly, 6yxsa 'B: Te,surecKu u npadecuoruau cnacotuocnu' a
noneno ryhpatueHue 

Ha @puuna ia aocna6xa', ]q.lmnkn nacocBa roxla{esraj c kotN
c, no rocM 4.4 or IoftaHara no u. 64, d. 2 or nrcOn:

CeIl.*OrGr 3a npnnmre x noulpxaHe Ha cdeMa 3a ynpasreHne Ha kacecrBorc EN tSO
9001 r/!D EN ISO 13485/13488 /!m e$mdeHrHa c o6xBar B o6nem Ha
nplr3Dolmoro tr/ur Gpro!{m c r€rcpmmlr npoay(r.
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3.3.14, B sacn lV, pBnetr "B: Ter|ulecxu u ,pobu@dalHu cnoca1|achr't e
4ortuo ttBbudza4e Aa kanbnbn|unenu s npo\e\nHo upmeHrc', 

'"rarHnGr 
nococBa

aem d noF6qkarai (onro lre D6

1.3.l5. ycamnure u nftxxn m 
'&roMrr 

nncMeno B63noxrrtr B 3,aHeBen
cpox or sacBmee m o6crorBrcrso no u. 54, u. I or 3On. rcMaDrplHo m r* B ea@
II { lll sa EEIOn.

3.3.16. yqacmrqm Moar !a dnonBar EEAOn, (onro Beqe e 6nr nnoBEaH
nP! 4perxo$a dpoqeaypa 3a o6nrc@esa nop!*4 np, ycrourej qe bdBlplrrj ce
c6!6pxalqam ce B rcrc !!4o!Ma!r, Bce oqe e mynE4 npr ycroBu,r Ha q. 44, u. 2
ornn3oll.

3.1.17. OcHoBerrm no q. 54, d. I, r. l. 2 n 7 ce orracrr,co OB,*cMre
ntrua no q.40 dnn3oa, tronro nolnlcBar EEIOn 3a rr! ocroud"rl

npr c!6rparnro lpyxeoEo BceM cblpyxsrft. kon& nMa npaBo !a
ynpdEBa lp)re-BeHre pa60m nn! koilft npe/lci@rB! lpyxeoBor

- .pn ftoMdlmao ap'*emo - rco.pexqero oroDopH{re cqpyxE,qn;
- opr lptxemoro c o.perc4a oroBopHocr 

'Tpdnrer'/ynpaBrMrE;- np, elHorreHo lp)Temo c orpasrqeHa orrcBopHocr - elHorrqH{rr
co6cBennx 3a xdr@a rnr onpen€reH"rr or Herc ynpaBnM

- trpt aunoa€plo aPlxcmo cnesoBer B! ynpamdHnr c
q6 srr3opHrcsBtr ue rosee pd crBna Hr &oempft:

- npr koMeErrHo lpyxecrBo c aqnn - qcsoEse HE clBera !a aupenopnrej
- nPr easonsqeH cpmDeq - omrce(oMnue BprcDerI
- ryx qos qa qyruecr?ddo rr{e - nuqtu, xom )npmmBa

P$a 6.n&Ho 3akosolMcrsmo na llpxaBara! B (o@

- npn rconepdnnre J[ps{rdHur 6Ba n qesoBme ffa

- nPn capyxeHu, cresoDere Ha ynpasrerqur 6Da nr, ]npaBmdr:
- np! ooHlaurnre

- nptr Bctcrt BoloBe ft!tuBu nporyprcrsre. ao rm Hanacdo Dkuba;
- 3a cyxlecr?aHHare rrlra - rrqalA korl! npeloaMrBar! ynpaMsar i

xosrpornpa. xaHlrlaE rnr tqcrrrka cr.lacno

- rcraro ycarH.6r! 3n, optr
ynpdroeq op€d ce npe!ruBa or dr8neecxo rsq€

Komro nocoq€Hre no-rcpe nr rMa psrncue no
@ouenne !a o6crorro@ar. no u. 54. m. l. r. l, 2 n 7 or 3On, EEIOfl Moxe !a ce

mqa! B cnlqd qe oolnrcBdlrrr panonfa c rHoopM4nt
ra ao@rcp{ocm Ha leuapnperm o6crorrerdDa no

3Hm,m 3a nocroBeplocna Ha !€sapnpaure o6croftncrm ce
lloctoBeprDa or nouocB@o@ nrqe c npelcrmrlerc Ha acmapaurr B cBo6oaeH rkq.

Komro B Gcma opran, nocoqetss no-.ope ylacrBa
Fpr@lecKo nrqe, .u. 54, d. l. r.l. 2 ! 7 m 3OII ce of!&m 3a

orurecrure n Ir4 korro tu npelcraMMr 6.n&Eo p€rrcftpa! B konro e Bn,cmo
roplwrseckoro ,kue, u lolqdeHmrq ylocroDeprBoqn
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r6!@u0Nsr@! echnr dLr4b4e'

l,l.l8. OcHo8an{m no cn. 54, d, 1. r. 3, 4, 5 { r 6 or 3On € onacrr 3a
y!&rHnK ' EE!On

3.4. no(yMeHru no u. 45, u. 2 m nn3on 3a lo(sDaEe Ea npeanp!-ure
Mepxr 3a ranexnHom rc u.56 or3OIl, Komro e npnroMNo.

3,5. np! ).racmrq! o6earHerx!, xotrro He ca bplrllqocM n
lo(yMesr, or ftotro aa e sxrso nptuHoro oclosere 3a cr3laBaHe Hq o6ean{eHumj rcmo
r cn€aiara 

"tsoopMarflr 
868 bp!3M c rcs(pffiara o6nrmesa nop6{a: npaMm r

yqacrHrure D o6elrE€rrerc: Panpcaeneutrm Ea or.oBopnocna
Mexly u€roD4e sa o6enrHeM@; nefiHocre

3.6, ,{o()arenr 3a ytrbmoMorqs
loromptr@. re e sdosdm npelcrsllm Ha t nmum.

4. Pea u npooeria!tre a. np.roBopme:

4. | . nopelHoma Ha npos€xs$c !a npero8opqr ce onpelem o
u. l0l. u, I or 3On cp€ qe6rt, Ha ftofiro Momr !a nptrGqBar npe!@Burdk H!

4.2. KoM,cEra npomx(qa npercBopr c BceM or yqacrrrunre
ce np4lpxa roqso 6M nrpBGac4Ho onpereneHrr yqoBrt
8f,lrHeHre na nop6*ara. PEymrrr d npemBopre ce orpaBar I lporo{on, rctrc ce
noarcBa or rcNucura n m yeadurM.

4.3. (oMncMn He onoeeqrM nocrr.sanre lo.oBopeHortr c ylacrsrx npe!
o@umyla{rtruu ocBeH c

4,4. KoMrcnma npoDexaa npercBoprr c Bcek! d yqacrlrqm no elrrH n clu
e npeao(rur elHaDa nHsopM

4.5. B Ha{d@ {a nptroBop,r€ rancmrr (oMrcr,ra
u3BrpuB. npoB€Prc Ha rHsw My
npelcraBrHu EEqOn. (omro yculoB,
n{oopM@m,. Bdbc'@no HeperoBHocunn+N"cecka.peu(4,,,HeclorBdcrstrec

xoMrc,rm npnra.a qn. 54. d. 9 or nn3on.
npem8oprc c mir ytacrE ( satpomr uen npelqmBEndo Ha
EEIOII hltuA !py.r ,coqdeHr,, kotrro ccllpxar npoMeEeHa r/!nr !on6n!€Ha

5. AoKyNeIm, Rotrro ce np€adlB{ npn cKnrcqsaddo i! noroBopa ja

5.1.3a o6morrendsar no.u. 54, n. l.r. Ior3On cBuflermo 3a

5.2,3a o6cromcrBm no q. s4, m. I,r.I o 3On ylomBepenne 3almca
Ha ny6nnqftn 3arExesrr or o6qrram no
peuexrdo dt Bbrom.s T mpqBde tsd qpoueA@,ra

5.3.3a o6mmdmoro tro qr. 54, d. l. r.6 or 3On - ynocroBepeHtre or
opmre Ea i.&nMnrdHa deHuk lfrlBHa trscne@r no rpyla ,
pereHrtro qa DrTow-dr D orp/sade ha npor e!t9ara



rtrffidorcs@4 erdr d'r@E@rr,

s.4. CeprnorMr 3a npDaroe n nolllprue xa crcrMa 3a ymasneHtre Ha
@rsDorc EN ISO 9001 /ux EN ISO 13485/11488 /nr. ekButuema. B o6naft na
nporoDoamorc r/Do cpfoD{ft c nenapcrBeE, npoaJmo:

5.5. AeMapqnr no q. 59, d, I 01 3MIrn no 3anMturemm o6pseu
Ilpt,ores.€ .N, 2 or o6pdur€ aoxla€m! !a lo(yMexra{rn a 3a yeacrre.

lllqtonPo(Dfi^HA BoAPTLA 3\ AmUBHO AE!EHr,lE -Ao6pti9 AA

nofoBoP
I8ec.................2019 rc!. B rr. Ao6pnq, ra ocroBdxe cr. ll2 r q. m 3*o!a 3a

o6'lerBeHure nop!ex!, ce cxmB Esro,u6r aomBop Mo!(qy:

@pec tsa ynpNeHnc
E'iK npercrMM

B kaqefsoo My
onp€leneH 3a mn6'BE c PeD€Hre Ns .,.,.,,...,......sa E3
npoqeaj?a e Bludde 3a o6lltueHs noprqa un 'aorcEaplHe 6* npenMproHo
o6rBneMe" c npelMq: nepholocHa locraBm Ha nexapcrBeHi lpolymn 3a nyxqre qa

'MBA-']-Ao6pnc" An.
"MHO|OII?OOIIJIHA EOJIHI4UA 34 AKTXBHO JIEqEHI,IE-IO6PUq' AN

|p. Ao6pn,6 cenar{{e r qpec Ha ynpMesre: rp. no6p!!, yn. "nsator xxroB 24,
tn. 058/600160. Oec: 058/600414, e-nail: oblb@beleon..el, EUK 1241413A2.
npenmrrBdo d I-p CBETO3AP 6Ar.lqEB nETPOB ll3nlr!,rdeq l{pemp Ha
,Iprxeqs@, ropn@a kvnvBAq,

Crldre ce cnopatMxa 3a cre!8@:

mE4\,11T HA IO|OBOPA lt IJEHI,I

qner l.(l) npolsa%r npolara Ba xynyBaca rempcrBeHnr€ npory@, ra
rcrrc e yqa@u D norcBaprre ra BBrd4e Ha o6qecrBeaa noplcm:

(2) qeHoBrr npel'oxeHm Ea npoadaca ca oocoqeHr B npe&\oasara duHe'.
(3) IrpomdEam cmrroo sa lomBkara" nocoqeH! B ao(yMemu,ma 3a

o6ueflBeHa noE6qa re nopaxld 3r.cffiHre 3a trfnyBaca !a rr 3akyns D nocoq€rH

CPOKOBE l,' HAqTH HA IIIIAIIIAHE
Llneq 2. CpoGr Ea Hacrc{rur aomEop e l0 (recer)

nonnn$@ft My mr ao tuasem na ycroBm 3a aoqdxa cr€! npoBe*!4etu Ha
ueEldx3hpd{ er€mrotsM Bprc8q norosoFf npo$maBa aet@rero cr !o
cubstuqo m loroBop c aprT 4nsHurer der npoBe'l@€ Ha o6orecrBeAa noD6{a.

tbcs 3. no@qeHrr B q. I neMpmeHn npolr@ ure 6M
npoaoasa sa kynrDaca B cpo( m 24 ($anecer r qd,p") cac4 ct



'lIHOmIIPOrbtl A HA BO HI,lUA 3A AKTiiBHO AEtEHtiE AOEPI,i9 M
e rrdr d'r@M:dd

tbeE 4. nuxlMala Ha npoasaqa cwa no Bcrxa orrerHa lomrc ure 6ue
nmrena o ${y8aca no 6amoBara cM{M sa npolaBa* B cpo( ro 60 (recr!€cs)
Me{qapHh !ff crea ao@m n 6!@4do Ha sK)?a d npoadaca.

Llres 5. Cponr Ha rclHocr Ha aocmesqft ,€uphBesr rpoatmr Tr6ra Aa e
He no-ryaG( m 60 % (uomecer rpoq€m) o o6qu cpo( H

MJICTO HA Ii3N6JIHEHIIE I' NPEMI'HABAHE HA COECTBEHOCTTA
LlqeH 6. 3a Mrcro nekapcrBe{{re npolym, € onpolq,

'MBAn-Ao6pnc" A,4 r!. ,qo6pnc. yn, 'naHanor Xuros ' lG 24. 3DeHo ..6onH"cHo anrrc".
rtnco 7. Co6ctBercfta Brpxy locraBrHnrueftapcmeEr npoAynn n pncftr or

3M nomBaHe npdnHma Blpxy kynrBaeo
npneMderc rM p"€Mo-npelaatder npmrcr M{ apy.

NPABA I, 'IA]I!JDY$HIu r]-A NPO,4ABAq/.
Ltre! 8. (l) &o!aBa%r e &%

rcmrc e o6mn B 3dMeH!tu cn 3a yqacue norBdero Ha lolmruHljru. B cpok ao l
op 3a nolrrnHHeMe @r ra lonH{rHro cnop4weHne

aomEopa "!t Ha lonBHnr€rtsm cnopatarerue Ha B6rox{M
.66. u.2 tr lt or 3OIl

(2) nonnnl'uftmre HrMd npaBo e trpcrb'dzr eaBa
IenHodrt, rcmo ca nmoqesr B npeeera ua aorcBopa ra nonrumrfleH,e.

(3) HeanchMo
moBopqom 3a mnMeE e Ha ao.oBola 3a o6uecrBeEa noF6cxa e 3a npordava.

(4) (ynyBasr HtMa !a BBEpoBa upem! pstrdqaqm c dolmruqmrere
qn€n 9. nponasaqlr e u6xeH !a locrN nemprBeH, nporry

papemr{e 3a yno@e6! mn ylocmDepenne 3a perrcrpaunr Ha rempcrBerr npolymn no
{. 21, d. I or 3tlID(M n mnap,r ftac€crBo, 6eon@Hoo t
edkacrocr no 3,rlnxM:

qreH l0- IleHam ra reka!@eB{r nporyffi rpr6m m oarc

L npeffa@a€ q€la Ho ,ercpcBoxre npolydn, (orm
notosHn rerapcrBeH cnrclk n sdnalrdtr c ny6rreHn cpeacB4 ,{a He e no-Bncora or
p€rympNam q€ra @ npuoreHre N, 2 d fUlC. nocoqena B (onoHa M (motlsocr na
oneoBk4 4sqeHa h 6ar peo€pemra cDtE@ 3a leonHnpaHara aHeBra roa).

2, npe@mam rreHa Ea nekaposetsne npo!ym,, r3B!H r*! no r. l0- L, aa !c
npenendara (Mec{MaHara npo4ma ueHa 3a ape6Ho). nococera B

Pe.ucftF Ea Mec{Mmrm npola*Hr qesr Ea r€mpmBcrsre nporymr, myc(eu 6e.
nempcrc npeAnrwne npolemn rreBo Ba rexapcrBelnrc npolyhr!
ornycftd, no ,enpc(o npeln'caa'€ (pemcBp 

'a 
npeaqHhe ueda).

rrleH ll. B qyqMrq komm ryo[dacrt roqmr neMpcrreHu npo!ym,,
c!,{4mUrn uaprcflsn BeoecrBa, Mn re@pcrBertr npolym! rprbra !a oToDaprr Ha
u3uckBaHtrmHaq. 68m3kHBn.

q,e! 12. npoadaclr e ,r6xeH !a mnane 0 cpok OMypa

I1?ABA I,I 3AILJIXEHI'' IIA (YNYBA'IA



'vH!I9_!:gg!4!4!q4!!14 jA AmuBho 
^EUE'j 

rrE _ !o6Drr'l M
ron@eo!rcswd 4 EmJ dr(4Fmd

tlr€d 13.(l). KyrFaclr {Ma rpaBo ra npoBeprBa
or,ldHa roc@rc, xarc npu yodoBrBde
npoldava D cpo( or 24 caca.

(2). npu ycraHouBee
,€Mpcr3€d! npoalm, ry.yBa6r e Aqlx€d aa yBeaoM{ npolaBala 3 cpox or 24 qaca,

(3). HeclorBemndo { rccecrBoD ce ycrdoD'Ba c
npororcn, ckraeH or rcMrcn rua * (ynyBaca.

(4). B dyaan, qe npolElacrr B cpo( !o 24 eaca cnea ,TeloMrlaHro no u. I
r unu 2 o(noph n/cleho dec
My d ynlrrcMor!€H oprur orn na6oparopnr,

Llner 14. Kynysaebr e @xeH !a 3anran y.oEopeHara ueHa D psMepa, no
raqxa ! E clorcr onpelseHr B sMorrqm aorcBop.

HEvCTOncd
IIneH 15.(l) npn ra6da qa locr@ka d crlda Ha npoasaca c noBeee or 24

(!Bar{a n qmpr) qaca (yoy.ac6r lMa npdo !a nonyu oeyc@lka D psMep Ha 0.1
({ym uffo, eEa !ecm) Ha cro or cronHocfr ka 3a6aBemm aocmBe ra Bceo 24 caca

(2) npr ycEoM8de
o korxcecrBo npr senBuara

oJ cllda sa rynyBaca B cpok or 24 cacd np, Hemruderue
kynyBasr ea npso !a mryqr Hercronre B paMep {a 5 (!er) ra cro or crofiHocm Ha

G) npr yddoBrBde !a tsec!
na nocrao ,eMpfBedn npo4K, c yrcEoperoro MlecrBo npr d
np! lorckBde or opma na qnyBaca 3 cpo( or 24 qaca. npu 3er3.6r!eHre ra roEa
3a$nxes,e ryn,Taqr oMa npdo m nonyrr neymtfta B paMep Ha 5 (trs) sa cro or

(4) B dycaarc no d!!er 2 o 3, do nporea%r !e locrer loroBopeHoro.
x)nym!6r ,Ma npoo aa elqr, seo6xolnMore My nempmds nporymr or apyr
!omB{& rem pa'ftara Mexny ueHala rc lorcBopa r !€ficr8ot

'lneH 16.(l) npn (rrm Ha np e My reRpcrreE
nporvnr nrn npn 3s6na nomqc or 48 (qonpriecr , oceM) qac4 kynyBallr ,Ma npaso
!a 3arynn ts€ooxoanMre My lekapdleH! trpolykr! m apyr aocrBcr(.

(2) B cnyc&ft ho npelxo@ara urHer p@{rad MWy rrenar
lett-3v-PlHo MndEham rer a e ?a clma qa rpotus i!

IIneH l?.(D npr aocmka na reKapcrBeHn npolym, cpoor Ha rcdocr na
rcntu e no-ryaBft or cpom ra u, 5, knMH'rsr lMxr Ha Bsroxrrem Heymrka B

l. npr aomka 6c cpo( ns rcnrocr or 59_99 ao 50 % d o6rqlr cpok Ha
rcnrom - 5 % (nd npouend) B6pxy mnnocna m ao@Ekaft:

2. npr lomBfta 6c cpotr Ha rcrHoo or 49.99 !o 40 % or o6ur cpo( Ha
N,rrocr l0 % (aecer npouema) Blpxy ctonHoft Ha locmmm;

3. npr aomka 6c cpo( Ha rolEocr or 39.99 !o 30 % d o6u!r cpok Ha
mlurom - 30 % (l!,aem hpoqeEE) DBpxy oonlocm sa locrdrcra:

4, npo locruM @ cpo( xa rorHocr or 29.99 !o 20 % or o6tl1nr cpo( Ha
rolHor 60 % (rmlecfl npoqerml srpxy .ronHom Ha aommra:



'MHOIOTPOOTTMA 60AHriLlA lA q|c Bt OIEqEHIiE_406p14'l A4
r6m$6edketr q +rar dba*Edd

5. np, aooam clc cpo( Ha rcaroo noa 20 % ot 06@r cpox {a tulHocr 90
% (neBflnecm npouom) B6pxy @noooaa Ha aommE.

(2). Iocromm Ha nercpcEeH npo4m clc cpox Ha rclHoo no-{paE( o 40 %
or o6uu cpo( Ha.oldocr ce roBlprDa wo cner MolrBtrPmo pcresle Ha p!(oDonmn
da rylyBaca 3a (oKpdaoro {orrq@o. 68 mpmHoro
p!rcBoluretr {a qnyBatE reftaPcrBeHrn npoll}mn tse ce 3aualrar sa nporoasa.

tireH 18. \yl)"asr /Mo npdo r0 4crs o6rruqeHre b nueH pdvep Ho
Dpe4re! rcm e npeftpnrn D p€ymr ra 3a6d6aa lhnr He

qneE 19. nph 3a6da Ha nrareo or crpasa !a (ynyBaca, no
Ea npoa$aqa {eycrotrc. B paMep !a 3eoHtsaDnrxBa.

{treH 20. Hcycrofirure. o6*q no q. 16. d, 2
Mohr @ 6b4r ympxaHn or 3d

I1?EI{PAT'BAHE HA IOf OBOPA

tlne{ 2l -( I ) Ao.oBop6r ce npe(pauDa:
l, c nmcm€ Ha cpoka. ia Konrc e cl(mqel. ocse! B cnyla{re no q. 2. n.

2. npr ca3la$tu sa ycnoMr 3a
qearldnrpffi dempoHu ft p.oBel

3. roram ca H&Ennnr 6rq€cnes! opoMen{ DlB Orqucrpmqo Ha
o6uemeran oo!!*a np€arid da norclop4 r3D!s npsoMorrlrn Ea (ynyBau, kouro
rot re e loH Mr Ee € 6r, u6xeH !a np€!!{!" nm jla npelorsparo c nrcM€Ho
yBeroMned/e o1 (Fy3a!4 !e!Hm !ne, Faml sse H, o6c. omnc Bd I d

4. npn sacGoBaHe Ha HeDnHoB {e B peyrrar oa
HenpenBraeno on, qenpelompauiro cl6nrre d tuB6Hp€!$ xapffieA B!3E euo cner
cmqBd{o xa loroBopa (,,EenpeoaonnMa chra ) 3a cpo( no-!4rr or l0 e!.

(2) Kydjtsssr More aa npeAgam lo.oBopa 6s npelmDeme, c yBenoMneHne,
mnpare{o ro nponmaqa:

t. nPr cnftMHo HeBmrE€n{e !a locrao,e Ha rempcBex{ npolym no
rcrHcemo ,/nm (aqeoBo or crpna Ha nporaBaqa. no! cr@Mlo
pa6rpa rdoBa" nBlpn€Ho aBa no roBeee n6r, B p (re qa elxH kuenaapeH Meceqj
lnn noBeqe d rpr nro B petknre Ha cpok Ha aorcsopal

2. E cryqan, ce nponmaar @norBa nofi3nlmarerj 6s !a e leuap{pd rola
r noktareHrnie 3a yeacrre, Im arorBa no@nM{mn! konm e DdrrqeH or r€r_ kotm

B cnyeatt, B rcm 3M3ar4
noamnmmr e BEbpueno 6c 6.neu@ qa *tnyBaca , B crorBermne 4c 3on u

(3) (ynyBasr npe(Parr.a aorclopa s slqame no {. I 18, d. I or 3On. 6$ !a
!6rM o64r!ftH3e Ha nponmaca 3a np*pneHr o npe$auraHero Ha loronopa Bpe!,!
o$eH arc nperyarrBm@ c sa ocqoFHne cr. I13, M. l, r. I or 3On.

NPV|'I YCJIOBI,IJI
Lrneu 22.(l) cr?aHm no aorcBopa He Moror E ro @ eMr, o

npe,lsr,oeH/ D {. llo. u. l,| )-oor'lon.
(2) B cnlqan. ce no DpeMe Ea letmne sa loNBopa. cronnocra ra locrdro

nercpoBeH nPo4mi olleldeHa no pela na Hapeloafa 3a peryrrpdre ! pe.rcrtrpmc ra
q$nr€ !a n€kapcrBeAnre npolyor, ydoBorl4 lpaBnraE n xp!ftpllre 3a BMoqBeej
nPoMeHn ,/E! m@Bme Ha remp-BeEn trpolym m no3r0sHu nexspcrBeH cnn6(



fl ydGma, peaa 3a !a6or Ha rcMrc{m no qedr n penM6},pc.paHe ,nr no peria Ha
Apyf {opNarrser e, crme no-!4cft or aorcsopeHarar kyoyB
npoa)n !o no-arcMm rrexq d emm

I{ren 23. Cr?a{re no norclopa nre peusar B63srffidr'r
cnoPoDe no 63dMuo cr.nacrej a fto roBa e Hes!3MoxAo no pela sa fnK npe! Io6prcx{t

rIn€H 24. 3a Bcn{M Het?elesr no sacrofiulr aorcBop Bdpoc! ute ce npnnrar
panopen6re Ha 3On, $L T3 r npyrre omocrMx sopMarBsr mone.

rrtes 25.(l).3a DuIrqHr anpeq 3a npreMme na 6o6uresm, cB6p3dr" c
Ha@tuhr aomDop * Mrar anp

(2). llpr trpoMrHa da esHrre no eeaxoasara dnHe', Gmtrflara rpasa e
mxda !a tTenoMn npy.lr B rr@4es cpok or npoMrHara

flpt trolnncBdflo lotuBop ce npelrd,xa Melo"re

- 3a o6cro'MdBaE tu cr.54, d. t, r. I @3OIl
- 3a o6mrrsmoro no u.54, u. l.r.3 or 3On, ylowD€

ny6 chh ,aJrrfrdd. r!4eho or optuuE ro lpyyolh.e: yloc osep.phe o. O6oqHd
Aar ,4o6prq 3a Dnca xa ny6rnr, 3rnrDxeHrr; ylommpeue ol o6@sam no
celMrum Ea yqaoHuka 3a rrrca ra ny6lnss 3a,qMxdrr;

- 3a o6cromcrBoro no q, 54, d. I, r. 6 - yaocroBeleH,
1r3mmhdftd arcH@ "frdqa {{cneqm !o rpyaa'i

- cepm4ne. 3a npnruee r nolnlpxaHe
mqemom EN ISO 9001 r/mr EN ISO 13485/11488 n/u, e(BuBdeHrso, B o6nac@ Ha
npor3Bo!@oro [/hn EprcBm c nempfBeEr npolyo;

- Pap€ueHne 3a trpo,eBorfto no q. 196, d- I o 3.IIITXM. B cryrere (o.flo
)4acuxbr e np$8olrrer r npe&rad ,ftapmeFnre n!o!ymr, xo,m npo{34xra, nm
Ha PapereE e 3a BEoc no u. 196. u. 2 or 3IflXM. E cry
BEocmn r np€ane nekapmeE E npoalmx, korr BHacrl

-,Ileuapaq6 no u. 59. d, i, r. ], B6D Bp. c q. 5t, s. 2 or 3Mtjn no
ranMrrMr{r o6pa€u nperoxeHhe lrs 3 or o6psrrm aoryMeHrs Ha lokyMeHrqrma ra

Hdorlqm lorcBop ce clcmtr D rlr elxoo6padn e$€Mnnrp4 @ts ra
npolasaqa n ala 3a qnyBaqa

'MHoforimoqAFA 6OAHI-iU?A ?q AK f,tBHO  ElEptjE -!O6prj'l \A

NPOAABAq:


