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A/l

lloronrr, !/r3i
on n0

lueck/..:.!./...:.2017 rot. elp./ o6prau, Ha ocrroBanr4e qr. 112 u c.u. or'3arioHa:;a
ooiqec'rBeHl{Te opb{Kr4, ce cr(Jlrorlu Hac'forltutrfll' aot'oBop MexAy:

"JIAE /ll4AfHOC'l'141(A" OOI{, cr,c cerarr.lqe n rp. CoQra-r 1612, o6rqur.ra
Cro,ruuua, pafiou Kpacno celro, aApec rJa yupaBJteHr{e: xr,n. "Jlu'epa", 6yl. "L{ap }iopnc III"
54,6,r.39. ux. I, er. 1, au. 1, l'jl4K 831308324, rrpe2lcraer:rnau o o'r Koola7il.iu JlanrOpcn
I-alrueu, oupeleJler{ 3a r.r3nbJrulrrer cJIe/l rrpoBellcl.la npoiteilypa 3a n'b3.Jtalane ua o6u1t:crneua
rrop'bqKa 'ruu "orxplrra" )t" 00083 -201 7-0005, c npeltMe'i: llcpno4l.ruua l(oc.raBr(a Ha
Meallq Hcr{lr r43/IeJrr.rr{ 3a Hy)r(,u.lTe na ,,MiiAll-l{o6pnu" Al\, Hapr4rraFr llPO/(ABALI Z

"MFrOr.OIrpOOI4JIr'rA EOJIIII4Jn 3n nT{TrlBrrO Jlliqtrrrr,{E /[oripTtr{" All
rp. i{o6puv, cbc ce.4anr{ue r4 a/lpec Ha yllpaB'lrerir4c: r'p. /lo6prau, y.rr. "l lauailo'r Xa'roe ' 24.
rer. 058/600160, $anc: 058/600414, c-rrzril: qbh@.bSLeS&nel, flhK 124141302.
npeAcraBJlqBano or !-p 1'pucfor l3tral.ruvrupon 14opaarroe h:nr,Lrrr nrcrerr flr,rpcrrop aa
,(pyxecrBoro, r{apr.rqaHa KytlyBAq.

Crpanu're ce cLropa3yMJrxa 3a cJle1lroro:

UPEIIMET llA AO|OBOpA t4 rlEHt4
Lheu 1.(l) Ilporlaaau's'r lporaBa Ha Kynynaqa Me/lrruliHci{r4rc Hu,iteJrr.tr rro;
O6oco6eua ro:r.irlr{r JYe 59: 3aleopeHa cr4c teMa 3a l3eMaHe Ha r(pbB, 3a

t<orto/Kor,,To e yqacrBarr B o'r'Kpr.trara rrpoqeAypa 3a B63JralaHe ua o6rlecLeeua uopr'rrr{a.
(2) IleHure na MeIHI.llrFrcr{HTc u3aeJrurra ro c horBerr.rutre o6oco6enu fro3r,rilHl ca

obrJracHo rleFroBoTo IlpeAnor(elr14e ria yrrn9 rnrnu.
(3) I-lporuo:uu're KoJrr'tqec'r'Ba, rrocoqclrH jl /lol(yMelr'faqllnra :a o6rqec'raeua

ropbr{Ka r.re nopaxlla'l 3al('blr}r(eHr.re 3a Ky[yBarla l(a ru 3aKyr]u s nocoqenug o6ev,

cpoKollll 14 I-tALil4t,t t-rA I tJIAI.t.lAIJtl
t{len 2. Cponr.r'ila Hac'foql.iiHg Aol'oBop c 12 veceua o'f llalara rra lro/illhcllztnct-o

vry. f {oronop l'r' rtpogr,nrxaea 4eiicrBhero cu /lo cl(JL}oLtBaucro rJa Aot'ollop c ,,Lpyf J.t 3lll,j r rJr.irejl
cneA [poBe)r(IaHe Ha o6u1ec't'ueua nopbqKa.

r{rten 3. Meruqr.rircxrlre u3 eJrvfl u1e 6r,4ar ilocraBrH14 ot' nporaBarra rra

KyityBarra B cpoK.Llo 72 (ce4eu;lece, n llr:a) qaca or MOMerlra Ha 3arllrrBaircro or c1'f)aHa tra
B,h3JIOllfl4',feJit.

rJrrerr 4. /]r,rxr.ivara ua [polaBaqa cyMa l]o Bc{Ka orr(eJrr{a,tocraBxa ro,e 6srLc
rrJrareHa ol KylryBaqa tro 6annosara cMc'lKa rra npollaBaqa B cpoK /(o 60 (lriecr;1eccr)
KaJIeHIapHIr IHH cJrcA H3AaBarrc'ro ua cfanrypa or lrpo4aBaqa.

9ren 5. Cpoxr,'r na loAHoc'r' Ha /.loct aBrFtr4Te Me.rtr4l(t4lrct(H tr3,,1eJrr.rr e lrc rro-
Malrno or 60 ok ot o6uara t"o.rlu<lc'I' B MoMeH'fa Ha ilocraBxa.

M,fl CI-O HA I43I1HIH EI II4F] 14 IIPEMI4I.IABAFI D FIA C OBCTB IJIJ O C] I'IA
rlrren 6.3a Mqcro Ha /IooraBtHe Ha rvleltur lHrlcro4Tc r-i3JreJlurr ce olrpereJrq

"MBAJi-lJo6pu.r" AA rp. ,,{o6pu.r, 1,.rr. "l lauaiio'r Xluon'' N,r 24. zselo ,,Boruu,ru zr arrL.cra".
tlletr 7. (lo6crreLroc'r-ra Bl)pxy llocratrJrl tr r41 e Nte/lnrtHtrcr(H r43,,(cJnJr rd ltH0ntjl 01'

n'bJrHO l.|111 qacT]4tllio HM lrofliBaHc lrpeN,IlrHaBa Brpxy KyuyBaqa oT MoMeFJla tla r(phc]N4aHeJo

I4M Ha MtCTOl'O Ila /lOClaJrrrHe C r rpr4eMO^rrpcl(ajla',reJrcH rlpo'lorroJr rrJrH JtpyI ilaBHo3Haqcrr
/.1O1{yMeH',r.

fIP A r,J 3A/l hrrx(TjHr4t rT \ rrPo/[\n 
^'rA
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9,rer.r 8. (1) I lpoTlaaaur,'f e /(Jlt>)t(el Aa cKlnoqu AoroBop 3a jloAr43rrr,JrHeHr4e.

I(ofa'fo e o6tBr.rJr B 3aqBlreul4ero cI4 3a yqacrne [on3Bauero ]ra I I oll]I3 i lbJnl r4TeJL B cpoK /to 3

,IlHlt OT CltJlloqBallc'IO Ha /lOfOBOp 3a I{ollt43I l'bJlHcH LI e hJI}1 lla .,IoII'LJIll14 f€JlllO cuopa3y\4eHHcl
3a 3aMtHa I{a IlocoqeH B 3agllJiet.t LIeTo It oliH3ll'bJl H l4'l eJI h3 tl'bj I I I H'fcJlrrf a3 pajLta I(oIIae Ha

AOfOBOpa IIJIIj Ha IO|IbJIUI4TeTHOTO Cuopa3yMeHne lta r]b3JlOrOl rcJrr 3aC/:IFrO C I(OKa3arenCTBa,
qe ca rl3rr,JrHeHr4 ycnoBr4rra no qr. 66, an. 2 v 11 or 30l l.

(2) flo4r:nr,lnr.rreirr.rre HrMar rrpaBo /Ia upeB:r,3JJat ar oAr.ra HJrr.i noBeqe ou
/lelrHOC'|UTe, KOr.lTO Ca BKjrroqer{r.l B rrpel(MeTa rla llofOBOpa 3a [OAr.r3rTrnHeHUe,

(3) Flesaeucuivro or BTr3N{or(Eoclra Aa ce I.J3rroJr3Bar lrorrli3irbJrI{HTeJr4.
orfoBopHocrra 3a r.r3rrrrJrHeHr4e Hc lloroeopa ta o6u1cc rncrra nopr)r{(a e Ha npolaBaqa.

(4) Ityuynaur,r Lr;tMa aa rl3BTrptrlBa Anpe(rHx pa3nnaqa}rnrJ c lor(r43rr.sJrJuleJrn're
Ll:reu 9, flpo2lanallr,T e anr')r(eir aa aocraBr MeAHrIr4HcnLt h3l(c;rnr, l(ouTo:
1. orronaprr na r43ucKBaHu rrra na u.l. 82, a.lr. 1 or 3M14;
2. cr,ornelcrnar Ha r43i.{cr(BaHu r(1 a Ha /]upeKTI4Ba Ha Eeponeiicr<ut napJraMcrn H

Cbnera Ha Enpona 98/79 EC :a nae4n[lruc(r4re cpcrlcrBa 3a lr4arr]ocrr.r(a (lVD) - cavo :a r,trr

Bhrpo Ar.rarHocrr.rqrru MeAurIHHcr{H H3/leJt}rr tto cMr4cbJra rra $ 1, r. 12 o:r l{P Ha 3MI4.
3. orronaprr Ha lr3ricnBarrr.ttn'a! ltocoqeHH B l(oKyMer.rrarlulL:a ta o6rqccruena

|Iop])qKa.
LLreH 10. flpo2lanaul,r B cpora na,qofoBopa e /lJri))r{err Ia Hivra pa3pcrleHue t4jrH

yAocroBepeHl{e 3a'r'bproBr.rr na eapo c McJrurll-llcr{H H3lleJlrr, HJl(a/(cro or Ilrrir,Ltrl.i rclrur.rr

Auperflop na l4AJl, uo pe/1a rra 3MI4.
9lren 11. flpo21asa.rr,r B cpor{a Ha r(oroBopa e AJt'rr)t(eri /ta npunara h tlo,'labpr(a

cucreMa 3a yrpaBnerure Ha (arreclroro EN ISO 9001 ulntu I1N ISO 13485113488, ulntvr
eI(BI4BaJIeHTHa. C O6Xgal B O6JTXCT-Ia rra [pOH3BOACTBOTO I4/r{]rU 1lpfoBr,r{Ta C X,r ellr.i ltI4 HCK]4

r43Ae!\Ut.

9:ren 12. flpoitagaqr,'r' e ,rtJ16xeH r(a u3lta/te n cpor Qan'rypa 3a rocraBeHnTe
MeAr.r(r.rHcr{r{ uuTejtnfl .

IIPABA 14 3AnbiDItEIlht HA KyllyBAtlA
9reH I 3.( 1) I(yrrynaur,'r' riMa npaBo ,/la lpoBep[Ba r(oJrr4rrecrr]o l'o t.ra BorrKa

o'flfexHa aoc raBKa, Ka'ro npu ycTaHoBrrBaHe rra HecboTBeTcTltHe e ailr))r(eH rja yBe,rloMt4

npoAaBaqa B cpor( or 24 saca.
(2) npu ycrar.roBrnar.re rra r.recborBercrBrre B r(aqec'fBo1o lra /locl'aBenfi fc

MeAr4ur.rncrr.r rrileIrr4tr (ynyBaqbr e ilJI6)t(eH l(a yBeIoMh rrpo/taBaqa n cporc or 24 vaca.
(3) Hecr,o'lrerc1'BHero r.ra Ko;nli{ccrBoro H r(aqecrBo'r'o cc yc'tztIrourrBa c

rrpoToKoJr, cl,cTaBeFr oT noMr,rcr4{, c'rrcTaBeHa of )ur6}r{Hoc'r'H14l e JrHlla trzl r(y[yBaqa.
(4) B c:ryuafi, qe rpoAaBarlLr B cpor( ao 24 qaaa cneA yBeloMrBane'i'o no 2r. I

ocnopH nLIcMeHo Hec:boTBeTcTBI,Iel o IJa Kar{ecTBoTo. toa Moxe /la ucKa UpoBcpl(aTa MIy of
yrrblrHoMor{erra ra6oparopral, qpe3 B3eNraHe rla r(oH rpoJrtrn o6pa3ufi or l(oc'raBra"a, r{Jrr.l

qpe3 cpaBHtBaHeIo Ha ,locTaBeHHTe MeAr1iluHcKr.r r13,,1cjrl1' c rrpelcTaBerrHTe \4oc'tpu.
orucaHae Hru cnHNIKH npr.I yqaclficro e o6rqccrBcrrlrra opr,qxa.

tllen 14. I{yryna.r:rr e Ilrr,)neFr ,4a 3arr:rarr4 yfoBopeHara rlelra u pa:lMepa, rro
HarruHa rr B cpol(a, orpeAeJleH!{ B Hacrorrql{r llofoBop.

HEYCTOI4I{I4
LIlreH 15.(1) IIpa sa6aea Ha /iocraBra or crpaua Ha npoAaBalra c nooeqe or 24

(Iea).lecel u uelllplt) qaca, KylryBaqb't uMa npaBo /la rronyqu rreycroiirca r parrrep na 0.1
(uyla q.r:ro, e4ua gecera) Ha cro or croilrlocrra Ha:a6agenara /(ocraBKa :a scet<u 114 qaca
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(2) Ilpn ycrar{orJrBaHe Ha Hecr'oruercrBrlc B l(oJrHLrecrBo fo, ltpoAaBaqbr e

l(,'I:b)I(eH Aa AOCTaBT,I JII4llCBaUjO t'O KOJIr{rteCTBO pll CJteABaqal a IocTaBI{a, a tlpl4 noI{cI(BaHe
or crpaHa Ha (ynyBarla B cpor or 24 ,nca. IIpu uelasrr r:rIleHr4e Ha roBa 3altl;r]KeFrr.Je
KynyBarlr,T I4Ma npaBo Aa noJyrrj4 lleycfofiKa B pa3Mcp Ha 5 (uer) Ha cro or ct oiiHocrra rra

JIHIICBAU]OTO KO,'I}iqCC1'BO,

(3) llpu yc i'alroBrBar.re lrzr r.recrolBelc rBr4e l rraqccrBoro, IrllollaBarlnf e,rlilb)t{en
,I(a ItocTaBL Me,IIl4l.(HH Ct{r.i rl3AeJlli'i c )/foBopeHoTo Ka.recTBo rrplr cne/lBatllata J(ocTaBr(a, a nptl
ror.rcr(BaFre oT cTpaHa Ea KyIyBaLIa B cpor( oT 24 ,taca. I lpta Helrl]l t-ifirer]uc r.ra ToBa

3aABJr)KeHfle KyrryBaqbT llMa lpaBo aa no.rlyrlfi rreycrofirta B pa3Mep ua 5 (Ier) rra cro oT
cTOtr.rocTTa r'ra Her(aqecTBeHaTa AocTaBKa.

(4) B c:lyuaure no auar;eu 2 u 3, axo nporaRarrr,T He lloc'laBJ,t /IoloBopeHoro,
KyryBaqtT HMa lrpaBo Aa 3aKy[r4 neo6xo4uuure My Melutr(r4nct(u rtr2\erua oi' Apyr'
.rtoc raBqr.iK, r(aro pa3nuKara Mex7ly qeHa'fa Ito /.loloBopa r.r 4c[c lou'rclrLto 3alJlarcrrtr a r(eHa e

3a cMeTKa Ha npollaBar{a.
r{reu 16.(1) IIpu orxas na rrpoAaBar{a Aa Aoc'raBr, 3alBetrrire N,ry MeAHrlHHci{J4

:r.:4errufl unu [pr4 ga6aua uogeqe or 48 (.rerr.rpuAecer u ocenr) qaca, r(yltyBar]T.'r lrMa npaBo,{a
3a(ynu Heo6xo!r4Mr.rre My MeAr.{quFrcnr{ }i3AeJrLrl o f llpyf rocraBqHft.

(2) B cryuarere no npeAxoAHala aJrHHer{ pa3nuKara Mexay {eual a no aoi'oBopa 14

I(eiicrBr{'re,IHo 3arrJrareHara qeHa e 3a cMeTKa Ha npo/laBaqa.
Ll:ren 17. I{ylrynaur'r uMa npaBo .L(a 14clta o6c:rrlercrrue R rJt Jre r pa:JA'rcp uzl

BperIHTe, KOl4',fo C [pe|rrpnrrn B ]le l)/Jr r 0 r rra ra6ase HaTa rr/r.r.irn Uerra'recrBeHat a aoc'faB!(a,
Ll,ren 18. llpn :a6ar:a rLa nJrilltaric ur c rpaHa tra i(yttyBaqa, l rooirc/li r r..r tl'l' ,fl'lnr]r(h

Ha rlpoaaBaqa HeycTor4(a, B pa3Mep tra 3aKoHHafa JrhxBa.

9;teu 19. Heycloilxure, o6e3urereHrrrra u qeHoBhre pa3Jrr{Kr,r no q:t. 16, aLr, 2
Mofar .,la 6t lla'l ygr,pxanH or Bcrno /I'bn)nHMo Ha [poIaBaLIa fiJlarqarrc,

nPEKPAT_qBAHII HA l{OtOBOPA
9lerr 20. !oronopr,r 0e [per(par'rBa
l. c tis ruqaHe Ha cpoKa, ra xoiro c cr(JrroqeH, ocBeH B c:tyqar4re no u:r.2, u:p.

Bropo.
2. nprz cucrevrHo IIeu3lbJIHeHue ua ,qocraBl(r.r'rc IIo no:rltqec'r'Bo lr/ulu raqecruo

or crpaHa Ha npoAaBarla. flo4 cncremno rrer{3rtJrHeHue ce pa:6tpa rar(oBa, n3Bspr.nelru ,rlBa

r4jrr4 rroBerre nbTu B paMr(HTe Ha eII4I{ (aJreHlapeH Meceu, nJrr4 [oBgqe oT'r)]u fr],Tr4 B paMKr4Te

Ha cpoKa Ha aoroBopa;
3. npu c:r:,laeallero IIa ycltoBl4s 3ir aocraBKa rra MeIHi.turrcKli te r43reJrI4l.

npearvreT Ha aofoBopa cjre/l poBe)r{AaHeTo Ha r\er |l pajr r.t:lnpaH H eJrcr(TpofrJr r.r Trpt'oBe.
4. n crryuail, qe 6ll(e' lrpoMclrcrra rolli\{a'r HBirara ypc216a. u pc:lyJtrar Ha r(oe'l'c)

oTnaAHe ueo6xo4l,ttuoorra oT IocTaBI(aTa Ita fi,tcilJ4 itl{ficI(r,t re rz3AcJrHrJ KotJl'o ca [pe/lfirteT Ha

aofoBopa;
5. rpn aenr,:uo)I(Hocr Aa ce ocnt'ypu $nuaHcnpalrc 3a H3l1nlHeHIie'to r.ia

IopbrIKaTa Ilo llpllqt4HIa, Kor.t'fo KynyBaqlir r.te c Mor"bJr Ia ]rpeilBr4,LlH.

APy|h ycIloBr4t
Llneu 21 . Crpanure o /IoroBopa r.re Mora'r aa ro r43MeHrl, ocBetr B cJryqau'fe.

rpeABr4Aeua n qn. 1l6 or 3OfI.
Hlett 22. Crpanure tlo ?rtoroBopa r-r1e jleruaBar Br3r.rl:1r{uarr4Te llo H3ut .rrrlenr4ero

cnopoBe no B3aliMlro c'brJracue, a ar{o rora c HeB}3Mo)r(uo, no pe/la sa fIlK nper po,iloBo
KoMrrerer"rrnr4rrr crrA B fp. lJo6puv, ocBeH B cnyrraxre, r(orafo lpe'feHrlnrJ'ra e rpelrlBeua no
pe/xa Ha 3anoBe/IH porr3Boac'rBo.
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9rrerr 23, 3a ncr.t.{nr4 rreypelieHlt fio Hacro.rirrlnr /lofoBop 8'6npocr{ nle ce nllhJlar.af
pa3rropcAor.rre r{a 3ofl, IIll3OIl, 33ll u I'3.

r{ren 24.(1) 3a na,rn4Hu allpecr4 3a lpueMarre ua cro6rqeuul, cBbp3aHr.J c
HacToflqur AofoBop ce cMrrTaT aApecr4Ter lrocolleHpt ll HaqaroTo Ha AotoBopa.

(2) llpu [poMrHa Ha aaHHure [o nperxol(Hara aJrulel', c'borBerr{ara c'r'paHa e

An6)r{Ha Aa yBeAoMr.r ApyfaTa B Tpr4/lHeBeH cpoli oT rrpoMrrrraTa.

.l Ipl.l c.bcTaBrHe Ha Hac'foq[lHflT llofo]iop cc npeAcTaBHXa o l H3li]n rr4TeJIt

cneAHr4Te AonyMeHTH 3a AOKa3BaHe JrU ItCal a rra OCHOBaHUT 3a Ol CTpar[Baire:
- 3a o6c'rorreJrcrBara rro q:r. 54, a,q. 1 , r. I o r 3Ofl - cel.t ge're:rc'luo 3a cb/lr4tvroc'f ;
- :a o6crorre:rcrBo ro lro urr. 54, arr. i,'r'. 3 or 3011 - ylrocrooepeHr.Je o'f opfaunre

Ilo npHXoaHTe H y/locToBepc rr 14 c o'r 06ulHrrara no ceaMHrueTo rJa BTr3JIolr(r4TeJrq 14 Ha

KAH AI] I\AI A U I Ih YqACTHI4KA;
- 3a o6c'rorrencrBoro lo qr. 54, an. 1, r. 6 - yaocroBepeHr{e or opranu're Ha

I4gnuuure.ru a areHrrl:rl " f :raeu a uFrcrrer(rlr4l r o rpyAa'r ;

- pa3pelleHr.re 3a rbproBr4q Ha eApo c MeAr4ul.rHcnu vy1eJrttr, n3AaIeHo o'r I4AJI
Irnl{ Apyf lloKyMeHT, yltoc'foBeptBarrl [paBoTo Ha yqacTr{r4r{a aa T'r,pfyBa c Mear.lrlll]lct(r4
H34enldfl, r.{3AaleH O'f I{OMIre',feHTeH OpfaH Ha CTrOTBeTrraTa A]]p}r(aBa;

- ceprr,rcfuxar 3a rrpriJrafarre H rrolllltp)riaHe Ha cr.lcl'eMa 3a ylpaBJrer.rHe r]a
KaqecrBoro EN ISO 9001 nluw EN ISO 13485/13488 nlustu emLreurcnrr.ra, c o6xear n
06racrra Ha npoI.i3Bol.(crBoro u/urru mproer't rra c MeAr4rlr4ucI(u ur\enhfl.

Ilpuloxeuzn KcM AoroBopa:
1 . Texguqecrco npe;1llorrclr.le 3a ri3rrl,Jrr.rcrrrde r.ra tlop'rrrrKal a;

2. L{eHono npeaJro)r(er.rHe.

I Iacroltu(nqr /(ofoBop ce c6craBu 13 r'pu eIHoo6pa3rrr4 er(3eMrlrrpa. eauLr 3a

IpoAaBaLra v )lP,a ia KyflyBa'rr.
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l\'tt', i'Ilpunoucenue lYt 4 - 'sadtnucumenen o6parc4 \\ .,

Ilpedcmnon ce no scnna o6oco6eua ,orirt*, 3 Konmo ce nodaea oltepma l\i\\\ \
\r\ r )

TEXHI4qECK() nPEAJtOXEHI4E '\

lloAnr4caH'rr, Kocra4nu Jlaiu6pen I'an.{er, EfH 41050164g5, B KaqgcrBoro c}r \

ua Ynpanuren na ,,JIAF AI4A| HOCTI4I{A', OOL cT,c cerarr4ure: rp. Co$raa, aApec Ha

l"!3:I"l*"t rp. CoSrzx, 6yn. ,,I{ap Eopac III,,J,{.s 54, x(. r. ,,Jlarepa,, On. : S, n". i, 
"r. 

1, ou.
1, EI4K 831308324 .---*r'\*:\

"ik'-T*
1. llpe4cra"n'u odri:pm\ sa yqacr'e no o6oco6ena no3r.rrl', J\ir 59 ,,3a'nopetqcltcreMa 3a B3eMan€r Ha KprBt,.
2. fiexnapupatt cpor( Ha BaJrHAHocr ua or]eprara: 3 (rpu) ueceqa or Aarara. Korro e

nocoqel{a 3a Aara Ha IroAaBaHe na odteprala.
3. llpl.rerrarra cpoKa Ha ,rrrun""n"a Ha ,'op:bq,.ara: 12 (4naua4ecer) lreoeqa o.L

cKJIIOqBaHeTO Ha AOtOBOpa.
4. llpr,reuana cpora sa nJralqaHe: 4o 60 (mecr4ecer) na,reu4apHr.l lIHu o.r

r43BtpluBaaero Ha AoaraBl(ara Ii H3.qaBaHe.lo ua $axrypa or 14 3n.bJIHr4Tetu.
5. flpraelrart cpo(a Ha aoc.raB(a: ,\o 72 (cege\aaecer u 4na) qaca or MoMeHTa Ha

3a[BtBaHeTO OT CTpaI]a Ha Bb3Jro]I(vTeJrr.
6. llprEei'ra*r cpoKa Ha roAHocr: He no-naarxo o"r 60 yo o.r o6rqara roAHocr B MoMeHTa

Ha .40cTaBKa.

7, lercnapraparra, qe cbM HalpaBr4rr r{etoBr.i rperJror(eqa, no Bcr4LrKr4 HoMeHK.rraryp',
BKJrrOqeHr'r a o60co6enara nosaqur (rcoraro o60co6eua.ra no3rzr_Ir4, BKJrrOqBa HOMeHKnATypa).8' rlpueuaivr Aa lI3nGnHtBaM BcIrqKI{ I43r4cr* aHt4, Ha B:b3Jloro{Te-[r, rocoqeHa I]o6-{ereraeto }i AoK}a4eH.raqarra sa yqacrlle.

9. rlpelraraHare KollqeHTparr,r 3z! xeMc),4r.raJ, .r3a c'orBercr'ar Ha r.r3ac*Ba'r4rra,
rtocor{eHr.r g TexHu-{ecxara cneuudrzrausr.

10. flex,raprzpana 
"uanuar"io 

crr c K]ray3rire Ha rrpr4Jlox(eHr4, npoer{T Ha aoroBoll.
l l B cnylari, qe 6rAa onpe'{enen 3a rz3n6JrHr4TeJr Ha [opr,rrKara, ce 3aA6Jr)KaBaM. nor4:

rToAnncBaHero Ha 40roBopa ga o6u{ecreerJa rtoptlrKa, 4a npeAcraB, aKTyanHlL .[oK yMeHTH
yAocToBeprBarqv J.mncaTa Ha ocHoBaHr4.rr 3a oTcTpaHrBaHe oT npoueAyp?T3., nilr.'o r4,
c6orBercrBaero c nocraBeHrzre Kparepr4a sa nog6op:

- ga o6crosrerrcrBara ro ql. 54, an. 1, r. 1 or 3Oli _ cBrrAereJrcrBo 3a cbar_lMoc.i.;
- ga oocrosrercrBoro rro ur. 54, a,r, l, r. 11 or 3or1 - y4ocroeepeHr.ie or opfaHure no

npr4xoAr4Te H yAOCTOBepeHae or o6rqauara no ceAMr.iulero Ha BB3JrO)rflTeJu H Ha KAHAUAATa.
ant )^laCTHEKa;

- sa oocrosr'rrcrBoro 
'.o 

qn. 54, aJt. l, r. 6 _ yAocroBepeHue or opfaHr4Te Ha.
I,{:nr,rlrqT eff{a areuqux "f laeHa r.tHcflerqrax no zpyaa";

- pa3pellreHne 3a rl,pfoBr-rr Ha eApo c N{eAr'r rrr4HcKr4 H3AeItus., r{3Aaae'o or krAII zttu.
Apyr AoI(,MeHT, yAocroBeprBalq npaBoro Ha yqacrHl]Ka Aa r6pfyBa c MeAr.iqaHc(rr r43AeJrur,
r{3AaAoH Or KOMnereH'r'eH opfaH Ha c60TBerHara A6p}Ka3a. paspeuenze nnr4 yAOCTOBepeHr4e
He cI4 ll3llcKBa or npol{3BoAlz"eJlllre Ha Me,AZIII4H0I(H u3(e uu, ycraHoBeHv Ha repr4Topr4rra
ua Pen y6ru ra Er,rrapar;

- ceprli{rarar :a rrpuJraraue 
' noAAl;pxaHe Ha cr4creMa 3a yflpaB:reHue Ha KaqecrBoro

EN ISo 9001 n o6nacrra Ha [po'3Bo.qcreo'ro rih.irfi .r'pr.oBr4-{Ta c Meraqrz'c*]4
e Ha KaqecrBoro EN ISO 13485/13488 ulwru er(Br4BarreHrH

CTaBJISBaUIOTO JrHUe lz fleL1a r: . . .

u/ustu cuclettLa sa


