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Iorosop l'zfl
j]J-q Ll t t.:.. 20)a o,4 B tu. Io6pE, ha o, rosdhe.u. I r. n cn. or,tdo, a,a

ooqecB€nHre rcplM, ce cxmw seiorum AoroBo! Mc&ry:
"MHOTOnPOOLIJIHA 6O.[ltI,qA 34 Amt1BI]O nEqEHITE-IO6pt4q A-Ab Ao!:lqr!u:e'aflktra,perdmpsnetstre T loop{c ), -nsdo X!rcB'.4,H. 058/600160, 6dc: 058/6004t4, e-nail: obb@b@n.net, Ex( 124t4t302.

or !-p cs-o ao Ee"eo flmoB 14,6rq'Ener lppenop F:
lpyxecrBoft, slpnqma BISIO)IOITE !

"BE|A MEITIKAJI EOOL 6c ceadoure B rp. CoOm t404, qlpec Haynpen4{. 6yr. 6H.arM. 109, 5!3H€c rr€mp 'BeF!ro", n. 2. olblc 2.6_2.i, EI,l(
201090465. npencr@rDeo or,quMnEp tnko! I,tBmos, onpelqen
PeueHre.lG ll/ 01.04.2019 ma. Ha U3rns,remu arlenop,a slrommj c,€n
np@eleHa npoqeA"a 3a Brndue Ea o6nrerDeHa noFcka m .m&!E'! c npeNq:
aocrska aa Metu@cs E!db, sapn* I,I3n,LjutTert

Lrtdtrr€ @ cnopayama 3a cnealom:

TPEAMET HA IO|OBOPA IZ UEHI,I
Itneh l.(l) I43nl]tHl,lTEItT aotur da Bt3IOtCrTEIt Men q!&kre

naenM no cnelsme o6oco6eHr noruunql

. no o6oco6eda m3rqrr lG 33- ArleMamgM xnpr?mmkx rcs!,, 3a
rcm/rc,ro e yqacrBu B on?lMB npoqeayla e BBru$e H! o6qecrBeHa noDlqa.

(2) Ilernre ua sa I,BnatiHr,tTEIlt ca G.nacEo
rreFoDnr npearores.r n ce lemNeH{a qm or loroBopa

(3) nl)omcnara crotiHocr m aoNBola 3a .crka o6oco6eHa notr@, e
nocoq€da B qeHoDoro npennoxeine.

(4) npo.Ho3lnr rc'Fems4 nocoqem 3a o6uecEeHa
noplcrc rc nopax{at 3a'qlrxeE e 3a B!3JlO)lorTEJIrt !a m 3&ynr B nococeH., o6eN.

CPOKOBE U HAqUI{ HA NNAIIIAHE
qner 2. C!o6r na racmrlll.r ao.oBop e t 2 Meceqa or naDra !a nolllrcDffm

My. Ao.oBoplr rpo@ aeficrBrerc c, ao cuhwsflo Ha ,eoroBop c apyr Bm'mrer
c,e! npoBexiaHe Ha o6qe$BeHa nop6qxa.

llneE 3. Mellxlr{cMre mxdD qe 6!aar locram, oa U3n6MTETUI sa
BA3IOI(],IIE UI E cpo( !o 72 (cereMlecer n ,cBa) qaca u M

Ll,eH 4.I!'mMaa qa I,BIa'H4TEJUI crda no !c,m orlen
66ae mareHa or B,b3IOl(r,lTEIrl no 6dkoeF cMefta na I€IAIHI,ITETUI B cDox !o 60
rrefllpcerrtretsqapHnrhrue, trusatuda+af,Dp.o. l4tn! | |l, EJU].

{nen 5. Cpohr Hs rcaxom H
Mdko or 60 % or o6lrara ronE

MJICTO I]A I4N'6NHEHIIE I,I NPEMIIIJABAHE HA COEC'I'BEHOCTTA
rlneH 6. 3a Mrcro

'VE c,'l-Ao6ohq A! rp.Ao6ohc.Jn. -ndao. tlmB ,\o.4. rgero,,sorrr+ao cq-
Ll1ets 7. Co6dBeHona Bapxy m 

" 
p,chr d

BaEe npeM'sDa Dlpxy BR3IO)KTTEJUI or MoMcHra sa



vqoronPool4^HA 60\PyLtA 3A A|1:hBHo A!9EHt4E 4060,,t9 A4

npreMdero nM npreMo,npeailareneu npomftor rnn apyr

IIPABA I,l 3A.trb'D(EHIIII HA Id3IIAIHIITEJI'I
Llner 8. (1) LBna.[HLiTEItT e In6re! !a cuDq rorcBop 3a

xo.aro e o6mrr cn 3a ycaon€
noFrntnHnH. B cpok ao I A D 3a no43nrnseHrc {n, Ha
lonuHrrenEo cnopayMesre
mnbrHrr€m nTpdrra konne H5 aorcBopa Ifl cnop4rMeHne Ha

crBa, ce carsncnHeHn yqoDlrra no qn.66, d.2 { I or
30n.

(2) nolrrMnr@rr
n s npe@@ ra aomoopa 3a nolrrnbnHenne.

{3) H*asuckMo
or.ompHoma 3a BnlrceHre aa lomBopa ra obllreoBena noplsa e Ha IGnaIH[TD,,ir.

(4) BL3nOICITEJIIjT nrMa aa nbrpuDa epeKnr psnnausnr c

qneH 9. I43nbIHlrTEItT e aE
l otrcDapm Ha Eucrcdrrra Ha cn. 82, u. I or 3Mrri
2. clorBmar Ea Brcx8dhrm da lrpemBa sa EDponencMr rapnnelr,

c'!0da Ha Eepona 98/79 EC aa MelnuuEc(re cpelom 3a nrarHocram (tVD) , caMo ja {H
Brrlo ftfHoms, MeruquqcM nusnr no cMncana Ha s l, r. 12 or aP Ha 3M'l.

L or.oBaprr Ha rcncruasmr4 nococeH! s loryMeEralrrrra ja o6uecBeHa

rlre 10. Ij3n6JIHI,iTE,UIT B cpom Ha aomBopa e !r6eH !a lMa p4peueHne
@q llocroDepelle !a fproBrr Ha e,qpo c Mearu{Hco
U3mnHrrernur nrpemp na I,lAj no pela Ha 3MU.

qnets 11. lt3naJlHulE UIT s cpoxa Ha no.oEopa e filx
nojl,a4xa c!ftMa 3a ynpaM6,e Ha kace@oro EN ISO 9001 n/nm EN ISO 13485/t 1488.

c ooxBar D o6nacna Ea npoBBolcrBm lilu4 ftprcBlrra c

qn€H 12. ll3nbIHI,lTE]]-qT B cpoft Oaxrypa 3!

NPABA I,I3AI6JDIGHi4' HA BA3IOXIITE UI
Lher ll.(1) BI3IO]{{I4TE UIT rNa npdo !a npoBeprBa konrqecrBdo Ha

sctka ouerHa locrdM! Me npfi y@oMBme na 8ec@rBm
l{3narlHtlTEIt. cpo( or 24 cea.

e) np, ycrdoB'Dd€
Me!r@!cM rnenlr B63JIo)(ICTEJI'T e rrlkeH E rtsenoMn I,t3[MHlrTErt t s cpoK

(3) HeclorBdmrEb
npomkon, c5frBeH or rcMrcr nrqa {a B63IoxuTE,lr.

(4) B M)qan, ce U3IIbIHUTEJUIT B cpox !o 24 caca de! yBeloM,Danero no
d I ocnoptr | ts, veHo H{bo'smm4c o ca r.ce( rBoro. rot loae Lr K/a nposepora hr
or ynMHoMonreHa ,a6oparcpm, qp4 BseMde Ha (olrponHr o6poun m amrdMr4 nnn
cp€r cpotrrs4ero c QeacrseHrre Mocrp!.
on{ce!€ uu cHrMftr np, ycacruero D o6qemenam nopblKa.



'MHOTOIjPOOU HA EO HAUA 34 Aj(T,iBHO AEqEHjTE _ AOBpr4q. A4

rheq 14. Ba3,rtOXZTE rT e !ftxes lta 3mtuq yroBopeHara lcsa B psMepa,
no sacnna r B cpor4 onpea{.Hn D sacrorurd no.oBop,

HEYCTOiI(I{
LI'cH I 5.(l ) np! ra6@a Ha locrsm q dpaHa Ha !.Bn bJlLlllTEI' c noBe{e

24 (@u€ctr , q-,p!) cac4 B!3tlOXnIEJttT rMa rp$u ad nuyq, Heytu,rc
paMep Ha 0.t (syna @o, eaHa !ecm) Ha mo or @ilHocm Ha 3a6deqaf ;mka

(2) npl yoeoMBaHe na Hecitu{crs,e 6 rc,nc€crboro. }.BnaIHUTErttT e
ftonolemo nP" delB@ara I

:i:113 .-1!llloM' t-ru B cpor o. 24 ca.d. np/ He{11"
pla lpaBo e ronJ.e Hqmnra B pdyep pa \ (neJ Hd..o o

(3) ilpn ychEoBrDde Ha {eorBacrB,e I eqecBorq I,BnInHIITEJUTT e
c y.olopeHm kaeecrBo

!om3K4 a np! noscnse or crpaqa Ha Ba3noxuTtjt B cpok or 24 caca. nDr
eH"e Bbtjloxri fJLtt r\a Dpmo !d lun,v c.)ooi; B

paMep !a 5 (nq) sa crc m cB,
(4) B dye&re ao uiHer 2 u I, a(o r€m)IHtTEItT ae locruu

loroBopeuoro, B!3IOI{UTE"iIjIT hMa trpeo !a 3eynn A66x
u3lernr 01lplT no@Bqnrj me pdmMa Mekly lesaE no lorcBopa , rienmrrenHo

A 

'I3NLTIHI,ITEJUI.

- (2) B dycuE no npearonrara unHe, psmka MeMy leHara no aoroBopa I
A E 3A CM-M HA T€IIbJIHI'TEJUI.

qleH 17. B63,rIOXmEI'T lMa npaBo !a qcG o64lrer€Hn
sa Bpea{re, rc@ e np%pnrn b p*yrrar * 3a6ae{ara !/nnorbe! la npo 3a6ma m nra@e m crraHa Ha B!3IOXI,ITEJU, noueloutrr
lMxn Ha n3nAJUltTEJU H€yctunM. tr psMep Ha 3eolhar x{xDa

qner 16.(l) npx orfts Ha ItnMHI,tTEJUt ra nocrdnrr. trpn 3a6da noBeqe or 43 (q{,p,!eer
Bb3IOXITTEJUIT {Ma trpso !a 3aqrr Heo6xoqe,re My McpqnlcM

qnen 19, npr npe(parrBde Ha lom@pa nop@ {emnuHeE,e
crpaH4r! BrHosAaE crp@a Alnn Heycrorka B psMep Ha l0 % (!ecd
nporHGHara qo.Eocr Ha lorcBopa.

qneE 20. Heycrotkrre. o6*q-efirm n {eHoBm psrtrft, no tD. 16, e. 2
Momr aa 6@r yau'xer or Bcrrc auxuMo Ea t43rIbnHUTEJUI M@aae.

NPE(PAT'BAHE IIA IO|OBOPA
IlneH 2l . Ao.oBop6r ce np€$anBa
l. c {rnlde Ha cpo(a, ra konb e cuDeeH, ocBe! B crycdr no qr. 2j ,rp.

2. npn c"cEMHo HercrureHn
or crpala Ha IZ3lIMHtrTEIt. Iro! c,ftMro ps6npa reoEa,
,rB44eHr aBa rrn noBcce n6n 3 peMre sa e!,n (meHnap€E M4eu, n,o noBecc or r',nrru D paMrure Ha cpoka Ha no.oEopa;

3. npr cr3!aBm@ sa ycnoBn, ra
ftpe@a ra rc.oBopa cren npoBees€D Ha qeErparn,p&ru €,emporHn Bp.ose.



is!@troKokdtr er mrr drb@h'Nim'

4, B cryqail, q€ 6aAe ryoMeqera HoPM.uBMra yPeroar D pqymaa 3a rc4o
ornaane FeooxoArMocfta oI ao66Kara sa M€Atqmcsre ruadn4 rctE ca npeans da

5. npr EeBb3Moxnoq na oe ocnrypr Qnxaacnpu€ 3a

noplcmm tro !pnv,Hx, rc.lo B!3JIOXI4TEI,IT qe e Mont Aa np€lBl]]u.

n9lroxe&r nM aomDopa:
l UesoEo npeanoesue;
2- Texficecrc npefioxee€ 3a mruren{e Ha noplcrcm.

aPvfu vcnoBlirl
qrets 22, Cr?atsnre no Ao.oBopa He Mofd aa rc mMetft, ocD€H B cnltdr€,

noerDuenrBq.l16@30n.
rti@ 23. crlaHme tro noNBopa qe peEdat Br3E!rudnre n

o pela Hs fIlK trpea poaoso

koMtr@lmm c6a D r!. Io6prs, ocBeH B dyrmq xomm nPer€Hqma € trpelI*Ha no
pela sa 3@oEearorc npotr3DoaoEo.

qne! 24. 3a Bcrw Heypeleat no Ha@!r!nt aorcDop B6npocn qe ce nputom
panopeaonre ra 3On, IIIrOn, 334 r T3.

LIneE 25.(1) 3a Bdxau anpccn 3o np,€Mde Ha c!o64edtt, cBbp3dn c
{acrorrqrr norcDop ce cMftr a,upectre! IocoqeHt B Haqdoro Ha aorcBopa.

(2) IIpn npoMrda na AaHHrt no tp€&{olutma daser, cloBeraara mpaHo e

[NEa !a yBeaox, npyrara D rpnll@eb cpo( or npontnam.

Ilpn clqor{e aoNBop ce npelcraBnxa
cneaEsr noqreifl 3a !o(aBee nsncara Ha ocqoDsrr 3a ffir!
c (p!relnre 3a non6oP:

l. 3a o6@rMcBara no v. 54, u. l, 1, I o 3On - cB!,lftro
2- 3a o6cMMcrBoro tro cr. 54, u. I, r. 3 01 3on yaocrobepedte 3a txnca

Ha ryoBqsr 3aa6rxeEm, BIaqeHo oI op@{re !o nP,xoArre; yaocDB€pelle or
o6uGa rpar .[o6pnc aa nrne sa ny6rrsn .a&rxe4ti ynocronepeMe ot o6uxrata !o
ceaurutu !a yqeflu@ 3a ,{nca sa ny6n{sr 3aAa,xeAlrl

3. 3a o6ctrMctBorc no qt. 54, u. I, r. 6 - yaocroB€peHne m op.dre Ha

I,l3nMsorema u€Hrr", "rnoFa rrcneK$r to t!y!a ri

4. Ceprnon@r, yrocDreprrdrr Es€npeHa c{deMa 3a ynpdnen
EN ISO 9001 r/rn{ EN ISO 13485/11488 t/!nt exBnBu$rEa, c ooxBar 3 o6rac@ sa
npo,3BoldDoft u/x Eprc!trrra c Mearqnrcrc m4pa4,pa;

5.,qeuapallm no q.59. u. I, r. 3, 48 Ep, c cn.53, u,2 or 3Mt1tl do
sanLtr,msrr o6paeq npMoxesse lle 3 or o6ParrnE aoryMeHrr Ha loxyMemairlrra 3a

'MHoronPo.blr^H.A 60AHtlqA 1A AKTI'IBHO AE{EHI'IE -AOEPtl'{ A.Il

Itaqorl{4lr lomDop ce 6maBr B rrt elrHoo6pdE e(FMUrp4 ea,F
I{3IIb'IHUTEJUI !-qBatsagl3]loxliTEIt.

/..)-' ''-' .l .

uz|ibnuv(rtr:

/'-''.
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: v VTGA
MEDICAL

rq 45e?e7r106 ftk!
omrr oni.!@\4artd.{rbrE;;ij;,i-

npuoxqwr! 2 -,adwuM*.A.*/ , ,
t rp*h@ ce ho @ka a6aco6eh" ,",;,M. ;' _.*.1"

"","*"- l *[["J#fi i,fu-#i ;m'{ffie*r ne*. e,x

",."""*:.iffi:"1i:$:Jil"*m !o z (ccrca,.r' ,*,,-.,. ,"t.--,"
!@EB@ 

6. npreMe opob ru roado4 He no-{ue d 60 % d oturafr .orHod ! MdMeih Ha

,*.""* 
" 
:.#ff:l:bti,ff I"tT#f *":ff#"3;

-*"""*:; jil;:*r# -:#-'- ""'"- .,""#1f -i#:Hli:T"iffi ':

ilr*.:ffiT,ffi #*5#:,ffi*#m#kt*-rot,*,
^-* " 

i|;ii1'i!ffi 'J"Xff^l"LX;"'; il.;;"1,i''"n' ""-*",," ." J-""".

tr#:{ffit,"iix"ffi*'g;r"thuTiur"fr :*l*ltrl-tr
,,"-,,J:;';:;il"ry;flTT#frT";1;il , " 6 . vaoftBepeche or op,s,re da

)3:.:1 y#,: : H#i:j #tr"ffi#ffiH#:,:T Tffi li iT.ff si:";:"i,q1:l)

"** *#;ff f iiTH :B;i,*i;il;"#il'^,i#;.'*T,,i.x,lifl 
, il,*-t*,""

# ** *Iffif"W - n o q x u I a 2 u t a 3 np'6 o a da @

TEXI FIECKO TIPEAJTO)KEIII4E

n-;g,';ffi
),I:"'"-11119*.. *"t". no o6oco6eHa no,@ ff! r3

"-*,--';#"9;,*"* "; ''*''*"' * nopc*sra. ,r,/s!r,&cq, lFc,trr ol

2.J EIII<

nom{c Ha npeamqrBsrlloD rqe u ,
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EDICAL

.',{]!T;i;,iii"'"""
Ep@xehue N! 2 eaa@unuen o6D@uttpdcnn' ce no 6e,a o@.o6et. *.i,,_,o -,.o[" *o*o.,p"p,o

noatujsl@AhmptuKoB t{xeos, EfH. ,.

r*"*,J;*u*qfi 'm"rrru*i**;+**;i

noluo Ha npen@M'ldroo,rue { neqar.
aun,nP tuhBl,'.
(,Me, 6aq!{o r 0.

TEXIIIfqECKO trPEAJ]IOXEHI4E

Wx:."!:#"# r2r""no 
a66 a'6'sa n@n@ M 3 3

**"" ".ni"HTffi"TX 
;;ffi#T1i,:;#lf ."[ffi ffx?#ffi#:"R.

"**#;!'iff:T#" 
** no*qm' 12 (as 

'qs.r) Mpc.q! d

".'"*-# UIffHAT ;""ffil1 
!oa60 (,*rtre' h'onaaDh 

^' - *'f *-*
.."""**:;:4#T;1ffi#jr** Ao ?2 Gea.u!.cr x lbo c* - *],"* ""
!0@6. 

6. np{€ne cpoxr Ha rcllocr Hc nd,Muxo or 60 % d ooruam NrHdcr , t(Mem !a

**- 
" i :r$.iffi *T"#J#H"i:t#"Jffi ffi f"*""ilff ;"g,i1-"-..

".'-.",*";rllfi:il-frJffiflH * "*"*;;.';;t'."" "
:;a;y:ltrp*Mclue{eoocraqftdonpduirr4npoeddaloro@p.
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