
'MHOIONPO@I4AHA EOAHI'IIA 34 AKTI,IBHO  EI]EHIIE - AOEPII]' A,(
rffietuoJds&dGtr r!h d n6Ero r'

aoroBot /0

.[hec.. i. : 1....20Ie.0! s D Ao6prc, Ha olHoBaHre qn. l 2 | cn. o, leo, s .a
oouecrBgfirre nop!{xn, ce cr'nqn Hacrorunrr aorosop Mexry:

MEAO@APMA'EOOA cac cead!'!e B r!. coo{' 1784. dpec ra
ynpsne s x.n "Mnanocr 1,6n,l8F, oOucc.pana, El-1K 121578346. ryelmaMrBaHo or
Axueac llaHmpnc, onpereneH 3a r3nu8,ret c PeueHu€ N 7/ 19.03.2019 rca ua

nposer'{a nooue!/oa 06 u.ft8eda nop}e^a 14 |

"oftpm' Ne 00081-2018-0022, c npeaMfl: nep{oftlHa rooaB@ Ha nerupcrBeHr
trpo]lYmn, napHm nPOAABAq n

'MHOfONPOOI,IJIHA EOJIH'JqA 3A A(TIdBHO 
'IEqEI.IIdE 

AOEPU'{' AA
rp, Ao6prq, clc ceaunu€ s qpec Ha ynpaueHtre .p. Ao6ptc, y,. "nalafior XtroB 24.
id, 0s8/600160, Oec: 058/600414, e-nail: oblbAbellon.nel, EI4( 124141302,

npelcr@rBdo m A-p CBETO3AP BAI,ILIEB nETPOB - Itnu!tsreneH Atpenop tsa

lpyftecuom, HapuqaHa (vnvBAq.

tk

CrpmnE ce cnopByMrxa 3a crensoo:

NPEAI4ET HA AOfOBOPA I' IIEHI,I

qneH l.(1) npoasaclr npoasa Ha (ynylaqa lekapcrBeHrre npolyKr,, 3a

rcrro e nord ooepaa 3 ocptsmra npoqelt?a 3a Blua.aHe Ha o6uecrBeHa noPbqrc,
nococeHn B npnnoxeEre 6M rorcBopa.

(2) I leroB,re npeMoxedrr Ha npolaBaqa ca nococ$! 3 npe!
(3) npo.Ho3sara crotHom Ha locr$or4 nococeH! B loKyM€maumr! 3a

o6o4rBeHa noplqxa He nopd,car 3anur€HHe 3a (ynyBaca aa m 3ftyne r loco{eHut

CPOKOBE I,I HAq]-1H HA NJIAUIAHE
qn€H 2. Cpo$r Ha s@rorlulr lorcBop € 12 GBdanecd) Mece& or larn

nolnrcBaEflo My Hm !o c63noaHft Ha ycnoB{t 3a locraxa cnerl npoBeMmerc
ueHrpu{3rpd! er€nloHHu Gprc8e aorcBoF6r npo&,xaBa letcBnero c!
-{. oqBadm 4aao.oBop c dpy rpoBFxleerao6uc.-3"Hanoplqra

llneE 3. noco!€Hre B qn. I nercpctuerx nporynr ue 6uar rocrsr8t
nporasaca Ha rytryraca s cpox o 24 (aBanec6 r qflrprl qaca, cn

rl,e! 4. AuxsMam Ha npolaBaqa crMa no rctka orlqHa lomBfta rlre 6c!e
nnarHa oi kynyBaqa no 6aH(o3am cMerka !a npoasBaca B cpok !o 60 (qecraecfl)
kdeHlaps! !q! cnen noceska n !3aaBaqero !a oamypa m npoaaBaq

qieH 5. Cpo$r Ha rclsocr Ha !o@Beru@ nekape8eHr nporym rpr6Ba !a c
He no-(pac( or 60 % (n€crrecfl npou€m) or o6u!r cpo( H

I\4'CTO HA I€NAJIHEHI,IE I,l NPEMI4HABAHE HA COSCTBEHOCTTA
qneH 6. 3a Mrcro t€kpcrseHnre npolymr ce onpcaent

"MFAtl-Ao6ph" A,4.!. Ao6prq, yr. "naHanor XnroB" N! 24, 3BeHo .,EonHleHo meka".
llneE 7. Co6crBeHom Blpxy aocmqHme,empmBeu npo!y*r! , pncGr or

"M 
norlBe€ npeMrraDa Blpxy qroyDaca



'vdof o l Po6h4dA 6oAHl2 LlA JA AKTti BpO AEgEHrl F . 40bpl,lrl A.4
c'tu db@e@q

npneMarcro nM Ha Mrcl@ npreMo_4eraBarerq @omfton mH !py.

NPABA 14 3M'bIDruH[' HA NPOAABAI]A
q,eH 8. (l) npolaBa*r e [[ jro.oBop 3a noanndHeHlq

rcmro € o6fur, B 3amc ero cn 3a ylacne no8laHm Ea no!,3.b,!!M. B crok !o l
op 3a noamnlrH4re unn ra aoruHnrsro cnop$weHie

aomBopa lnu {a lonMHnmroro cnopayMeHre sa B!3nox,
en.66.u.2nlto130n.

e) nolBnlnu,r,re HrMor npdo ,na np#b3iuar elHa
n B npelM4a HaaobBopa 3a norBn6nHeHne.

€) H*sBrcuMo
ol.oBopHocna 3a rnans$le H! lomBopa 3a o6qedsesa nop

(4) KynyDasr HqMa na mBlprBa arpemH, psnjlquu' c no!
LlreA 9. nponoacra e ffbxes Aa lomer reKapcrB€Hn !po!rmr, kotu ,Mar

pBpereEre 3a yno@e6a Mn yaomBepeE e 3a p€rucrlaunr Ha ne@pcrBeHn npolyK0 no
en. 23, d. I or 3InXM n orrcBBpm ra xaqecrBo. 6sonacBocr I
e{brmcHoc. no 3InXMl

r{reH 10. Uesara !a nercpmeHlre Dpolym, rpr6sa!a om

L I1lefia.eam leHa qa rempmeMre n!o!ym, rcuro
uomBssr rekpmBe! cm6k r 3amonr4n c nr6,nu, cp
prynrpaHafr ueEa no IlptrroxeHne N 2 n IIIC, nomseqa B (o,oHa M (mrsof !a
ora(oBk!" nwcneHa Ha 6aa pe4epeqrHa cmnEom 3a le4rH'paHara lHeBEa !oa).

2.Ipesa.aHara lleqa Ha r€mpcrBeser npolym, BBIH EI no r. ll) 1.. !a He
np€aenHara (Mec,M4Hara npolerua leHa Ha !pe6Ho), nococeHa Bfe cbpa Ha MaftcnMdHrr npor*Htr ueE !a rempoBeHnr€ npolymi or.ycxaH, 6e3

ieMpcxo npeanxcdse npoauH, ueBr Ba rekapcmeqrre npoayrrn,
ornycrcHr no,enapcrc npefi{cdne (P{ncftp Ea npeaqqrre qeHr),

q,cE 11, B cryqarr, koFro npoasalcr locmr jercpmeH, nponyhr!
cllrpxanlx Hap(onqHu 8eluecrBa, r*r lekaptue!! nporynB rp,6Ba na orrcsaD,r Ha
trnct8dr,mdaq. 68 or3I{HBI]

qnets 12. nponsaqlr e a6xe! !a klare B cpok Osnyp

nPABA lZ 3AAaJrXEHt 
' 

HA KynyBAqA
qreE 13.(l). I(yrylaqlr lMa npoo !! nposcplBa

Mro npn ycreoMBde
rpoadd\a B -ooK or 2d {u

(2). npr ycraHosrBase
renapdBeHn npolynr{ rynyEacbr e &]rxeff !a yBeloM! npo4Baca s cDo( or 24 caca.

(3). HecaorBercrBrero u xalmBfto cc ymaHoD,sa c
np orokon, clcrsea oa koMrc!

- '4r. 
B cryqai. Le I polasa%r s,por !o 24 cdla ue, JB-o",*"ru * -. IE!n! / ocnopr nrcMeHo Hec6 n Moxe m,cm nDoBeDMran\ mlru Povoreh op-d rrh,a6opa-optr,



-AOBPrj9 A{

rtneE 14. l(yntsaqlr e 4q6xe, ra 3a,nan y.oBopelara ue
HoqrHa u B cpom! onpelser! B Hamrlllh no.oBop.

HEYCTOITK,I

. 
IlreH 15.(1) npu ra6oa Ha,{o6aBKa or crpna sa

(Euecer r eflup{) ca.!, ryny8ae}r nMa npoo ]la no,yq,
(qyna uttoi e,{Ha lec€ra) Ha cm m crofiHoma Ha 3a6tuesara

npoaaBaqa c noBeqe or 24
reycrolte B paMep fla 0.1
aocraBM 3a Bcexn 24 q@a

e) npn ydaHoBrBase B (onrqecnorc, npolaBarr e
ro (ornc€crBo np{ creftdxat

o ctpea Ea rynyBaqa tr cpo( m 24 qaca, np{ !€{3!!nHe!re
kynyeosuMa npaBo na trort$ s€ycronna B paMep Ha 5 (ntr) Ha crc or crondocra Ha

(l) np" ycmEoBqBatse Ha Heca
!a locror nercpmDelr npoayhr c y.osopeloro Mc€crBo np, cneaDauraaa locmx4 a
npn no,cnaHe or crpua Ha ftynyBaca B cpo( ft 24 caca. npn Herfbnre!re m @e
3rq6nxeE e kynyBacF {Ma npao ft noryc, leycrofika B paMep Ha 5 (ner) Ha cro or

(4) B dyqdE no d,se! 2 h 3, eo npolaba! He !ocm, loroBor€qm.(yryBacrr rMa npaBo aa 3eym seo6xo!,M,re M, ,eftapoBeH, nponym! or lpyr
locraBe!& Mro pan,mD Me,q4/ ueqars no ao.osopa ! a€tictB,*4o ."_ar""* re;a 

"3a cMerKa Ha npolaBala.
LI'eB 16.(l) np, or(s da np e My ,erapcrBeHx

npoaym, ,r!,nps 3a6ea noBeqe or 48 (sdrpuecer n oceM) caca, xynylo;lr eM; npoBo!aortTtr Feo6}oevyR Myre(dpc.se rpo0/(., d !o), !o.-aBci{.
Lz ' b tr,rJ4r no npeooaHdE rideo pu,Kara ledy udHam ro norcsopq h

a e 3a cMerfta ra npoasacc.
qred l?.rlr npr !o(mM Hd ne.opcrleH/ ,.trJrrnh.,po^br ea.oqpo I da

Ko,ro e ro kPaftr d lpokd H

_lt.n!n aoqaBfta clc cpok ua .oqEocr or 59.99 !o 50 % or 06@, cpo( Harcamo - 5 % (na npoq€qra) B6pxy fion,ocna Aa aoms&ral
z. npu losdM 6c cpok Ea .orHocr m 49.99 ao 40 % or o6uu cpo( !a.olnocr - l0 % (nec€r npoq€ma) B6pxy crcnsocm qa jouLuxaraj
r trlr rocraB(a c6c cpok Ha rcn{oq or 39.99 !o 30 % or o6ur,, cpo( Ha

rolH@r - 30 % (rp,a@er npoqeHm) s6pxy turHocm sa louraBmDl
1. np" !ocrdrc clc cpox sa.olHoo or 2999 !o 20 % or o6u,, cpo( rarolHocr 60 % (recrleccr npouerra) Brpxy qoiHocna ca locrercrai

^ 
) rplrooaqa.hc,porHarclpofl no8.0oooro6d/,cpo. dor&o-r aO

"il{eBe.,*e r0ouefld)!Dp\) c!ohhoc-ahalocdska._

. .U) Ioc%\am Ha renapc s.! nooA)m s! cpuh rd.orco(. no-(patu( o, 4rr{o
or ooss cpo^ Ha olhoc .e rrBlp uBr cdo cle! Mo./Bqpado p^4ed/e ca ookoBon. e,-qa (Fy8aea 3a xor$sAoro kortrlecrBo. E* Bpr{no!

ep.rBehH.e noo,J/m ce ce ru rual pd npo,,BaLo.
rnaH rd. Kynr8aftT /Ma rptuo !o yt.a o6.3ueE{pe s

Bpealre, xo!rc e np4pnrn r p*y,rar Aa 3a6d€!ara lt,,n He
qneH 19.Ilpn 3a6ea Ha rnaurale or crpasa h rytryBaca, ,oo

ca nlonbaes Heycrorrc, B paMep Ha 3*oHdara ,uBa,

'MHOTOflpOOkAHA 601dl' qA lA At{ ,tBhO AEqEhUL



'VqOIOIIFOOhAHA 604LhUA 1A AK-|/BHO AEtlrHtiE 406p.4,l M

I]PEPAT'BAHE HA TOf OBOPA

LIre! 21 .( l ) AorcBopbr ce nperyarrBa:
L c Easede Ha cpo(4 3a ftonro e cubceE, ocleH B crycere ro cr. 2, B.

2. np, cB3aaBuft Ha yqoBnr 3a npoBexaaHeto Ha
qorlpdBrpe{ dempoHHr ftp.oDei

l. (oraro ca s@EtrMn c remr*u lpoMeHr 868 SrHaqc'pserc M
oouecneEara nollcka npe4\{a ua AorcBopa, BB6q trp@oMonrnrra sa (ybyBaqaj rcmo
mfi He e MoH u& He e 6rr !n!x€r aa npearulu nn! !a npelorBparr c nucMeno
)Be"o!.ehhe or k)n)Ddcr 8e!dm cnea calansace pd 06! . on enmBa rd,

4. npn aacGnnaHe Ha HeBrHo
Henpellx,leno nnr HerycroGpaftlo c66rne or r3DrHpele{ xdpaKep, Ba3Hnm{o crer
cu@$4m Hs ao.oBopa (,jqenpeolomMa c{ra ) 3a cpok !o r6D. or 30!H'.

(2) kyryBaco Moxe !F npeftpao loroBopa 6s npen6Bqhe, c yB€aoMneHre,
@nparHo ao nponoaea:

r. npu crcreMHo Eenru{eHtre Aa romsBftre Ha nekapcBeH, nporrym, no
kaqecEo or c4aBa Ha npoaaBaca. nor crcreMHo lerunb,Eed,c ce

paolpa @oB4 Br6preso rBa mr noBeqe nlm s pekrre
M' noBece or r!, n!r! B pe(kre Ha cpom ra aoroEoDa;

2, B qyqat, qe npo!@a*r mnorlsa norEnlnHnen, 6e e e A€uapnpu rcsa
B loxyM€4me 3B ycacne! ur mnorBa noa4nanHfirn, Kotrc e Derqen or tu3u. ftotro

B dyqasE, B

nortunHH,H e B&pn€Ho cac clrnachero !a ftyryBaea s B camBqdBne 6c 3olt !
(l) ktryDasr dpeqarrBa aorcBopa B uyqam€ no qn. I18. d. I or 3On.68 na

nsnM o6*rqereHue da npon$aca 3a npecpnenr @ @eryauDasero Aa ao.oEopa Bpeari
ocBes a(o npe@ar$merc e na ocEoDflue en. !18.e.1.r I or3on.

qne! 20, HeycronMr, ob$rqwHrrra r ueroBft Dsrrxtr no qr. 16. d. 2
Morar aa 6!!ar yepxaHn or 3

IPYfl4 YCJ'IOBLJI
qneE 22.(l) crpaHrE no norcBopa He Mo.ar !a ro hMe!'ri o

npeaBfrec4 3 er llu,d l,. oor'lO-.
(2) B qyeafi, qe no Bp€Me Ba rencrBae EalorcBopa, cDnqo

neKapmen nPolyK, onpercneHa no peaa da tlapen6am 3a peryrnpse I pe.rcrprpaHe Ha
Irelrre Ha reMpccesrre npoaym,j yaoBsrra. npaBlrala n (plrepmr€ 3a lkrFqBaHcj
npoMeH{ !/rrx {3u6qDm€ na ne(apcrBeHn npoaymu or no3s
u ycnoDrm n pe,la 3a pa60ra sa (oMnclrra no ]letsk I perM6ypcrpaE€ rnq no pqa Ha
Ipyr HoPMamBets er, cmo no-Hucrc or aoroBopeqarn, (ynyB
npoaym m no,Ercmra qeu4 d amam crra ra leDeHHero !a

q,eq 23. Cr!ffime no rorclopa !r€ p€usar lbrd,xsarnre
cnoposeno 4dM{o 6.nacr€, a momBae HeB63Motro no pela safn( npe! Io6p{ck{r

qnes 24. 3a Bcrq. HeyleneHr no qa6oru,r lorcBop Blnpoc! ue ce np,n&ar
panope!6re Ha 3On,33I! T3 s lpynre orHocnMn HopMarlbrn mBe.



'vqOIOnPOoMt{A EOAHkqA 34 AKTI4BHO Ar'lEHLlE - IO6p'49 A4

qr€H 25.(1).3a Bdua!' aapec{ 3a npDeMde,a 6o6lllennr, cBbD3ann c
Hacrora4 rorcDoP @ cMrnr {pec{re, noco{eH{ B Eaworc ua ao.oDopa.

(2). npx npoMrHa sa Adrnre do nperxoAHar u{n€4 clorBersara crraHa e

flr6)kfia Ia yBeIoM{ apymft B rp{nr@ets cpo( or trloMrHala.

np, no!n{md@ AorcBop @ npelcrd{xa cjednre

- 3a o6cm@cnara do qr.54, u.1.r. I m3On - cBuererc
- 3a o6mrftnoBorc no sn. s4, o. l,r,3 or 3ofl , ynodoBeD

rD6nrcsx 3an6rx€Hn,, maaqeso or oprdre no npnxonmq ylocroBep€Hne or O6lurda
rlar lo6!n! 3a nrnca ra try6rn{sr 3aalneHrr; yaocroBepeHHe m o6lrnHaF no
celai.qflo da l4acmnka 3a ,unca Ha nybnnsr 3anlDke4ri

' 3a o6cmr@c.roro no qn.54, fl. I, r.6, ylocroB€peHne or opmMre aa
IrrGfiuMca @Hu{r frasa ulcneKqsr rc rlyAa, ;

- cep S!rcr 3a npmmaHe r lo@pxaHe
taqeomoro EN ISO 9001 n/rm EN ISO 13485/!1488 r/nrr emnDdesrHa. B o6nac{a Ha
npotr3BoaoBoro n/rr{ BptuBnrra c ,ercpoleHn npo4vKr,;

- PapeueHne 3a nporsBolqBo no q. 196, u. I or3InXM, B cnyqahre rcmro
prlnad neMpcBeHnr€ npolyhn, (o@ lpomBexaa, urr

Ha Papereroe 3a DHoc no u, 196, d. 2 m 3,1nXM, B tuycarE (ofatu yqacrHrcr e
Blocmer q npenrm rerapfBeHre npoA)ms, rc!rc srer;

- Aeuapalur Do cr.59, u. I, r.3, B6D sp. c cn,53, d.2 or 3MIrn no
3arllnmrMsrr o6paeq npMoesne .N, 3 m o6psqre !o(yM

KrM ts&rofurm ao.olop ca npnrox€d{:
l. npMoxeHre GM lorcBopa;
2. T*srcecrcro npeqoxesr€ !a nlolaBaca;
L IIeaoEoD npetroxeE e s. nps{saq.

\
HacDrnrsrr aoroBop cr

rporaBaca ! !!a 3a (ynybaqa.

tlPOAABAV

. tpx elEoobpaHn erc€Mnrrpa, earr 3a

'l KynyBA'l:
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TDXIllItIEC(O IIPEA"IOXDIItIE

Ilo o6oco6er! nB rlt J$ 1' Jleupcr@ 06[ll/ c soM€nMrrypt

20,29,3r,78,90,133,138?34,235,24 4 245'24A 250'251'265 t 21 2

OT A4ENOOAJ&A EOO,4
io. *o-"." n *o* 

"u 
vnpuBn'! tre co+u xr Mn€iofl I 6n 186

E!lI( /SYICTAT: 1215?8346

npeame"-"eu or feopu !n^x€B l(artnoB. f,pqrBa8e n6t{o
N, - ra dnaneso s ry' H!ko3rq, Penv6nnn Kxmp D

;;r.*"r" 
"" "" 

.rrr"t"'"'( Ha MEAOoAPMA Eoo,{ EljI(/EvJlcTAT 121578346 '

TIEAIAf AM C'IEAHI,iTE YCIOBU':

r AeuapnpN cpok m BdqAllor Ha ooeprara flo se nGxpac( ot 3 (rrd)
qesa 3a lara Ha noaolde !a oQepmm:

3 ( r!x) Meceqa

z. np'e"u 
"p"xa 

s" nnq'6{e Ha nop!ep6: 12 (!!asar€H) M€ceqa d

I no.eM cooka b0 rLeflrccfl)
*"",."*^ ';4""**"*, 

Ensa{m Ea Oa.vpa or nncr,','w'
4 nbteMN clofta Ha rocm@: Ao 24 ($4r@er n sdtrpq) srca or MoMeua na

.*r*ou.to ot 
"tp""u 

nu u".no"*(
5, np;eMaM cpo(a ua tuAEocr: He to-Mdk' 'r 60 % or 06

6. IEI{JhPIjPAM. qe rodmtsre nekapmeHu npoar6q:

6.i. nuat p*peue"e :a v"ope6a dn vnocrcBepeEre 3a pemsrparu Ha

ntrapcrBeqn npolrm no u 23,u ldUII1XM;' 
6.2. omrapf ra usrctBdmra 3a Mqecno 6sonacHocr x eotka$od no

3JIIIXM,
?. .llE(JlAPi4PAM. c€ npel1ram@ qesa Ha reGpct&Mre npo4M'j xonro

ca Bubcee B Ilo3mDdM tedpctBet crxcK t 3a@Irrd! c n,6tocst cpercrBa' he e

;;.;;.;;';;;*p*.' "ep; 
no .tpuno{d'e N" 2 o. fln'. nocoqeqa B \oroHa M

eHs Ht 6&a pe4eDehIHa crondom u teqrwrPuala aFeBsa

8. rrp'eMN aa 6nGm'BN Bcx e' rc6cf$ n

o6rMeMd t rorwesButEa 3a ylade. \
9. Ae$aptpd clrmotero ct c Mar3tft Ha npt'oxeEm npoen !a loroB'

*/



lO. B ctyqlt. q€ 6!m onpere,€t 3a BnMsu@ Ea nop6qKd
Ea lorompa 3a o6m4BeEa noplcrc, aa npe'qcBt amvuso

no4r""ntr yao"rcee!""utua o dcmaEmee d npoqeavpam'

esre rptrep!, 3a lo,roopl
I m 3On - oBtr!ro.rso $

or 3On Y!omoBeperm 3d

npnolnE, or ooqnEa rlaA

10,1. 3a o6crotrdcBad tro q 54. u l, r'
64Moc1. BAaaeEo tr 6-MeceeHu cpo( Ea sdtanom Epelt

10.2. 3a o6cDtrd@orc no u 54' u l, r' 3

r!trq na ny6mqq, 3aalrxeEm, BAaaeHo or op@tt ro
tro6ouc { or o6lLnHara noce!@UrN Harra.lBra:

l0t 3ao6crot ffmarc rou 54,d l r'6_)lomBepehheoropdutqa
fi3nlmrrerra NEUM "rnssa lscnexqm no rpval i

lO.r' (epadaq-a. vlocrcBepGU sceqpePa chftMa { 
'4rpNesve 

Ha

.".." 
"6,0 

EN rso aodl y.;tu EN tso Ir48tlli88 tr/'D estrsuednd. c o6xsa B

o6racma sa npot3Dolccoro d/rm EpmBnm c nedpcm€nt npon}Ku;
i,j.!. p*""r"'..." 

'p"'*"r"-o no q 196, u l or 3rnxM' B c'vrmft
(orao riafldH6 e lporBo,ttr en I Te4',a? neqpflBe t npoltB r' rom
nbo{3sexe. da Pa PupeEecae t scoc no u lao u 2 o ?JlflXM B u'qtre "ora 

o
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