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,-"" 0 q .l! ..rlln roA B rp /loSpuu' Ha ouloBarrr4e qrr' 1 12 ra crr' or 3aroHa 3a

AHEI xr"a , _f

o6uecreeu nre rlop'bqKl4' cc iin:tourl Hacrotlru4'{T l(ol'o llop Mer{Ay :

"XI4MTEKC" QOI{, crc certurt'true n rp 
'{ravu 

rponryar 6400" aapec fla

ynpaBneulie: yn. "ljyslyarxal f:' rf'raf 836149057' IipeAcrraBil'rBallo or flattlre:la MeroaltcBa

IJeirunoea. olrpe/teJlsH tu ""i0"""'"u 
cneA IIllolleAella Ilpolleaypa 3a Bl'3raraflc rla

o6ulecreena rop'Lq'{a t"" 
"'''o*i"ul; Ne 00083 2017-0005' c rlpellMe'r: llepraogruua

trocraBKa Ha MeAI4LlHllcK' "tA"n"o 
321 tlyx'lll4Te r'ra "llEAJl-/lo6puu" 

A!" HapHr{al1

iIPOAABAq 14 

OI'OIPOqI4NHA BOJILII4UA 3A AKI]I4BFIO J]EqT]LI14E-IOEPNq" AA

rp. l\o6pIru, cbc cer(arll{ Ie ;;tt*;'il;"enue: rp 
''[o5Pt'tu' 

y:r' "llanaiior Xnros" 24'

r.er. 0s8/600160, a*", 
"01't/40ili,'.-*+, put(@be!se&!et, !15 -:.?:''.:.tto''

rlDe.{craBJrsBaHo o'r A-p Tp"bntt 
-Bnuott"po" 

iiopAunc'" - l4gnt'rrutlrelen Aupe('fop Ha

,,pyrna.'t ro,n. i lapH I Ia Ha l(y ny RArl'

Crpauu're ce ctt!pa:yltlxa ja cJle/(Horo:

IIPEAMET HAI /lo|oBoPA t'l IlEtll4

9len 1 (1) t tpopia':auo' llpoaaBa Ha Kyllyllault Meauullrlcl{ure I'13/\eJII4tl rlo:

O6oco6eua flo3ltr(utl N! 6: Pr'KaeIaqt{-JIareKc0BLl' llec ]lepl4Jlll rl ' 6e: nyrpa' recnu

3a OrafaHe, He*bcJrlrBr.r , ,,u"frur, p*l,repr, S, M, L, - orraxonrU rro 100 6p ;

O6oco6esa floSltquq Np 32: Cturnalnu ur:tt't;

O6oco6esa [o3tlqnl Nl 56: I{aplouenu Kyrl4L 3a cGXpaHeHI'{e;

O6oco6eua rto1l'J]lntl Ns 57: Me'4u(uHcKI4 t43lle;Int:a tta6opaLoplla; 
'

O6oco6esa ""ptu" 
Nt Zi' llunert'r flacTsop rl 6rtrc4a re rpt'l ' 3a Ko{to/Korfo c

yqac'fuar B o'llKpurara rlpoueaypa 3a B'b3JIaI aHe ua o6ulectncua nopT''tna'

(2)Lleulrreno'.o*'""n"Tetl3AeII4'lTanocl)oTBe'I.l{I4Teo6oco6et.tllIlo3llIIi4I4ca

cT,fJIaCHO IIeIIOBOTO npeAlOirenUe Ha yqaO'lLlt4Ka'

(3) I lporuo:;nra''" "ontu"ttuu' 
rlocoqel:ll'l B aoI(yMeH'raul4lta :a o6ttleo'Lge na

nop'bql{a He llopa)I{llaT 3a/fl'Jl}l{e Hl4e 3a I(ynyBaqa Aa fl'l 3i1Kylll4 e nocoqeltl4tl O6eN'l'

CPOI{OBI] h IIALII4H IIA IIJIAIIIAIII]!-rwN,rJr- ^ -^'lara lla II ol (Il l4ollaH e'fo
rr'eu 2, cpox.ir ra Hacrorui'a iroroBop " '1 

-::"]:1 
:)::^" . rrnvr.,,3r'r,rrrl4rcrr

rr'ry. /loroeoP lr nPo Jtei;ictBllet'o cH /lo cKrlloqBaHero FIa aofollop c /lpyf I'l3 t lbll rli4TeJI

anaI,, l-\nuato,'.r,,e ua o6u tec t trct I J I lOl)'b'l K[l

gLre H l. M
- n^'r''rr{<rrrl-,l t)f nDojlilFJalla ila

cl(Y lc h i.,tellnt lltc 0l'/lill "[uLiJrt'rir'r " "' 
. :^ .

KyilyBaqa ":;il ; t;'i6il;;;;' ' rsa) ua"u o'f MoMelrra rra 3atBsBaHero o'r 0'rparra Ha

B'I'3JIO)I(14'Ie,'It
rliteu 4.

UrareHa or KynyBaqa

KAJIEHAAPHIt AII14 CICA

Ha poaallarla cyMa llo BCtKa

o 6asroga'ra cMefKa lla portaBaqa

o r/\erna ltocraBKa ue 6r'Ac

B cpol{ llo 60 (rrrecrgecer)

rrero Hl rlrltctypa 01 ltno'rlarsarIs'

tlneu 5. C 'f ria foltlloc'f Ira AOC',faBtJ ul4Te MC'lllllll4IICt(t4 :/L3I\Ort1t e Ile no-



/lOtl'l.4Ll t)J0r I l! Yn

,.M}IOIOIIPOOI]AIlA iioAlll4IlA 3A At< ]41?I q,^D'11!i ltIE : 1LQllll4lll.&l,l
XnloB 24 I 0i8/600488 {l):ir(c 0s8irr004 l4 s c Iruil: (]!y9I3llI:

r4M Ha M'OTOTO rla,4ocraBfl$e c pHeMO-[peAaBdreJleH ltporol(oJr ]'lJll':l /lpyr paBllo3Haqell

aoKyMeHr.

I{nerr 9. fl
1. orrosa
2. cr'orse' nu"r"anuunt"tana.l,uperlunauallepoleicrulnapjla'MellrH

3a MeAflul{Hc(I'tre cpe/\crlla 3a aHafHocl'I4Ka ,tVU)-;;1vo 
:a un

Cr,re'ra ua EnPonaLt Beta Ha trBporril Yo - 
^1...^, ,,- ,,. f r . l- nr rlp rra iM[4.

Br.rrpo.rualHocrtrqsu nael(uirnncKn r'l3Aeruq ro,cTli]lii'l^,1^l^,1;"ii,l Lilr"'..' 
"u"3. olloeapl'r da H:ucKeanngfa' ocolleHL B llol{yM e}rlalll4 t{Ta o6u,ec'rgctl a

IIPABA 14 3 FiA I(Y]IYBAqA
lil#?, i i;'ft;;;;;; r4Ma rpaBo o" "p:i:-l::1^.:"::":::",:':^':"::JJ;

oraerlHa 
^#H":'i#"i';i;;";;"""uut'"'ou 

HOCTrorBercrBH. e ar'r'>)Kelr Aa yBe'roMr.

Ilopl'qKa 
9:ren 10. flloianaut' B cpol(a I{a aofoBopa " o""11:'l^1i..1*:..0#,1""-"-t,?:ll: ""'

vnoctoBepenljq3aTbpfoBl1'lHaeapot*tAn"\'""""143'I(eJIfi9't43aaaelloorl4gnr'rtll'r'tertnutl
.,ro.n,oP Lra ly' \Jl no Peaa rrr 3M14'
r \h vwr. v v u;; 

11 .11".1^"*j,: :n x'i j8!ffi ! " ;#f til flT ?il a:?' i illlr,ff ;
cl'IcreMa 3a vIlpaBII-eHIle l^ ': i:::^"i.: ::,::,:;""".l;'';'"i'n, .*oro""ora c MellrquHcnu
eKBr4BaJIeIrrHa, c ooxBar I o6nacrra Ha [pol43BoAcrBoTo r'r/n'rlr ']-LproBHtra c MeA[lrl4

3l\ 1r4s' 
g,T eH 12. flpc]4aeaur'r e Arll)l(eH '[a a3l1al,'e e cporc $arcrypa 3a aocraBe'I4rc

Meal4UI4IlCKll I',i3AerI,lt

npoAaBaqa B cpoK o'r'24 vpca !r,,j a r.rtrccrBo'r'o rra /locraBettxTc
(2) Ilpra ycraHoBqBaHe H& ltecborBe'lcr[!l4c I] KatlcctBo'lo rla /locraBel

MeAuuIlHCl(I4 a3AeJII4tl Ky[yRaqbr e ItJit'xel{ /(a yBe'{olvll,i llpollaBzll]a r cpox o r 24 uaca'

(3) Ftecr'o'r'eprcrBl4ero lla Korl'lqecrBoro fl KaLlecrBoro ce ycrafiolltrBa c

rporo Ko,,'::'lu"n "' -:lY:'l1 1lTT::': :: jl]' :T1'ffi[' Jj:',i;1X]X]iX'13;., uo a;t 1

t4 ) B c'qy'raia qe npoltaeaqlr R cl)rtK 
"\(r 

z1 
-1(

ocnopl4 nucNIeHo Hec boTBe fc l'Bl4e't o Ha Kaqecrcoro' 'tofi wtonte '4a I4cKa npoBepl(ara My o'f

yn'bnHoMouella na6opalopl4q' qpe3 B3eMaHe l{a I(oHrporHl4 o6pa':qu or ltoctaBl{ara! r{rl14

qpe3 cpaBl{tBaHero }la AOCTaB"H"" t"l]ttl"tcl(H I'I3',I(eJII4tl c IlpelloTaBellI4Te NIOC'lpH'

orflcaHl'Ie I4rlI{ cHI'IMI(I4 IIpu yqacr}Iero e o6rlecre1111i:T:::-",.,., 
'eTJA 

* DalMera, .c

fiPABA 14 3AA'$JlxEtll4-fl IIA IIPOAABAq',\
iina" s (l) Ilpo4anaur' I e r'ul'i)xerl ,I{a cl{Jlloq}l 'rloroBop 3a rlo'1:I'l'l3llblllleFI14e'

l(ora'ro e o6ggt't:r n 3atBJloHncro cu:la yrlac'lHc IloJl3Ballero lla noAfillll'bJl Hl'l're:t B cpor 'rto 3

aHH OT Cl{JlloqBaHero Ha AO+ oBop tu 
"t'n""'"""t"ue 

}int Ha Lorl bJlH}l fcJlI-lO Cnopa3)/MeHHC

3a3aM{HaHallocoqeH"=1"un""'",oIollu3rIbJIHl4TeJl]]i3II1'JIIII4TeJI'ITl43[parr\aKoIIueHa
ItofoBopa I4rI4 Ea AorI'I'rIHl4tfltn"t" :'lop*I*:',]T"^:a 

B63JIo)I(l',treJu 3aeaHo c llol(a3areJlCrBa'

qe ca u3r'brneHli ycJloBllrra I ro uit 66' ut'2u17 or3OIl'

i;ii##ffi ['"'.'. ""'"' "p"": ]1 .-lp::':T:l- "":l:3" J,IH 
LIoBeqe o'r'

,r"tt,no.t"t.)?n"tolu uoutu"nt B nper'Mera']i 1l:t::p".: ":f::liitlt"l:LleHHoutnIs'^"!il**;il ;' "o'*n""o*" i1 ".:'.-^::i::':i,,::t::l;llrr4renr'{'
orforopHoc'ma 3a I'i3rn rrtrcHhe na AoroBopa 3a {:i:::.:::::?,p;:}*':',i::,"iXli'i*"r'.(-;#;;;;;.;:;"*u uu "'u"p*u" 

o"p:,T':.::::i::,:i: :i:'j':*i:l*""'

'rflcalr,'c '.fi# t'n 
"'*ri;yiu'rot . ArI'LxeH lla 3allrrarru yroBope'arer I(eHa B palMepa' ro

riaql4Ha I'I B cpona. onpe/]e:reuu R I{ac lofull]t lloroBop'

FIEvcroI4Kr4 ,l t,f ,//



,.MFIOIOIIPOO BOAI{LIUA 3A AKTI4B]IO AnqEIlt4lt - lIOBPHrt" ry-1
Xuror'24 .d 0J8/600,188 ()oric 051ift,00414 .g crnai : oblb(/rbcrgor.reL

tfuen 15.(1) flpu :a6aea Ha /locraB(a or crpaHa Ha rrporaBaLra c uone.re or 24
(,AeaAecer n uernpr.i).raca, ri,nyeaur,r lrMa rrpaBo Aa ojtyr{u cycroiira s pa:uep r:a 0.1
(Hyra urJro, el(ua aecera) Ha cro o'r croilrlocrra ua:a6aeenala lrocraBr(a:a Rcexu 24 qaca

3a6aBa.

(2) I"lplr ycranodrBane lra lrecborBercrBue r r(oJlrlrrcc lBoro, ltpoaaBarrb'r' e

!,,'I',bll(eH aa /locTaBH JILInOBaIUO'I'O KO,'IHqeCTBO tlpH CJlellBal(a',i'a AOCTaBT(a, a llplt OLtC](BaHe

or crpafla r'ra KynyBar{a B gpox or 24 ,aaca. flpu rrer.rsnr,rneHr4e Ha roBa 3aAbnr(eHr4e
r(ynyBaqtr HMa npalo 4a no;iyur.i ncycloiilra B pcRN4ep Ha 5 (rrer) rra cro or cloi,iuocr-ra Ha

tI4rcBarqoTo KoII,lqec'l Bo.

(3) llpH yc'rar{oBrrpar.re Ha rrecr,oroelcrBue B r{aqecl Bo'r'o, JrporaBar{b'r' e /.(Jlb)r(err

Ir,a aocTaBll Meaulu4Hcnr4 r.r3llqJrur c y|oBoperlo'to KaqecfBo pH cJrcl(Ba laTa /]oclaBKa, a rrpll
rolrcr{Barre or crpaHa Ha (yrryBaqa B cpon or 24 .\aez,. IIpu rreuslr,lueHlre Ha 'r'oBa

3aAbJrlr(erlue KyryBarr:br uMa rrpaBo Aa loryrru Heycrofixa B pa3Mep r'ra 5 (ner) Ha c1o o r
cTotIIocTTa Ila Hel(arlecTBeHa'l a,[oc1 aBKa.

(4) B clyualrle rro turrHer4 2 re 3, aro [polaBaqbr ]re AocraBr4 l(oroBoper;oro,
(ynyBarrbr aMa npaBo ,i(a 3ar(ylrH ueo6xolluuz re My McAr.ulrrcr(u :a34erfi1 or /lpyr'
AOCTaBaIIT(, I{aTO pa3-rIHI{aTa Mexrly qeHala nO AOfOBOpa 14 AetC |BUTeJTHO 3anr'lal euXTa r.eHa e

3a cMeTKa Ha rpoaaBaqa.
Hlen 16.(1) llpu orra: Ha lipollaBarra /Ia Ioc'faBH 3aflBeHare My MeAHrIaHcrrH

v3renufl vnr4 rtpr:a6asa rosg.re or 48 ('rerlipnAecer a ocela) Lraca, KynyBarr'rrr r4Nra rrpaBo lla
:axynrl neo6xo1riMr.rre My Me|urlr{Hcxr4 r.t3Ae.lrr4r or l{pyr ^rtocraBqrrK.

(2) B cryuau're [q npeAxoAHara aJrur]er pa3nuKara MexAy ueHafa ro,rtoloBopa H

Aeiicreurenuo 3arrJrareHara qeHa e 3a cMerr{a Ha rrpoAaBarra.
rfues 17. I{yryaEugr r4x,ra [paBo I\a :llcta ode:ulerenue B trr,Jrerr pa3Mep r]a

Bpe/iure, Korifo e npe'rupn.fiJI D pe3yjr'rar lra 3zt6aBelra-r-e H/n.lrfi riexaqccrBeHara l(oc'faBr(a
9len 18. llpra :aQana rr l;raruarc of' c rpalra r'ra KyrtyBaqa, nocJ]e21trl.lr'f lfbn)tc.l

Ha [porxaBarra HeycTotKa, B ppMep Ha:]aKoHHafa JruxBa.
t{neu 19. I-leycrofrure, o6e3ulereHurra u {euoBr4re pa3:rznu rro q.rr. 16, ar. 2

Mofar aa 6'u4a'r y4r,pxaHu of BOrKo ltlJrlr{HMo Ha upoilaBaqa rrJrarjlaHe.

IIPDKI)AT'BAHE HA ]iof OI]OPA
t{nen 20. .{oroeoppr ce npeKparrBa
1. c llgu.rqage Ha ppoKa, :a xofir'o e cr(JrlorreH, ocBen B cJlyrraure uo ,rr. 2, u:p.

BTOpO.

2. npu cucreir.rlro Feu3n'bnHer-rr4e rra locraBKu'r€r rro KoruqecrBo u/tt:tn rcaqecLgo

or crpaHa Ha npo,AaBaqa. Ilo.1l cNcreuno Her]3lrl,'rH eHr4e ce pa36Hpa'raKoBa, H3BlllrxeHr4 ABa
ItJlIi noBeqe n'hTIr B paN,lr(r{Te rla eauH nMcHAapeH Meceq, r{Jrr4 l]oBeqe oT TplI IITTI\ B paNrKuTe

rra cpoKa Ha Aofotsopa;
3. npa ct:gaeaiero Ha ycnoBlit 3a locraBra Ha Me,tllllll4trc(r4Tc a3/r.erl4r,

npeaMe't Ha aofoBopa cire,q npoBe)(llaHero Ha riern panri3HFrarrH ener(TpoHlrrn TblltoBc.
4. e cnyuaii, .re qr,Ic lpoN4eHella Hopl.la'fnBHara yper6a, B pc3ynrar Ha r{oero

orrraAHe neo6xoar.rvoc'rra or,LlocraBKara Ha Mcrxl(hHcl(Ilre u3J(eia.s, Kou'fo ca rpe.LIMor Ha

aofoBopa; .). npll H9B63MOT(HOCT Aa Ce Ocfirypll
Ilopi,r{KaTa no npH,{ilHH, KoH'ro Kyll)/Baq'h'f H€ I Mor'],J]

$ulraucnpaue 3a r{3rrbJrneHnel o Ha

Aa npelulir,lr4.

APyfl4 vctroBr.It
eJIYtta'te.r.

/r,7q,,5

r{reu 21. Crpanufre no AoloBopa lry' uorar
npenBurcHn rr 'rn. I 16 or 3Oll. 

A, t L

fo LI3MeIltT, OCBeFI B



"MHorollPoq)Izn]{A IiOAllI'll.lA 3A AKl'l4]lI'lO AllqEl-ll,Ill - /,tOBPI,{rl' A/l
t-
| ,'n,,tff]]:_!]Il-)ljl]. 6"(f/r',r"..r^4':',.,'.5',/",,. rrr tr!,1iohr\',r\rr',,'(l

Lbrcs 22. Crpauu'i'e lro ,r(oloBopa ule peuralar Br'3lmKFra:n{re tro r-r3rrbJrHerrr4ero

cnopoBe rro B3aHMHo cr,r:rac{e, a ar(o roBa e r.reBb3Mo)r{Hc,, o pe,qa Ira fIIK npea po/loBo

KoMnereHTHr.rrrr c6A B rp.,{o6puu, ocBeFr B cnyqar4re, Kola.r'o DpereHqllt'ra e rpe/t.qBena uo
pe/Ia lra 3anoBeaHoro npol43BoAc'fBo.

t{nerl 23, 3a scu.r(lz Hcyper,eHu no Hacrornru.f, trtofoBop Bbnpocr.r xre ce rpl{Jral'af
pa:nope46are na 3Oll, flfl3qil, 331] u T3.

Llneu 24.(1) 3a ba,rul.tHr.t aApecli 3a flplieMalJe lra cr,o6ueuun, cBr,p3alln c

HacTottqr.IJr AofoBop ce cMsTaI a"ApecllTe, rocoLIelII4 B Harla,l oTo IIa llofoBopa.
(2) llpu [poMrnra Ha r(aHHure no npeaxorlriara arI.IHe.s, c:borBerl]ara crpaHa e

an6)r{Ha Aa yBeAoMI4 ApyraTa P rpl4AlreBeH cpol( oT IrpoMtI'Ia.Ta.

flpll crcrauHe I'ra Hac'fo.gLTII4tr AoroBop ce npe,LlcraBI'IXa or I43r'brHl,ITerq

oJIeAHU re AOKyMeH TJ4 3a IO(a3BaHe JILJnCaTa Ha OCIIOBaIJI4' :ra OTcTpall.f,Balie:

- :a o6croqre:rc t'sh'ra no qLr. 54, a,r. 1, 'r', 1 o-r' 3OIl - cnraac rc:rc'l'Bo 34 crr/tHMocli
- :a o6croqte:tcrn!'ro no 'vt.54, at. 1. 'r'. 3 or 3OlI - y.ttocroeeperrr4e or oprarrHTe

ro Irpl4xoalrre u y/(ocrolrepgFl ne or o6ruuna'r'a no ceae r.Jll,ero IJa B63J lo)r{t-t'reJll 14 Ira
(aHAlrAaTa r{nu yqacTHLIKa;

-:a o6croqrercrno,o tto qr. 54, ar. 1,'r.6 - y/locroBepel'IHe or oprarll'Ire Ha

Hgnunr,rrelna afeHIII{{ "I-napna r4r{c[eK{I{t no rpyAa",
- pa3peueHlre :a pr'pronur Ha eApo c MeII4IIIlrj.cKI4 IB)f,eJIt4A, I'i3AaIeHo or I4AJI

unn apyr ao(yMeH'r, yAocrqBep.sBau npaBoro Ha yqacrlluKa /.{a 'l bpryBa c MeAI.IulIHcItI4

3l\elrr4tr, rz3Aaaer{ o r KoMlleTqHTeH opfaH Ha c'bo'tBgTHaTa Abp)I(aBa;
- cepru$uxar 3a upliJlafaue lI loa,Lt'6pxaHe Ha clrcreMa 3a ynpaBnelll4e Ha

KaqecrBoro EN ISO 9001 ulntu EN ISO 13485/i3488 tlllln't ettr;uealteurua, c o6xrar n

o6:racrra Ha rlpor43BoAorB olo u/ptslu 'r6proBsrra c Me/IlIqI{HcI(H rlrrernfl.

Tlrr,lrrnlcerlrlq xrr.... .. -.,r llof oBopa:

I. Texuuqecxo ttpegroxenue 3a LI3IIIJIHeHI4e HzL nopbqt<alal
2. I-{enoeo rpeAnQxcuue.

I{acrolrqnlr lorpBop ce c'L'craBu B lph
lpoAaBarra I.i ABa 3a KyryBaqa

eAHoo6pa3r'rn eK3eM[Jrrpa, e/(uH 3a

nPo[AB.f.u: I(YIIYB
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llpunoctceuue No 4 - sadunrcumeLryn o(tpasetl
flpedcmctcst ce no ccnrca o6oco6eud, no3ttqun, 3ct KotLnTo ce nodaca o,lsepmct

TEXHUTI ECKO IIPEA",IC}}I(EH14E

flo4nrzcauara [aHraela MelgAueBa Benr.rHoBa,

EI'H 6209098832, n rauecrnorc cl.t na Ynpanrarerr (u3ntic6a ce' A brtcLtocmma) ua Xuvrexo

OO! (usnucga ce Ltvetn.o LLa )/qocmuut{o)" c'bo ceaaJr{rqe: rp. rlr.rMr.irpoBrpaa 6400,

yrl6y3nyAxa J\l 33, n.x.56, a4pqc Ha ynpaBJlerrlre rp. Ar.iMr4rF,oBrpaA 6400, y,r,Ey::ry4Na ,\l

ocpepma)
2. lextapupaM cpok Ha BanlAHocr Ha ocfeprara: 3 (rpu) nrecerta or 4arara,

Korro e nocorreHa 3a Eara Ha no4laBaHe Ha oQeprara.
3. llpueMaM cpoKa r+a H3nbJ,rHelnre Ha nopbtlr(ara: 12 (anana4ecer) Meceqa or

cr(JJtorIBalteTo H a aoto Bopa.

4. Ilpreenaau cpoKa ia n,'raulalre: Ao 60 (xrecraecer.) naleu4apnu 4nu or
H3BbpUlBaHeTO Ha AOCTaBT{aTa I..J l43AaBar.reTo ira dran rypa o I a3[:bIHI4Terrr.

5, flpueMaM cpor(a Ha AocraBr(a: {o 72 (ce4ev4ecer t.i aea) qaca or Morv{eura }ra
ta,BrBaHero ol clpaHa ua eL,lLLofrcnrell.

6, IIpueMaM cpoKzt ria ro4Hocr: Ile no-uarno or 60 Yo or o6rqara ro/IHocr B

MOMeHTa Ha AOCTaBKa.
7. AeKJrapr4paM, qe qbM HanpaBHr rIeHoBr.r flpeanorreHr4q no Bcr4rrKr4

LIoMel{(naTyp}'|, BI(JI}oqellH B o6oico6ellaTa n03uUI4t (Itoraro o6,oco6eHaTa no3rzrlrdr Br{rrcqBa
HoMeHXnaryp14).

8. flpuelrau 4a B0HqKI.{ lt3I4CKBaHn.[ .Ha B:b3JrOI{IiTenq, noci)qeHI.i B

o6serenr4ero H Aor(yM

(-"\, 1
"-.-..:-,_-

rlpeAJrafaHHTe KqHqeHTpal 14 3a XeMO.4I4ait!13a C.bOTBeTCTBaT Ha A3r49RBaH!1'Ir]a,

rocoqeHr4 s TexHr.rqecxara cn eriir r! lr rcaqralr.

AeKnapupaM crlri'IacaeTo cr4 c r{Jlay:ll4Te Ha flpHno)i(eHlrfl npoeKT Ha AofoBOp,
B cnyvail, ue onpeAeleH 3a r.r3rl,JrHaTeI Ha nop'brIKaTa, ce

3aA:bnlr(aBaM, npH noaIIr4cBaHeTq Ha AofoBopit 3a 01]fiIecTBeHa jlropT,qKa, Aa npeAcTal]rr
ar(TyanHri aor(yMeHTr.l yaocTo JIIITCATA I]A OCHOBAHI,I'i 3A OTCTDAI-I'IBAHE OT

npoueaypaTa, Kar{To H ueTo c noc'faBeHH'fe Kpr.rTepl.lu ra no46op:
:a o6crorrel no qrr. 54, a,r. 1, 'r, I o'r 3OIl - cBuaerencrBo 3a

c]JAHMOCT;

- 3a o6cro.srercrBoTo no q,'r. 54, al. 1 , r.. 3 or 3OIl - y.4ocroBepeurie o.r.

opraHlire no [pI4xoAHTe a yAocr]oBepeHHe or oouuriara no ce,qa[i4u]ero Ha B!3Jro)r{HTerrr 14

3a )i 
qacTL{e.

9.

10.

11,

6 - yaoc rone
tr4:rr,lir rarensa areHrlr4rr "f iraeH ef H HcnexU.ar no rpy4a " ;

- pa:JperueHHe 3a l"bproBHr Ha ellpo c MeaHrluHc

e oT opf'aHr{Te Ha

Ha I(aHAtlaaTa l.inr4 rracTHI4I(a;
- 3a o6crorre,lc rBoro uo Ltr.54, al. l, r.

1. flpegcracxu ocfepra 3a yqacr.ae no o6oco6eHa nosllqul Ns 6
(Monn nocoueme Lrc.I4epq Ha o6oco6euama no3utlut, 3a xonmo npedcmarsnme

haaeHo or tr4Ajl



I.irrr4 Apyr AoKyMeHr, yA rrpaBoTo Hil yqacTHHKa Aa TlbpfyBa c MeArirlt4HcKrz
n34e ug, h3AaAeH oT H opfaH Ha cborBerHara Abpx(aBa. Pa:peueHue il,rn
yAocToBepeHrze He cu r13r4 oT npou3BoAaTerr4Te Ha lr'reAHr_u4 HcKu t434err4[, ycTaHoBeHr4

FurapuxHa TepriTopurTa Ha P
- ceprr-i4)ar{ar 3a e u rrolA6p)r(aHe H.a ct4creMa 3a ynpaBJleHl4e Ha Ka'{ecrnoro EN

ISO 9001 s o6racrra na rlior.rsno4crr oro uluttu rbproBr,rrra c Merr4rlraHcKlr uzgetur ululu
clicreMa 3a ynpaBJrenlre Ha KarlecrBoro EN ISO 13485/1 ':\488 ulunu eKBuBaJreHTHa;

(uue, 6aquno u

.- '.-ti'ii':;::"... :,'}l. it \- ir ! 5.t! 'iex



TEXHI{qECKO IIPEAJIO}I{EHIIE

floarucauara lanue:ra Merq.rr,reea Beluuoea,

Ell-I 6209098832, n ravecrnoro cu ua Vnpauuren (usrurcccr ce Dnttrcu.ocmma) ua Xaul.exc

OO!, (tLsnucca. ce Lr..^4emo tlq yLt(icnxHute), c:lo geAaJrr{ue: rp, lJuunrponrp aE 6400,

y;r.Byarygxa No 33, n.r.56, alpep Ha ynpaBrrourie rp. {unlrrpoerp aA 6400, yn,Eysry4Na Nl

33, n.r.56, EI4K 8 3 6 1 4 9 0 5'7',

1. flpe4cran.ru ocfefra 3a yqacrl4e no o6oco6esa noszunl J{e 32
(Monn nocoueme uot4epa rta b6oco6er.Lamq no3ut4utl, 3a Kojtmo npedcmaann.te

oclepma)
2. lexnapupaM cporc Fra BaJr4nt{ocr na o(reprara: l} (rplr) ueceqa or Aar,ara,

KOrlo e nocoLIeHa3a r].ata Ha no/aBahe lta od.,cDIaTa.
3. flpueMaM cpora !a lr3n.brHeune Ha rroptqKara: l 2 (4nauagecer) Meceua or

c rrcirBaHeTo r-ra AofoBopa.
4. lipueMaM cpor{a:ld nlaqaue: 4o 60 (rtecr4ecer) ralengapnu guu or

ri3BbpulBaHero Ha AocraBr{ara r.z {a:4aeanero rra (tarctypa or u3n'bJrr{rlreJlt.
5. flpueMaM cpo(a 4a AocraBKa: l{o 72 (ce4enr4ecer ra 4na) qaca or Mor4eu.ra r.ta

34.[BtBalleTO OT CTpar{a Ha 8t;3ltOXuTeJIt.
6. flpiaeMaM cpoi{a lia ro4Hocr: Fle rro-rualro <>r 6r) a/o or o6ulara rognocr e

MOMeHTa Ha AOCTaBKa,

7. flerlapapaM, qe o6M HanpaBr4.'r rIeHoBu [peAno)r(eHr4r no Bcr4qKr4
HOMeHKrarypr4, BKrroqeHu n o6ogo6euara noslrqux (xoraro o6oco6eHara no3r.{rlHs BKrroqBa
uorueuxnarypr.i),

8. llpraelrana 4a r.r:l BCI.'qKI,i I,I3HCKBAHI,I'I i]A B!3JIO)I(HTEI,{, |IOCl)TIEHI4 I}

o6rerer'rr4ero r4 Aor(yMe 3a yqacrr4e.
9. llpeAJrafaHuTg KOHqeHTpaTu :la xeMo,AHa[H3a cboTBeTCTBaT r]a H3HCI(BaHI.lrT.a,

nocorreH!r s Texnnqecxara cnerldQut<aqul.

e'.,.

10.

11.
AeKJrapprpaM c'b{Jracr4eTo 0r, {l KJIay:jHTe Ha [p]4Jro)KeHr,tr npoeKT Ha AOTOBOp,
B cn yuaii, ve olpeAeJrell 3a LI3[]'lIHu'reJr .Ha flop:bqKaTa, ce

3aA:bJr)r(aBaM, npr.r noArrricBaHel'o Ha AofoBoprL :a o6trlecraeua [op6qlta, Aa npel(craBrr
aKTyajrHr4 AOKyMeHTU yAOCTO Jll4rrCiffa Ha ocHoBar-rr4rr 3a oTcTpaFlgBar.re oT
nporleAypara, KaKro 14 cl,orBerc'rlBaero c rrocraBsFrr4,re ltpu,repnu :la uoA6op:

- 3a o6c ro.rrelcrna:1a no urr. 54, aJi, 1, T. I o.r 3Ofl - cBr{AereJrcrBo 3a
oLnLIMOCT;

- 3a o6c:roxre:rcreoro tro !rJr. 54, a:t.7, r. 3 or 3OII - yAocroBepeHr4e or



uJrr4 Apyf Aor(yMeHr, yAoc'ioBeprBaq npaBoro Ha yqacTHHKa Aa T6pryBa c MeAfir.ulHcr(Ii

u3aerrr4fl, lr3aaAef or r(oMnPreHTeH opraH Ha cr,orBerHara A6p)KaBa. Pa:peueuue uru
yAocToBepeHr4e He cr4 rr3l4qKBa oT rrpot4 3BoAr4TeIi4Te sa NIeAI{qaHcKLl rr3Ae.Ilnt, ycTaHoBeHI4

Ha repuropr4rra ua Peuy6riura E'hnrapr4q
- ceprurlurcar ra npzrirane r4 [oAA6p)r(ane Ha cricreMa 3a yapaBJreul4e Ha Kaqec'rsoro EN

ISO 9001 e o6racrra na u$oasnoacruoro u/nrn lspronnara c MeAaIIHHoKU uz4etun ulutru

cr4creMa 3a ynpaBJreHr.ie ua] rauecrnoto EN ISO 13485i 1 3488 ulpnru e(BTIBaJIeHTHa;

flo4nrzc ra np".u.taun{uauloro JII4IIe u neqali
,/ / \.-

,{anuera MeroA}resa $eluHoea ,//, /. ., )//(/'t4:t ' '' 'Vnpanurer /rry' ,,- . 
., 

, 
,,

(uve,6autrso u drar',r f,r ar, pnr!Ku{u)

' 
^i:t*;::'

r "z--':-,
,. (.t:l',,11:"i

.,."-:.



ITpunocrceuue Ne 4 - sadrnctcunrcn)pu o6pase4
Ilpedcmaon ce no GcnKa o6oco6eutT nosutlun, 3a Konmo ce nodaca o(teprua

TEXHI{TIECITO TIPEATC)ntEHI4E

flo4nucaHara [aH14ena Merp/xlleBa BeruFloBa,

EfH 62-09098832, r r<auectnoro crz ua Vnpanure st (usnucaa ce: drn'trcr.toc.ntnta) na X r.rrrnrer<r:

OO[, (usnucoa ce LDVemo rLa yuhcmuwra), c.bc ceAaJlu!]e: rp. ,[unallrpocrpaa 6400,

yr,Ey:,ryax<a I& 33, n.n.56, agpdc na ynpaBr'reHlte rp. [livla,rpronrp aI 6400, y.n.Ey:.rry,4'lra .No

33, n,r.56, EllK 8 3 6 1 4 9 0 5 1,,

1 . llpe4cranll,r ocpepra 3a yqacrr.re no o6oco6esa nosllunl I[s 56
(Mo,tn nocouente H.oMepa r.r.a o1oco6encrma no3uLlut, 3a kuzmo npedcmaattme

i 1,'

f rt)
(

oclepma)
2.

10.

11.

Korro e rrocoarer{a 3a AaTa r{a [oAaBar]e Ha oqlepTaTa.
3. flpaeMaM cpoKa 1Ia u3nbrneHr4e Ha rroptqxara: 12 (4oaua4ecer) Mgceqa or

0KJIIOqBaT{eTO Ha AO|OBOpa.
4. flpueuau cpoKa :la nr'laluaHe: ,no 60 (mecrllecer.) na,relrlapuu AHl.r or.

r.r3BbpllBaHero Ha aocraBKara u n3aaBalrero Lra ti atcrypa or r43tl'bJll{r.rreJlr1.

5, flplaeMaM opor(a ya,4ocraBr(a: [o 72 (cegenlgec.er n 4ea) qaca or Mol{eHTa ra
3a.[BTIBaHeTO OT CTpaHa Ha B:b3J'lO]I(HTeIt.

6. IlpneMaM cpoI<rl Ha roAHocr: lle no-rilalno or 60 0k or o6rqara rolHocr B

MOMeHTa Ha AOCTaBI(a.

7, {ei<:rapnpaM, ue {'lu uanpanlir r{eHoBpr rlpeArox(eHur rro Bcr4qr(r4
HOMeHI(naTypr4, BnJrrcgeHH B

uoueHxnarypu).
ara no3r4Lllrr (roraro oCioco6ellara ti03Hr]r4r t]I{Jrro!r_a

8. flpraeuarra 4a n: BCHqKr,r I43HCKBaIII4.8 r{a B:b3JIO)r04TeIr, IIocorJeHr.LB
o6.gslenuero ri AoKyMe 3a y.racTHe.

9. IIpe4:rarauu're rc eHTpaTI4 3a XeMOAUaJIH3a CbOTBeTgTBaT r.ra H3UCr,lBaHHtra.
nocorIeHH B l exHarlecKaTa cIIe cf uraqru.

[exrapupau
B c,ryuafi, ve

JIaCUeTO CH C I(Iay:lI4Te Ha npUJlO)I{eHHt npoe(T Ha aofoBoll.

3aabJl)KaBaM, npr.r noAnI.i lra AoroBopa :a obulecrceHa ttopbqI<a, Aa npeAcraBt
ar(ryanHr4 aonyMeHTr4 yaocTo Jrr4floaTa Ha ocHoBaHarr 3a oTcTpaH{Bar-re oT
npouenypaTa, KaKro H c6oTBeTc'lBaeTo c noc'raBeHriTe t(ptrTepl4H sa noa6op:

- 3a o6croarelcreafa no ul, 54, al. 1,,r. 1 or 3OIl - cBr4aereJrcrBo 3a
cbAr.tMocT;

opfaHrlre rlo rpuxoAHTe H yAoclloBepeHr4e oT ooull4.aara no oe,qajll4ulero I.Ia BG3Jlo)I(nrert H

HA I(AHAHAAI A HNH YIIACTHLIKA;

flex:rapupal,r cpoi{ Ha BaruAHocr ua o$eprara: 3 (rprz) Meceqa or aarara,

onpeAelreH 3it 1.l3r1,Ju-lllTeIr Ha nopbttl(aTa, ce

sa o6cro.srer no ur. 54, an. l, r, 6 - yAoc'roBepeHue or opraHure Ha



yAocToBelleHr,re He cu r43ri

Ha Tepr4 TopfisTa Ha Pely6
- cepTaQr4KaT sa [p

cr{cTeMa 3a ylIpaBIeItr4e

floAnr,rc na

flauuela Merogaeea

Vnpawrre;r

(rzne, 6aquuo rz

oT npou3BOAZTSJtr4Te Ha NIeIULIIiHCKT.{ I{3.qeJrr.rt, ycTaHoBeHI4

Er,mapzr
e 14 noAA6pxaHe Ha cr,rcreMa 3a yrrpaBneHr{e ua xaqecrsoro EN

ISO 9001 B o6racrra na n$ou:no4ornoro rrluml rtproBurra c MeAr4rIr4HcKlt uzpetun ulunu

Kar{ecrBoro EN ISO 13485/1|\488 ulunu e(BrrBaJreHrHa;

er [.td



Ilputroacenue .lk 4 - sadLn::tcui,tetrcH o6p(.BeLI
IlpedcntaasL ce no ccsu<a o6oco6ptta no3tn.Fttr, 3cr ttontl.to ce nodatst oclepma

TEXHIITIECKO IIPE,]IJNOxtEITI4E

llo4nHcauara f{aHr{ena MeroalreBa Benr.rHoBa,

EfH 6209098832, e xauecreQro ctt Ha yrpaBlrre fl (Lr3nuccc,t ce dnt,ttct utcntnta) na Xunarenc

OO! (usnu.cca ce u.x4emo Ln yLlocmHuKa), crrc ceaanr4rqe: r.p. lrznaurponrp aa 6400,

y,:r.Eys:ry4x<a Ns 33, n.(.56, a4pec Ha ynpaBrer{r4o rp. !,zr,rurponrp aA 6400, y,r,Eys,ry4>ira J\!

33, n.rc.56, EI4K B 3 6 I 4 9 0 5 7,

1. Ilpeacran.rna o(tepra ?a yqaerue no o6oco6eua no:vqu, JVtr 57
(Mo.nn nocoveme HoMepa i1.a o6oco6euamd nosLlt4ut, sa Kotmo npedcmctcnme

oQepma)
2. fiexnap]rpaM cbox Ha Banr4anocr Ha o(beprala: 3 (rpu) neceqa or.{a.rara,

Kotro e uocorleHa 3a Aara Ha itoAaBaHe Ha ocpeprara.
3 , llpuenaalr cpofta ua r.r3n.brrHeHlle lra nopbqxara: 12 (anana4ecer) Mecet1a or

cKnlo.rBaHeTo Ha noroBopa,
4. flpraelralr cpor{a :a nnaxraue: Ao 60 (mecrAe,:er) raaerrgaplrr.r 4uu or

H3B6puBaHero Ha AocraBr{arE H r.l3AaBarret.o Ha cf ar<rypa o.r. H3n6rrir4TeJrr.
5, flpraeMaM cpo4a Ha AocraBtia: fo T2 (ce,r1eu4ecer H ABa) qaca o.r A{oMeH1.a Ha

o6rsrer{14ero 14,4or{yM 3a yqaCTLIe.

9. l lpe'[nafal{HTe I(oHIlellTpa.t.l.i 3a xeMoal4aJIIt3a CT,OTB9TCTBaT Ha L3!tCr(BaHt4rTa.
rocoqeHu g TexHHqecnara cnpqr.i$raxaqux

Iexrapupar'l HeTO 0!i c r(Jray3l{Te FIa npl.iJlo)r(eHar IpoeI{T Ira IO|OBOll.
B cryuafi, ue prga onpe4ereH 3a a3 rrbJr Hr4'1'r3r Ha flopbqKara, oe

:a o6crolrelctBara rro rlJr. 54, tut. I, r. 1 or 3Ofl - cBr.lAereJrut.Bo 3ia

no qn. 54, a,r, 1, r. 6 - ylocroBepeHue or opfaHure Ha
14gnrlnurelua areuqua "f a r4Hc[eKur{r no rpyAa";

10.

11.

3aA6rx(aBaM, npu loAnr.{cBalrgro Ha /lofoBopa :a 116ulec.rneua nopbrixa, /(a npeAc,raBs
al(TyanHu Aol(yMer]rr{ yaocroBepqBaur.l rHncara fia ocHoBar-rHr 3a orcrllaHrBar.re o'1.

npoueAypara, KaKTo r.r c'borBeTcrBlielo c tocraBeHnre r{pHr3pHt4 sa lo46op:

cbal4Mocr;
3a o6cTorTer no .{r. :j4, ar, 1, r, 3 or 3ofl - y.4ocroBepeHue or

opraHr4re no nprixoarire 14 yaqcroBepeHae or ooqunara flo ce/lanxrlero Fra B.b3Jtor(ureJlr 14

Ha KaHAHAaTa rI.rIh

:a o6cro{ren

pa3perreHrie 3a ilbpfoBH.f, Ha eapo c M



r.rJrr.i Apyr AonyMeHT, y,qocTo
IZ3AeJlr.{r, A3AaIeH OT

y,qocToBepel{r4e He cr4

Ha repr.iTopfi{'ra Ha P
- ccpTr4&r4r(aT 3a

ISO 9001 B o6racrfa Ha

Io4nuc Ha rpeAcraBJrrBqrrlo'ro Jrarle

lauuemt MeroAaeea Beqauona

Ynpanraren

(aue, 6irqnno 
^ 6ut"nl", orl

npaBoTo Ha yr{acTHHI1:a Aa TlbpryBa c MeAr.ittt4r{cr(r4
HTeH opraH Ha c6orBeruara A6pxaBa. Pa:peurenue a:rz
oT npoll3BOAr4TeJIr4Te Ha MeAArIr4HCr(4 rz3AeJrr4g, ycTaHoBeHr4
b6JIIADI,Ig

e t.r [ol(A6p?r(aHe Ha cr.icreMa 3a ynpaBJreHue Ha xaqecrsoro EN

AcrBo'ro li/unfi r6proBLrsla c MeI[uI]t4Hc(u uzpenut ulunu

cl4creMa 3a ynpaBreHue Ha r(flqecrnoro EN ISO 13485/13488 u/ulla exnanaleu.rna;



IlptuLocrcerLue Nt 4 - 3adbnJrcun1.en4r.r o6pasetl
flpe)cmaan ce no ccnrca o6oco6eHa no3ullutr, 3a KorLnlo ce not)aaa oq\epma

TEXHI,IIIEC NPENJIOiltEHI,IEKO

oQepma)
2.

ry

(. $;;:;.

flexrapupar'a apo( r{a BarurHocr ua o$eprara: li (rpu) Meceua o'r /-larara,.

floanrcauala !,auue,ra Mel oat,tcsa Belllloea,

Efll 6209098832, a rauec'rnoro Qa Ha Ynpanure n (usnucaa ce dnt crutocmma) na Xiaureni:

OO!, (usnucoa ce uMenxo ua yva'pmrtuxa), cr,c ceAaJraxle: rp. l{uurlrponrp a16400,

yn.Byrnyalca Ne 33, n.r<.56, aApeg Ha ynpaBnerH[e rp. lunarlrp,cerpaa 6400, yn,Iiy:ny4ma.Ne

33, n.n,56, EI4l( 8 3 6 1 4 9 0 5 7)

1, llpeacraetu ocpe$ra:a yqac'r'He lo o6oco6eHa .nosriunr J{q 72
(Monn nocoueme HoA4epe tt.a 06oco6euante no3u14utt, sa kotm.o npedcmaol.nte

(orrro I rrocorreHa 3a aara Ha no{aeaue ua oQteprara.
3 , flpueMaM cpoKa Fxa u3n:bJrHeH r,re Ha fiop:brtr(ara: i 2 (geanalecer) Mece{a or

0I(JIrortBaHeTO Ha AOrOBOpa.
4, llpaeMaM cpo.Ka 3il nJlaulaHe: llo 60 (lxecrAecer) ra,reu4apua gurr or

r.l3B6prrrBaHero Fra IocraBKara d l!3AaBaHero rra rlaxrypa ol r.i3n BJrr{HTeJrs.

5. flplleMaM cpoKa r'ra AocraBna: llo 72 (ceaevaecr:r l.r 4na) qaca or Mor\reura rra
3atB.gBat-IeTo oT cTpaHa Ha 863JIO)I(ATeIt.

6. flpueMaM cpoKa rla foAl{ocr: LIe no-r,,ralxo or 6l)'Yo or o6rqara loAlrocr B

MOMeHTa Ha AOCTaB(4.
7. flexttapvpaM, ve Q'lna uanparnJ rrer'roBu npeAJroxeHr4.r no Bcrzqr(H

HoMeHI(narypz, BKJIIoqeuLI n o6opo6enara n0314r.lHr (xoraro o6oco6eHara no3HrI{.rr BKrlorirja
nolraelrX,rarypu),

8, llpueMaM .Ira tasn$rHltaav Bcll.lKr.i r43rurcKBaH.ut Ha l!3Jro)r{HTeJIt, rocolrerln []

o6qs,'IeHLiero Li AoKyMexTarllirf a 3a yqacrr4e.
9, flpe4raraHl4re rohqeurparu 3i:. xeh{oArrarr4:ia cborBercrBar na r43ucr{Bagufi1'a,

nocoqeHH g Texnu.{ecxara cnetlr.lOHr(aufil.
I0, ,{exlapr.rpana c'bnracHero crl c Krray3r4re na [p].rJro]r(eHr4rr npoeKT ua AoroBop.
11. B cnyuaii, te 6rga onpe4erelt 3a r.r3.r-t'bJrHu'ren Ha rroptqKara, ce



Ynpanaren
V

{nve.6auruuo ra rbaM I'lllls, Anb)l(Hocl

r-rJM Apyr AoI(yMeHT, yAocToBeptBaul flpaBoro Hil yqacrHl4(a ',qa 
rbpryBa c MoAI{ullH9ru'I

r43Aernt, n3AaAeH o, ,,o*II"t"*{T"o opraE Ha Cbo',rBerHa3]a A6p]I(aBa' Parpeureuue u;ru

y.4ocToBepeHl4eHecI.{'I3I{pKBaoTIlpoI43BoAI4TeIfiTeHaMeAI4qI{HcI(I4I43.['eJII4fi,ycTartoBoHH

Ha repr4rop14flra na Peny6hara 65nrapl4.fl

- cepruq)I4(ar 3a flpurafaHs I4 no,DrbpxaHe Ha cllcreMa 3a ynpaBneul4e na xaqecrsoro EN

lsog00leoonacrraHa4poI43BoAcTBoroulunu.ru,p|oBn'TacMeA}{uhHcKl,lvtyJenu*wlultu

cr4creMa 3a ynpaBJleul'ie Ha Kal{ecrBoro EN ISO 13485/i 3488 uluttu eKBI'iBaneHrHa;


