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T' ,.Jl(oIoBoP l/?Jf
ta flF-

)flec. 't:..1. ':.1./.:.2u 17 foa. B rp Ao6puq, Ha oclloBaHlie .ur' 112 v cJl or 3aI{oHa 3a

o6ulecreeHlire rrop:lrlKIl, ce cKJlIoqu Hacroslqutr AoroBop Me]I(Ay:

EI4I(OMEA' OOA, c:bc ceAanl4rue e rp Corlua 1618' o6uuHa-9Tgl:Tu"u'

pailou Buroura, uop.. rru ynpu"nenue: 6yr' "I-{ap Baprac lll" 20lA' o$uc 2' E}41{ 130421331 '

irp.o.ruun"uuno oi l4uurnu flerpoea flevela, onpeae'retr 3a r.r3n6Jrr.rr4'reJr cner rpoReI(eua

[poueAypa 3a Bb3raraHe na o6uecrnena nop:brlKa rnn "o'rrpura" Nq 00083 -2017-0005 ' c

[peAMer: Ilepuo4rzuna aocraBKa Ha MeALIquHcKI.i u31e1&fl 3a IIy)Iil(I4'[e r'ra ,,MliAJ1-llo6puu"

A,n, uapnuar"I IIPOAABAT{ 14

,'MHo|o[Pool{JIHAEOJIFII4IIA3AAKTI4BFIOIEqEFII4E-AOEPI4I{''A/I

rp..{o6puu, c'bc ceAar'II4rIIe ir aApec Ha ynpaBneHl4e; ry:.Ao6pu'I' 
y:r' "IlaHailor Xa'r'on" 24'

rerr. 058/600160, Qaxc: osdlooo+r+, e-mail: =ou!@bsrg-orra1' EI4K *124141302'
nf"o"ruun"uu"o or li_p Tpu$oH Bla4ulrupoe fiop^a.ton l4grrr,:rsnrerer /{upe*rop ua

ApyxecrBoro, HaplluaHa KYI'lVBAtL

Crpauu're ce crlopa3yMtlxa 3a clloAI.Ioro:

TPENMET HA AO|OBOPA 14 LIEI{I4

9:reu 1.(1) llpo4aeavr'r npol(aBa Ha KyflyBaqa Merli tlHllcKllre I43/[erl4t llo:

O6oco6eua nosuqlaq Ne 35: Xupyprr'rvecr<l'I m:ru c cfeuepirparLto yxo;

O6oco6eua no3l{ult Nq 39: Meaar(}lrlcltl4 Bocl'K BONE WAX' c l epuJIeII

/oraKoexa ot 24 6por.l, ga Kosro/xol4ro e yqacrBan B orl{purara nporleaypa 3a Bl3ral'alle Ha

''MFIOIOTPOOIlAFIA BO 3A AKTI4B}IO AEI]I'III4II - oBPnq'AlI

o6ulecrneua noP'sur<a.
(2) I-leuure Ha MealiuIlHcKHTe n3aeJrI'Ilra

cT)rjIaCHO UeHOBOTO rlpeAIO)I{eHl',re Ha yqacTHliKa'

uo crborBe f IrI4 te o6oco6enu [o3ll]II4I4 ca

(3) flpornosuure KoJrl{qecrBa, trocoqeHlt

nop6rrKa He [opDI(aaT 3aA6.II]I(9HIre 3a KyIIyBaqa Aa fI4

CPOKOBE 14 i-I,ATII4I-I HA NIAI{AHE
I{Ien 2. Cpox.rT Ha Hac'rcqulllt AofOBOp e 12 N{ecetta o'l ltalara Ha ilo.4nHCllaHero

vy. [or.onopr,r npoa:s:rxrana lteiacTBI4eTo cl.J llo cKJItoqBaHeTo lla ,r(ol'oBop c llpyl H3n l)JIlll-lTejl

cJrell poBe)I(AaHe ua o6urecrseHa Ilopt'tlKa'
r{jlen 3. MeAprqnscxare u3Aenl4t ule

Ky yBaqa B cpoK Ao 72 (ceAert'rAecer ll 4na) uaca or

B'biJlo)l( TeJrt.
gleu 4, ,nurxtuvara Ha lpoAaBar{a cyMa tro BctlKa oraeJlHa /Ioc'raBKa I(e obre

nJlareHa or KynyBarla tlo 6aH(oeara cMe'fxa Ha [poAaBaqa B cpoK ao 60 (ruecrlecer')

KaJreHAapHu AHI4 CneA Il3AaBaHero ua {arrypa or lpoAaBaqa'
gleu5.CportruafoAHocTHaAocTaBiHuTeMeAI4llI,IFlcI{'1t43AeJlI4'eHeno-

B AoKyMeH'raul'Iqra :a o6u(ecrnena

3axynu B locoqeur.g o6elt.

6bAar llocranqHl4 o'r ltpo.4aBaLla lla

MOMeHTa Ha 3atllflBaHOTO OT CTpaHa lla

MaJIno or 60 ok ot o6uara rornocr B MoMeH'I'a IIa AocraBKa

M'CToHA143Il.bJlFIEI.II4IjlinPEMI4HABAI.ItiI-IACOBCTBEHoCTTA
gJten 6' 3a N'lscro Ha AocraBtHe Ha MeAI'tIu4I.lc(I{Te l43r{en!lt ce ollpellg

"MEAJI-l{o6puu" AA rp l{o6puu, yr' "Ilauaiio'r Xrros" Ns 24' seeuo "liorutruua 
anrera"

grreuT.Co6creeHocTTaB.I,pXy^ocTaB'HuTeMeAI4IIHltcItI4I43AeII{'I,Ip!IcI(67

II6JIHO I4JII TIACTI4qHO I'IM IIOI'dBAHE IPEMHHABA B6PXY KYUYBAqA OT MOMCHTA IIA |IPNEMATI

r4M Ha Mtcro'to Ha aoc'l'aBflHe c llplleMo-npeIaBateJIeH npo'lol{oJl unH apyf paBI.l03llaqe

AOKyMeHr.
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" MFrororpoellAFlA EOAI II4UA 94 A4t4qlq,44E!141!:4Qryry14/.\

TIPABA I4 3AA:bJIXEHI{,fl HA IIPOAABAI]A
gneg B. (1) flpogaeav'hr e aJI'b)I{eH aa cI(JIIoqI4 AoroBop 3a [oaI{3n'bJlHeFII'Ie'

I{ofaro e o6flnur g 3agBJreHI'Iero cH 3a yqacr e [oJI3BaHero LIa roAll3l]T'llHt{rel B cpott 4o 3

AHriorcKJIlOqBaHeroHaaoloBop3arloali3llT'rHeFl:,1€r4lruHaaoII:bJlHI4reJrHocnopa3yMeHl'{e
3a 3aMrHa Ha fiocoqeH B 3atBJIeIrI]ero IIOAr.t3II',bllHI4Ter ]i3n bJrI-lI4TeJt[T l43llpar{a (orl]e Ha

,l,ofoBopa I4nI4 Ha AOflr,JlHlrre,ll{oro cfiopa3yMsHIie Ha B63rO}KI4Terq 3aeAHO C AOKa3arencrBa'

qe ca It3n:L,JrHeHI4 ycroBl4sra [o qn. 66, al' 2 u 11 or 3Oft'
(2) lloall3nr'Jrul4Terl'ire HtrMar npaBo Aa npeBb3narar ejlrla LIJ'lll [oBer{e 01'

geftnocrure, (oL{To ca BKJIIoqeHL B IrpeI(Mera Ila AofoBopa 3a Iloal43ll'l'JIHeH14c'

(3) He:aurcul'ro or Bb3Moll(Hocrra Aa ce I'J3noJI3Bar I Ioal43nlnlHI'ITeJlu '

oTtoBopHocTTa 3a u3It:bJIHeHIle Ha ItofoBopa 3a o6uecrseHa opbqKa e Ha IlpoAaBarla'

(4) Kynynaqbr HsMa aa I'r3B'hplrlBa ArlpeKTHIl pa3lrJrarraHl'Iq c oAE3n6tHI'Ire rure

gnegg.IlpoaanaqbreAn:bx(eHAal(ocraBtMeAI'11\HHcItI4l/l3aeJrl{tltI(ol4To:

1 . orronapl'r Ha q3l'lcKBanutrra Ira vl 82' al i or' 3MI4;

2. ctorgerc,teat Ha I{3IrcKBaJlI'Itra na f{uperrtlaa lla Enpolefrcrus napJlaMellr r.1

CrnerauaEnponaggligECsaNaeararlr.rHcKr4TecpeAcrBa3aJ(I4arIlocrI4I(a(lVD)-cavo:laun
Br4Tpo Ar{afHocrLlqHLI MoAI{III{FICKI1 II3AeJII{' no cMI',ICbJIa Ha $ 1' r' 12 or /lP ua 3M14

3. orronaplr Ha I43I{cKBaHutra, fiocoqeHu B Ao(yMeHTal(llsta ga o6tuecreeHa

nOPT,qKa.
t{len 10. flpo4anau:sr B cpora Ha.4oroBopa e aJl'I'xeH aa I4Ma pa3peureHtre ArrH

yAocroBepeHlle 3a rTrpfoBl'ttl Ha eApo c MeAIiIII4HCKH 3\dTtrtr' I43AaAoHO O',t h3nr',rHt4Te:rullq

ArrpeKrop na tr4AJI flo peaa na 3Ml4
9leu11.flpo'4alaur'rBcpol(aHaAofoBopaeAJ.I,b}I{eHAaIIpHna|al{l]olu.Ibp}Xa

c,]cTeMa3aynpaBJlel{ue,,*nuu..'oo'oENISo900lra/ra;rraENlso13485113488,u|nlu
an"ru*a"rnu,'" o6xBaT B O6lacTla Ha IIpOI43BOACTB OtO Ulrtttu Tbpl oBl{qTa c' Me/\HllHIlcI(14

a34enr4fl.
{leu 12. lipoAanaur'r e aJI6}I(eH ra H3Aaae e cpot< cparrypa 3a AocraBeHl{re

MEAI,IIII4HCK14 I,13AEII4'I.

IIPABA i4 3AA'bnxEI{l4t FIA KyIlvBALlA
r{:ren 13.(1) Kynynautr Ma npaBo Aa npoBeptBa KonuqecrBo'ro Ha BcsKa

oraernaAocraBl(a,KaroItpliycraHoBtBaHeHaHecborBercrBHeeaJl'bll{eHAayBeaoM}4
npoAaBaqa B cPor or 24 uaca'

(2) npu ycraHoB.lBaHe Ha HectorBercrBl4e B Karlec'rBoro Ha rocraBelll4re

MeAI{q}lHcIc4 lr;;teIrvtrKyrlyBaLlt'T e A[!]I{eH Aa yBeAoMI'I npoAaBaqa B cporc or 24 uaca'

(3) Hecr,ornercrBllero Ha Ko'Tl4qecrBoro 14 KaqecrBoro ce ycral{oBgBa c

IpOTOKOn, CT,CTaBeH OT KOMIdCliq, CT'jCTaBeI{a OT An'L}I(HOC'fIIlITe J1I4Ua Ha KynyBaqa'

(4) B cnyvaft, qe lpoaaBaqt'r B cpot< Ao 24 qaca cnea yBeAoMsBane'ro tlo a-rt l

ocopl4 III4cMeHo Hec"6oTBg'fcTBHel.o Ha KarIecTBoTo, 'tloii vorre lla ucKa upoBepKa|a My 01.

yn'nno'o*.ou :ra6oparopul, qpe3 B3eMaI]e Ha Kort,fpoJlH14 o6pa:t'[u oT l(oc'raBl(aTa" I4Jl14

qpe3 cpaBHtBaHeTO I{a AOCTaBeHI4Te Me'/lHIII4HC(I4 tl3'LleJIHtl c peltcTaBelII4Te Moc'lpl4',

oIILIcaHI{e UJII'I CHI'IMKI4 npl4 yqacruero e o6nlecrBeHara nopsqKa

glerl 14. Kynynau'lr e I'JI'IJII(eFI Aa 3aIIJIarI'I yroBopeHerfa L\eHa B pa3Mepa' no

H}'||?l;Jta v B cpoKa, onpeaeJreHl4 B HaCTOtluI'Iq ao|oBop'

HEYCTOfrKI4
9:reu 15 (1) flpu sa6ana FIa aocraBKa or crpaHa IIa lipo/l\aBaqa c noBelle or /q

(AeaAecer n uerrapr,r) qaca, KynyBaqbr liMa npaBo Aa rtotyril4 neyc'rofixa e pa:uep na 01

nOEPUq 9300 E yr.'naHalior XrrroB" 24 A 058iu00utt'l'n""
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" MI-tOIOI]POOIlAFIA BOAI'114LlA 3A AKTI4lll-lO Allrllrlfltr4lt - AOIlPZal" A/l

AoDP!4LI 
ql00 X yn'nrHflnuL xrrri,B' 24 E 058i600488 4)a(c 058/600414 E e Lrail obLb(rt)bergon nct

eatra,4ece'ra) r{a cro or crofiuocrra Ha:la6aneHara '4oc'IaRKa 3a BceI(H 24'taca

(2) llpu ycrauoB[BaHe [Ia Hect'orBercrBl4e B Korl4qecrBoro' npoaaBaqbr e

AJr:b)r{eH Aa AOCTaBI4 IIIiIICBaUIOTO KOJIIfIe0TBO npl{ cneABallaTa AocTaBKa', a flpl4 IIOI'ICI(BaHe

or crpaHa Ha KynyBaqa ts cpoK or 24 \aca' [Ipn netl:n'uueHue FIa roBa 3aa'bJl)I(eHl4e

KynyBaq:br HMa flpaBo Aa nonyqu neycroilxa B pa3Mep Ira 5 (ner) Ha cro or crotlloc'rra Ha

NUI1CBAIIIOTO KOJII-iqECTBO.

(3) flpu ycraHoBtBaHe Ha Ilecr'orBercrBllg B I(aqec'rBoro' npoAaBaqr'r e AJlr'xeH

AaAocTaBI,IMeA[IIIjHoKI,III3AeII{[cyfoBopeHoToKaqecTBotlpl{c,leABaIIaTal]ocTaBl(a'aflpu
uor4cKBaHe or crpaHa Ha KynyBaqa B cpoK or 24 qaca' flpu ueu:lnr'nHeHl4e FIa roBa

3aabnlr(eHr4e r(ynyBaqb.r uMa rrpaBo aa or,ryqu Heycrol4l(a B pa3Mep r'la 5 (rler) IIa c1o ol'

croilsocrta ua neKaqecrBeHara Aoc'f aBKa'

(4) B cnyuaure no anuHel'l 2 n 3, axo npoAaBallltlr lle 'L1ocl 
aBJ'l /lol oBopelloro'

KynyBaqTT l{Ma IlpaBo Aa 3aKyIlI{ ueo6xoAl,tlr,ttlre My MeJ[I,II{I4IIcltLt u3jJienh'| o.| Apyf

AocraBqrlK, I{aro pa3nliKara Me)I{Ay qeHara no AoroBopa u aefic'Lgurerljo 3anJrareHara IreHa e

3a cMeTI{a Ha npoAaBaqa.
rlriu 16.(1) llpu orna: Ha rpoAaBaqa Aa AocraBli 3atBeHure My MeIII]l(lrHcItI4

r.t3Aerr4.rr hnLr npu:a6ala noeeqe or 48 (uernpll4ecer u oceu) qaca' I(ylIyBaq:br I'IMa IlpaBo /la

:axynn ueo6xo4r'1Ml4re My MeAI'lullHcKI'i I'r3aeJII{t or Apyr AocraBqlrK'

(2) B clyuatlre no fipeAxoaHara aJlrlHefi pa3Jll{(afa Me)I('tIy L\eHara Iro AoroBopa }'{

geilcrnurelno 3anrareHara qeua e 3a cMerKa Ha [poAaBaqa

9;res lT Kynynau:l r I{Ma flpaBo Aa rlcKa o6esulerenue B nlrreH pa3Mep Ha

BpeAr{Te, KOUTO e IlpeTT'pngn B pe3ynraT Il a za6aeeuara uluJII] Hel(aqecrlleFlaTa AOCTaBKa

r{leH ts. llpll 3a6aBa Ha nrarlaHe oT cTpaHa Ila KyIlyBa'Ia, llocneAll}'ltT J(',hlr)ltn

Ha [poAaBaqa Heycrofttta, B pa3Mep Ha 3aKoHHara JII4xBa

rlleu 19. Heycroilxnre, o6e3lllereuutra I4 ueHoBI'ITe pa3nHKlt no qr' 1 6' a-'I 2

MOfaT .IIa 6T'AaT yAT,plI{aHH OT BCf KO At')JI}l(J4MO Ha po/xaBaala nJlaljlatle'

IIPEIGAT'BAHE FIA !.Of OBOPA

9nes 20. .{oroeopr,r ce npeKpar.tBa

l. c ugruqaHe Ha cpoKa, :a rofiro e oKJIIoTIeH' ocBell B cJlyltal4re no ul 2' z:lp'

BTOpO.

2. fipll cl4creMHo Hell3ll:brHelllae I]a AocraBKI4Te rlo KoJIhqecl Bo

or crpana Ha npoAaBaqa flo4 clacreuuo HeI'I3I11'JIHeHI'Ie ce pa:6upa rarona'

I{JII,I NOBET{E I1T)TI{ B PAMKI4TE HA CAI4I-I KANEHAAPEH MECEq' I'IJiI'I IIOB9qE OT TPI4

Ha cpol(a Ha AofoBopa;
3. npu cb3.4aBarlero Ila yclIoBI'If 3a AocraBl(a Ha MeaI4uHHcKl'ITe Ii3AeJru.{'

IIpeAMeT Ha AOfOBOpa cneA npoBell(aaHeTo Ha ueHTpaJII'I3I'IpaHI'I enexrpoHHl{ T6pfoBe'

4. n c:ryuaii, *a 6ua" rpoMeHel.Ia HopMarrlBl{ara ypeg6a' n pe3yJ(Tar Ha Koero

oTIIaAHe neo6xo4l.itr.toc.rra oT AOCTaBKafa Ha MeAlIWlgcI(I4re u3aeJlli{, t{oll'Lo ca [pe'l]MeT Ha

AOTOBOpa;
5. rtpr'r HeB:L,3MolI(Hoc-t ra ce ocl4rypu cf uHaucrlpaue 3a I'{3III)JIJIeHHe ro I{a

ttlu,'ru ttt]'{ecrBo
r.l3B6pUIellH,rf,ila

n6TH B []aMKUTe

nopbrlKaTa l1O tlpurll4l{U, KOI'ITO ltynyllaq'bI IIe e MOrl)Jl Aa llpelul}rl'U4'
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I(oMIIeTeHTHI,I'IT c'bA B fp. l{o6puu, ocBerl B cJlyqatjTc, I(ofa.].o flpcTeHItl{',fa e llpe,l\'Bel]a IIo

peI(a Ha 3anoBeaHoro npol'i3BOACTBO.
rlnen 23. 3a sctlqxu lIeypereHl4 rro HacTo.r[qut AoroBop B])rlpoct{ Lue ce rpnnafar

Hacrosullqr AofoBoP ce c'ocraBtl

rpor.aBaqa u aBt ja Kyll)'Barla

KYiIYBA9:

pa:nopea6ul'e ua 3Ofl, flfl3oll, 33/{ u T3'

{lreH 24.(1) 3a nzult'trtlsn aApecl'{ sa nplleMallc na cr'o6uleual' cBbp3alll4 c

Hacroslquq AoloBop ce cM.grar aApegll'lle, llocoqeuu B Haqaloro lla AofoBol)a

(2) Ilpu IrpoMtl{a Ha ,(aHHIlTe no [peAxoAHara alll4Hes' cr>orBerHara crpaHa e

ajl])r{Ha Ia yBeAoMI4 ApyfaTa B TprlAHgBeH cpoK or llpoMtHafa'

flpu ctcran.nue Ha Hacro{lqu'f,T AoroBop ce llpeAcraBlixa o'f H3flrttlll{TeJll

creaHrrre AoxyMoHTH 3a .{oI(a3BaHe rHrtcaTa Ira ocHoBaHut 3a o'fcrpaHtBaIIe:

-sao6crosrelcrBataIIoql54,an1,r'1or3OIl-cBI4AereJIc'rBo3ac'LAl'lMocfi
- sa o6crotre.JtclrBo'ro flo q:1. 54, a'r' 1, r' 3 or 3C)11 - yaocroeepeH[e or oplal]ure

o nplixoAlrre 14 yaocroBepeHr'te or o6nllrlrara no ceaaJlul[ero FIa B'b3J lo)l(!,t'fellt tl Ha

I(aHAU.[aTa Hnu yqacTHI4I{a;

- ga o6croqte:rcrBo'fo no ql. 54, al i, r' 6 - yaoc'toBelleHhe or opl'allu're Ha

tr4gn'u,ruurelua cteHuhq "l-JaeHa HHCncl(uht no Ipyna":

- pa3pellleHl4g 3a Tl'pfoBr4l Ha e'I1pO c MeAulII{HCI{u ta1entfl' lI3llaAeHO OL'14AJI

unr4 Apyf AOKyMeHT, yAoo'roBepqBalrl paBoro Ha yqacD'II4Ka /la Tr'pfyBa c Me'L(I4IlI'lHcl(I'I

I43AeJIIttl, ll3AaAeH OT KOMne felITeFI OpfaH Ha c:LOTBeTHaTa A6pXaBa;

- cepru$urar 3a npl{raral{e u uoA'rlbp}I(1le Ha cucroMa 3a yllpallJlellue Ha

KaqecrBoro EN ISO 9001 lrlr.riu EN ISO 13485/13488 n/r't:tn crcnranarte*rHa. c o6xBal s

o6racrra ua npou3BoAcrBoro u/ulu rtproelllra c MeAI'iIIHiIcrtH u3reJlI'1t'

llpu,rox<enr.i.r Ii'bM rloroBoPa:
1. Texgu-recro perrox(eHl'Ie 3a Il3fllnHel{I{e ua nopbqKara;

2. I {enono rpernoxelll4e.

e rpra e4Hoo6pa3Hl eK3eMrJrtpa, e,[uH 3a

I
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rrpwoxceu,e rft 4 -::!:::;#:::#::;;tr,,, Kon:mo ce nodaea oeep

inedcmaoa c(; no qcflKct o0ol

TEXHI{ITE CK O IIPEAJlO tr{DHIIE

floAn ircaHurr/aHata l4eaHxa llerposa l;;tli; FiIO OA (us nu cr: a c e YIY:Y!.1 
1 

^a

4909126556, B KaqecrBoro

llolnilcannrt'" '' ""'1\ tEA' OOA \u,nucBu "'..!'::"-'
ch Ha ynpaBl4re n tanucsa ,,::l::f::y:).J?,;'r",]l,ll;;f. 6y"lu.n Fopr.rc llr N-'201A'

";::; ::.",\: :7::;;;';;'- *' co s rix' aspec Ha vrp aBn eril4e

EI4K 130421331 ,

l.f ipescrau'rooeera3l-v-'{,1cT;:;:;::,;;';'#,:l;#i:l;l),,,r,u
(Muin nocoqeme HoMePa H(

ocfepma) ^,..\k Ha BaJrr'aliocr na oQeprara: 3 (rpl,) veceua or: aa

2 ,[er<naPnParv c" " ^-L^^.ora
xotro e nocol{elra 3{r aara^Ha.n-oAaBi:::i;fi:';; nop'brrKarr: l2 faeaHanecer ) Mcceua

i 
'npt"** 

cpoKa sa I'I3nr'JlHeHI4e Ha

ro Ha AoroBopa rra'e: Ao 60 (ruecrAecer) Ka'{eHAapHn

4. Ilpllol'rau cpoKa 3a * 
^^ "-. ;hi'..rv1.rA or I43't,irH14TgJIt.

cr(nrcqBaHero Ha AOroBOpa'

,=",0."u*3,ol1lTJH''#'#";*::5;Xn;;1*i.:J;J#;Tfr'J":i"tffiin'#[T:J#i"i'#*" 
"4"-t' Gr'*^""' tn Ana) qaca or

satBflBaHeroorcrpal{aHaB6iiltnffi;"*, He no-uarrco or 60 % or o6u'aTa

6. flPueuau oPol

MoMglITa Ha AocraBKa qe ctM I{anpaBI4[ qenoBr4 npeAJloxeH]if IIo 
-]JU7 ,l,ernaPnParl'

HoMo'K,,arypl{, B1(JrIoqe]{11 " "oltt"oT*,*t't"t'"qul 
(xoraro o6oco6ellara [o3I4IrI4fl BKJII.

,ronoarrnnutypz) -^ I43rr.oJtrrrBaM BcnqKlr li3r4cKBalll4fl Ha B63no)Kl'lTert' flocoqer

B. [IPueuau Aa

o6.sn:reirnero n AoKyMeH-raul4ll"1r1ll;ilil";" xeMoArrarrr{3a csorBercrBar Ha Lr3r4c(BaHut

9' flP eP'naraunre

nocoqeul4 e reryu-re1111i,:X;Xi*ffi? 
o Kray3nre Ha np1'noxe'?r'' npo'eKr 11lo.Yo

10' ,[exnapupau cT]rracheru-un \.,""J"'''.*"""t"rr 
Ha flop6qKara' ce 3aA6JJ[(aE

11. B c:ryuaii,.re 6GAa onpeAeneH'u "11:nY:ouqKa, Aa peAcraB,r aKrya

np",,oon""uuo*" :l-i;""""f;# Jf T:ffiH?" ;i 
""'#n#;oJ"' o' npou"ovp

nono*"ot, yAocroBeprBaur;;;;;;;;; 
rpu.repnu:a,noA68nn 

_ 

"uro"r"n.rBo 
3a c6A!1Mon*ro ' ""o'u.'"'o'"* ;;"#;;;';;: ; !,J ,,rrt,"l.ron 

- yAocroBepeHrie or opfal

- ga o6o'rosterorBoro rlo un' 54' an t' t-1 "li'"'i'l*Jt "oi 
Jutnotntttn" t

no nDI4xoalire " 'oo"tou#i'"";;;"';;"""t" 
no ceAanr{rqero Ha B63'oxl{rerf

"uno'outu i";tt;;;i:lcrBoro no u'r' 54 a'r'^I,' 
.r'' 

6 - vaocrosepeHue or op|aFlr1

- 3a uuuru^!""'-'inu 

"r"n"nu"n 
no tpv11.:.,.,n"Ku 

r43Aenr4tr, r43AaI\eHo o-r
I4gn:rlnzre:ma ar""o1l.'^Y.*o.oBr4, 

ua e,r,po c MeAI'IuI4
pa3pelreHr{e t""JS;;;; 

;;";;t" lra yrlacrHl4(a Aa rr'prvBa c MeAI.Ilr!

uil.i Aplr Aor(yMeHr, to"tt;Jr"J;;;";;;; 
"" 

cborBerrral'a Abp)I(aBa P*It"tt-::j-:

ln:ru;r:nf:: #''llT# ;;^ ;oi'u"o"'"n"" Ea MeAnIII4Hcl(D "1:*',, t' 
Tl

H"r"p"rip""tu Ha peny6.nuna E!'nrapris:! ,l i Utzll

\

,ji
hl

AH14

MOMEHTA

roAI{OCT

cKl'l

I]JI14



- ceprl'Id)w ar

KAqECTBOTO EN ISO 9OO 1

fi3Aenll'I 'tllv Ll cr4creMa

EKBI{BAIEHTHA;

3a npl'iJlaraHe I4 lroAAlbp)Kalre Ha cI4CTeMa 3a yrlpaBneHli9 Ha

n o6lacrta Ha [poli3BoAcrBoro r/nitli rbpfoBl{.fiTa c Meru{uuHcrl4

3a ynpaBrleHne Ha KaqecrBoro EN ISO 13485/13488 u/aln

I

t\l
)1

tj
Iloanuc H& nPeAQTaertssalqoro n]rqe fi IIo9&T: " " ' I

tr4eanxa Iletpona fieqesa - yIrpaBI4Ten

(fl\ae, 6arqlaHo n $ar'tutu& Artlrtuocr)

",.s.l

{-

(



.TEXHI4TIE CK O IIPEA'T O ilt E HII E

flo4nucanulr/au ara Asalxa flerpona lle.]eea' EfH 4909126556' r raueoruoro

cH Ha yfipaBrire tr (uznucaa ce d'Lbict rccmma) na 
"Btr4KOMEA" 

OOA (usnucea ce u^4emo Ha

luacmuurca), cT'c ceAa,'II4 Ie: rp. Co$ur, aApec Ha yllpaBneHlle 6y:r' I-]ap Eopuc III N'9201A,

"eiarc t:O+ztr:Z 
,.C\

1, flpe4craurv o(repra:a yuac:rne no o6oco6eua nosnqul J\! 35 ,."-," "ti;
(Monn nocouemi 'io*'pi 

ua o6oco6euama no3ullu'' 3a Kotllno npedcmaattme \
oQepma)

2. l{ernapupau cpoK Ha BanliAHocr na o(reprara: 3 (rpn) ueceqa or Aarara'

Koqro e IlocoqeHa 3a Aara qa noAaBaHe Ha o(peprara'

3. Ilpuerraau cpo*a Ha 1r3nr,1tHeulre Ha rroplbr{I(ara: 12 (AnasaAecer) ueceua or

oKJIIOqB alleTo Ha AoloBopa
4 llpuennarra cpoKa 3a nJlalqaHe: ao 60 (urecraecer) raneH4apHll AHrl or

Irr3BtprlrBaHero ni Aocrasxara u Ir3AaBaHgro ua $arrypa ot I43rIbJiIrI'ITer's'

5. Ilprerlrau cpoKa Ha AocraBra: 'n'o 
72 (cegerra4ecer u aBa) qaca or MoMeHra Ha

3arIBSBaHero oT cTparta Ha B63nOXI'lreJI['

6 llPuevarrt cpora Ha roauocr:

MOMESTA ]TA AOCTABK€I.
'7 . [euaPnPau, qe clsM

HoMexKJrarypri, BKJItoqeHI.t n o6oco6euara

nonenx:ra'rYPu).

I{e no-ua.nro or 60 Yo or o6uara roAHocr Br

HaflpaBl{n IIeHoBI'I fipeAnor(eHl',Iq fio Bc]lqltHi

no3uu,qt (xora'ro o6oco6euara no3l4lll4t llKJrloqBa

Ir3UCKBaH14t Ha BbitoxH iejlfl. nocoLleHh B

oT oplal'Il4Te IJa

o6sn:reuue'ro I1 AoK)aN'IeHTaIIu[Ta 3a f Iacrl49'

9, Ilpeglaranure KolllleuTparli 3a xeMoAI4aJII43a ctorBercrBar H& lI3lICKBoHI{flTa;

nocoqeHn e TexH nqeucata cneunrlurcauur'
10 ,{erinapuparra "utnu"""'o 

cl'l c KJIay3Iire Ha flpfino}I{9Hl.lt npoel(T Ha AofoBop'

11. ts c:ry'rau, qe 6t'Aa orpeAerleu 3a I43n'bJIHI'tre[ Ha nop:bql(ara' ce 3aAlnxaBaMr'

IIpu I1oArlricBaHero I{a aoroBopa ea o6utt:ctBgHa nop6r]Ka' '4a npeAcraBs ilKq/aJIH H

AOKyMeHTU yAocToBep{Ba'lllfl JlIZIIcaTa Ira ooHoBaHlrt 3a oTcrpaHsBaHe or [por\eAypaTa'

KaKTo I{ c'borBercrBll{}To c nocraBeHl4Te (prlrellr4li sa noA6op:

- ga o6cro.srelcrBaTa no qJL 54, wt.7, r' 1 or 3Oll - CBI4AeTeJICTBO 3a cT,,l{}IMocT;

- 3a obcTO{TeIcTBoTo no ul' 54., al. 1, r' 3 or 3oII - yAoctonepeHl{e oT opraHl{Te

no nplixoAl{Te I'i yaocroBepeHv e or o6uus ara no ce'Aa[uuero Ha B!3JIOXI'1T}JI9' A Ha

8. llpllev.au ,4a I{3116J1HflBaM Bcl4rIKIi

KAHI\I]dAA| a v ][tr yqacTHI'I Ka ;

- 3a o6crogret tctsoro flo qn 54' ast l' r' 6 - yAocroeepeHae

14:nlmrlrrenHa areHulrg "I'raeHa I4I{cneKql4fi no rpyAa ;

f ii.li:ilffi J ;'J"lol" """ 
i; ;^n o' *'o'u" 

" "n" Y" Yl :,I'!T::j###
!{rlri .4pyr Ao(yMeHr, yao"tuu"p"uuut rpaBoTo t-1 ]-11:::::" ii.:::tT^:
;:,;"X:^l: *;;;;' ;" ;;'""'&'"" op'un nu *"':: i-1T1.-TillilS; "l143)\eJl4tt, vrlAaAe\
yAocToBepeHl4e He cll I43I4CI{Ba oT IIpOI{3BOALT9JlI',lTe Ha MeAI'IIII4HCI(I4 l,j34e\|\fl',

*nu t"p"top"otu na Peny6rtuxa E snrapr'u;



\
rsiH- cepr:uSurar

KarrecrBoro EN ISO 9001

I43IeJrIrfl u/uflu cucrelr,ra

EKBI'IBANEHTHA;

3a npliJlafaHe 14 rIOAAsp)KaHe Ila cucreMa 3a

s o6nacrra Ha npol43BoAcllBoro u/t'ilu rbpfoBl'l.sra c

3a ynpaBneHve Ha Kar{ecrBoro EN ISO 13485/13

llo4nuc Ha rrpe,qaraBntBa loro nl{ue 14 Ileqar:....'.'. 
;. { ))

I,Inauxa flerpona fleqesa - ynpaBr4ren lJLl,, ,'''
(uve.6arultHo u cfatunlur. nnbntHocr) rt -


