
4-!u,MHO IIPO@I4AHA EOAHIIIIA 3A AKTHBHO AEqEHI4E _ BPI4I]"

Aoro sop Ah36

tn,,,.&.h.!.!aors ,oa.l * o"uo^ ,:,",'::"::qr. r r2 la c,r. or 3a

o6rTlecrBeHltre qopruxu, ce cKJrroqu Hacror lt4sr AoroBop Me)K,qy:

"EnI4T MEAI'IKAI" OOA, ctc ceAanr4ure n rp. Co$ua I42I, pairon lli,

arpec Ha )rrp+BneHue: 6yr. "Apceuarcxn" 65, er. 1, o(fuc 1, EI4K 1301

Aof oBoP lh36
..&h.!.!rortro.q. B rp. .{o6pru, Ha ocHoBaHve qn. 112 r.r cn. or

alpec Ha )rrp+BneHue: 6yl. "Apceualcxlr" 65, er. 1, o(fuc 1, EI4K 13
npe,qcraBJrrBaHo or Kpacul.lup Acnapyxon Kupxon, onpe4ereH sa usnsrHurer c Pet
20 121.08.2018 foA. Ha B63rroxr4rerrr, cJre,q rrpoBe,qeua nporleAypa 3a B63Jr

o6uecrnena noqbrrra rrrrr "orxpura npoqeAypa" Nq 00083-2018-0007, c npe4uer "
na :ra6oparopurz KoucyMarr4Br4, peaKTuBu rz rocroBe 3a orAeJreqrzr "I
inruxpo6uonorzxf ', "TpancSysuoHHa 

' 
xeMaroJroruq" r4 "Krr,ruuqHa naro:Iorrzs",

npeAcraBnrBaHo or A-p Cnero:ap Baft.ren flerpon - tr4sntmrurelelr
ApyxecrBoro, uapn.rana KYIIYBAT{.

C'rpalrure ce cnopa3yMrxa 3a cJreAHoro:

TTPEAMET HA AO|OBOPA 14 r-lEHr4
1. ( 1 ). flpo4arau:sr [poAaBa Ha xynynava ra6oparopur.r KoHcyMaTr4Br4,

xerrarororzq" : liorr.reurnarypa J\b 45. 1

(2). Ilenure Ha :a34erxsra no a;r.1 ca clrJracHo rIeHoBr4Te

rrpoAaBaqa u ca Hepa3,qeJrHa qacT oT HacTofrqfis AofoBop.
(3) llpornoaHure KoJruqecrBa, nocoqeHrr B AoKyMenTarlr4.sra ga o6u

rroptqKa He rropitxAar saflarxeulre 3a KyflyBaqa Aa rr4 3axyrrr4 r nocoueuux fr6eri.r.

CPOKOBE I4 HAqI4H HA ruIAIIIAHE

3. lldco.reHr,rre n .rr. 1 nsAerr,rs ule 6rAar AocranrHr4 or npoAaBaFa Ha Ky
cpor 4o 14 (uer4prnua4ecer) KaJreHAapHr,r AHn, cJreA 3arBrBaHero rrM or KynyBarra.

4. llr'nxurlrara Ha rrpoAaBaqa c)rr,ra no Bcqna orAerHa aocraBKa irle 6r4e
or KylyBarra no bauKosara cMerKa Ha [poAalarra B cpoK Ao 60 (lrecr4ecer) raneu4t
cJrel r43AasaHerQ Ha Qa(Typa oT rrpo.qaBaqa.

5. Cpor<sr Ha roAHocr Ha AocraleHrrre u3Aerr4s rpx6na ga e He rro-r<pafi,lt
0/o (ruecr4ecer npoqenT a) or o6rqr{ cpoK Ha foAuocr K6M MoMeHTa Ha Aocr{Brara.

,{o6puu, y:r. "lI {arlor Xuron" 24.
7. Cb6crneuocma Bbpxy AocraBrHrrre n34errvs. rl prrcKtT

rraoTurrHoTo rrM rrofrrBaHe rrpeMrrHaBa Br,pxy KyrlyBaqa oT MoMeHTa Ha

AOCTaBTHe C
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"MHO IIPOOI4AHA 6OAHI4 3A AKT]4BHO AEI{EHI4E _A BPI4TI"

IIPAPA 14 3MT'NXEHI4JI HA IIPOAABAIIA
lhes 8. (1) llpo4anavrr e Ar6)r(eH Aa cKJrroq[ AoroBop 3a rro

Koraro e o6tBI.Ili B 3arrBJreHr{ero cv 3a 1u-uacrne rroJr3BaHero ua no4usnrlunrel. B
.qHI.{ OT CKIrOqBqrreTO Ha AOTOBOp 3a IIOAr.I3nSJIHeHI.,e VIMA AOICnHTZTeJTTIO C[Opa3

3a 3zutHa Ha flpcoqeH B 3arBJreHr.reTo no.qIBIIbJlHI4TeJ] r43nbJrHr4TeItT LI3Ipaqa
AOfOBOpa r{Jrr,r H? ,qonbJrHr4ToJrHoTo crroptByMeHr4e Ha B!3roxrzTels 3ae.{Ho c ,qoKaAOfOBOpa r{Jrr,r H? ,qonbJrHr4ToJrHoTo crroptByMeHr4e Ha B!3roxrzTels 3ae.{Ho c ,qoKa3
qe ga r,rsntrHeurl yciroBrrrra no -rn.66, wr.2 u 11 or 3OlI.

(2) Ifo4u:nrnuraTeJrrire HrMar npaBo Aa npeBt3narar eg.r'a r4rpr Tr

4eftnocrure, Kor{To ca Brurro-{eHu B rrpeAMera Ha AoroBopa 3a noArr3nbJrHeHrre.
(3) flesasucuruo or Br3Moxuocrra Aa c9 r.r3noJr3Bar rloAr.r3rrl

orronoprocrra Ja rr3rrtJrHeHue Ha IoroBopa 3a o6rqecrneua noptqKa e Ha [poAaBaqa.
(4) qBT HSMa Aa r43BT,prrrBa ArrpeKTHV pa3[JrarqaHrzr c no

9. llpo4anavlr e AJrtxeH Aa,qocraB.f, MeArzuuHcKr4 ri3AeJrr.m, Kor4To:
HaHeceHa "CE" uaprcraponKa B ctorBercrBl.Ie c u3lzcKBanlzfra Ha r{Jr.

1. ,I{al urraa pa3perxenue rrJrr4 ylocroBepeur.re 3a rtproBr4x ua e4flo c rrae4l

u3nerfitfl, rasAa,qeHo or I,Ignrmrzremrn.f, ,qupeKTop Ha I4AJrl no pe4a ua 3MZ.
2. lQ npumra u [oAA6pxa cucreMa 3a y[paBJreHr4e ua rauecriroro ISO

o6nacrra Ha [poa3Bo,4crB o'ro u/uttu rr,proB]4sra c MelrrrIr4ucKrz vsaer s. ilutv cuc
ynpaBrreHr.re Ha 4aqecrBoro ISO 13485/13488 ralhnra exsr4nareurHa.

(2) Ilpo4anausr e ,ryrtxteu He3a6aBHo .qa yBe.qoMn KyryBarra ripfi orn
c:borBgrnlrre paqperxgnurr nJrn o6egcnrnaue Ha yAocroBepeHrrr.

rlnes 11. Bcxra or4enHa AocraBKa rpt6na ga e npu4pyNeu{ or 4o
yAocroBepf,Barq{ nponsno4urenfl, aprtrrr'trfl, nouep, cepuftuur HoMep,
o'r auant43nur coprulpzr<arz (opurunanru, 3aBgpeHo xonne unu ny6n
AOKyMeHTr4parrI4 npor.r3xoAa, cscTaBa r.r TeKyrlurf KoHTpoJl Ha KaqecTBoTo

lheu 12. flpo4aeaurr e AJrb)r(eH Aa u3gape n cpor tfarry
MEAI'I qIIHCKII II3AEJIII'.
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6. ca npou:ne4sHn or [por.r3Bo4rzre:r, xoilro npfiraxa ]r rrog4BBxa
yrrpalneHne Ha KaqecrBoro ISO 9001 uluttu cucrewa sa ynpaueHue uf na,

IIPABA I,I 3M:bJIXEHI4II HA KYIIYBAqA
Vrten 13.(1) Kynynaur,r zMa rrpalo Aa rrpoBep.f,Ba r<o:rz.reCrnoro na

oTIeJrHa AOCTaqKa, (aTO rrpr4 ycTaFoBsBaHe Ha HecsoTBeTcTBr49 e aJr64{eH Aa yr

flpo,qaBaqa B cpcir< or 24 uaca,



(3)H ETO HA KOJII4qECTBOTO 14 KAqECTBOTO CC YCTAHOB'BA C

CICTABEH OT cbcTaBeHa oT AJIS)KHOCTHI4Te Jrrrrla Ha Ky[yBAqa.
(4) cryqaft, qe npoAaBaqbr B cpoK Ao 24 \aca cJre,u yBeAoMrBaHero rro

ocflopr4 [I,IcMeH HECSOTBCTCTBI4ETO HA KaqecTBoTo, Torr Moxe Ia ficKa npoBepKaTa

YII!JIHOMOIIIEH unu ra6oparopur.
rlren 14. Kynyeaurr e AnBXeH Aa salraru

HAIII.IHA II B o[peAeJreHra B HacTorrqEs AoroBop.

(2)
MEAIZIII4HCKI4 I

HEY
lltreu

(.4eaaecer u
(nyna qxno,
za6asa.

(2)

I4AHA EOAHI4IIA 34 AKTI4BHO AEI{EHI4 E - BPI4I{''

YCTAHOB'BAHE HA HECbOTBETCTBI,IC B KAqECTBOTO HA TOCTA
KynyBar{tT e AJrr,xeH Aa yBeAoMrr npoAaBaqa B cpox o'r 24 .raca.

yfoBopeHaTa qer{a B

TOIZKI4
15.(1) npu saiaoa Ha AocraBKa or crpaHa Ha fipoaaBaqa c fioBeqe

) vaca, r<ynyna.r:sr uMa rrpaBo Aa noryrrI,i ueycrofina ts pa3Mep

4ecera) ua cro or croftnocma Ha :a6aseuara AocraBKa 3a scerz 2

ycTaHoBtB Ie Ha HecT,oTBeTcTBIZe B KOIT4TTeCTBOTO, IIpO
nl4ncBalqoro (oJrr4qecTBo nplz cJreABarrlaTa IocTaBKa, 4 IIpH no

qa B cpoK ot 24 ,aaca. llpra uer,rsn:snneHr4e Ha rpBa
Aa noJr) rr,i neycrofir<a B pa3Mep ua 5 (ner) Ha cro or c

Il ycTaHoBtBaHe Ha Hgclr,oTBeTcTBLIg B KaTI9CTBOTO, IIpOAaBarIT'T e
,r3lgrrvfl c yfoBopeHoTo KaqecTBo [pr4 cJr9,4BarrlaTa AocTasKa,

Ha KynyBaqa B cpor or 24 saca. Ilpr.r ueu:nalureHrre Ha
T r,rMa npalo Aa rroJryqr4 neycroftra B pa3Mep ua 5 (ner) na c

AOCTaBKa.
(4) cryqa re no arr4uerr 2 u 3, axo npoAasar{br He AocraBI4 AofoBo

KyrryBaqsT

AOCTaBqTZK,

3A CMETKA HA

rr34el 4g. Vnfi
3afiyllr.r Heo6xo

(2) B cryqauTe IIo [peAxoArraTa anfiHer pa3nri(aTa Me)r(Ay rIeHaTa IIo Aofo
,4eftcrBr.rrerHo

!Inen
BpeAIlTe, KOTTTO

rlrten

IIpoAaBaqa B pa3Mep Ha 3aKoHHaTa JIftXBa.

9neu 19. Heycroftxure, o6esrqereHuxr:a u rleHoBrrre pa3rltKr.r plo vn. 1t5,

rrrorar ga 6r4ar px(aHri oT Bc_sKo AsnxHMo Ha flpo,4aBaqa nJralrlaHe.

IIPEKPAT'BAHE HA NOIOBOPA
9nen 20, ,{oronoprr ce lpeKparrBa:

r43peqeHl,re BTopq;
? o.l r,rrnnaprrarra cTpaHa npH cricTeMHo He 3[6rHeHr{e Ha 3?A6JrxeH.

AoroBopa. lIoI pncrelrrro HercrrtJrHeHrre ce pa36ripa raKoBa, v3BbpueHo ABa rzJrr4

nr'ru B paMKr4Te ia e4un xa,ren4apen Meceq, r4Jrn rroBerre or rpr.r rrr,Tlr n pauicure na c

AOfOBgpa;I //- ,4/l / </IV\ YV
lr

rIneH
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AJIlrx(eH Aa AOC'

oT cTpaxa Ha
K)'rryBaqsT vMa
Jrr4rrcBaqoTo Ko

(3)\JJ

Aa aocTaBr.r Me,

nolicKBal{e oT
3aAsD(eHLI9 K,

crofisocrra ua

16.(1) Ilpu orKa3 Ha rrpoAaBaqa Aa AocraBr,r 3a-f,BeHrrre My Me,

sa6asa noseqe or 48 (verupz4ecer u ocelr) .{aca, KylyBaqtT riMa
MnTe My Me,qrrqr{HcKr.r z3AeJrr{r oT Apyr AocTaBqriK.

IIeHa e 3a cMerKa Ha [po,uaBaqa.
17. Kynynavm r.rMa fipa"no li ucxa o6esrqereune B ntJreH
npertprrrJr n pe:yrrar Ha sa6 aseuata ulunu uer<avecrnenajra 4oc

18. IIpu 3a6aBa Ha rrJrauraHe or crpaHa Ha KyuyBarra, nocle,[nuar



''MHO

3.

npoBexAaHero
4.

nop6qKaTa no

3A AKTI,IBHO AEqEHI4E - BPI4q'

cT,3AaBaHeTO Ha yCIOBltr 3a .qOCTaBKa rra MoII4TII,IHCKI.T tr3lerfirfl
rleHTpaJrr.r3r,rpaHn oJreKTpoHHr4 TbproBe.

9neH 22. C'rpauure no

HeB63MO)KHOCT .qa C0 OCrrypU (przHaHor4pane 3a

KOnTO KynyBaq6T rre e Morr,Jr Aa [peABlt4rr.

IIP YCJIOBI4JI
9aeu 21. Crpanure no AOfOBOpa H9 MOfaT .qa tO U3MeH.f,T, OOBeH B

IIPEABV AEHIi B 116 or 3OlI.
ue pe rasaT Bt3Hr,rKHaJrrrTe IIo

crropoBe rro
AOfOBOpa

aKo ToBa e
KOMIIETEHTHII.,IT

r{ren
pa:nope46nre

Haclosnlr4s
(2)

AnEXHa Aa

llpu
CJIEAIIIITE AOKYI

o cbfJlaclle, a
n rp. .{o6pu'r.

Hepa$Aemra qacr or Hacrorrq[t
npelloxeHr4e 3al v3rrbJrHeHEe Ha lop:brrKaTa.

HeB63MoxHo, no peAa ua fllK, npe4

,4OrOBOp Ca TeXHUqeCKOpO rr

3OII, III3OII,33[ z T3.
r{,nen 24.(1) 3a BaJrr.rAHr4 a.qpecrr 3a flprreMar{e na cr,o6rqeurza, cnr

ce cMrTaT a.Apecl.iTe, nocoqeHll B HaqaJIoTo Ha AoroBopa.

23. 3a ncrrrra HeypeAeurr rro Hacrorrqur AofoBop B6rrpocr4 rqe ce

npoM.sHa Ha AaHHTITe no ITpe.4xoaHaTa anLIHe ., cBoTBeTHaTa

MLI .4pyfara B rpr4.[HeBeH cpoK oT DpoMflHaTa.

cbcTaBrHe Ha HacTorfiIu.rrT ,qofoBop ce fipe,qcTaBr.rxa oT
3a AOKa3BaHe JIIIIIgaTa Ha OCIIOBaIII4' 3a OTCTpaHtBaHe:

rreJrcrBara rro qn. 54, a-n, 1, r. 1 or 3OlI - cBriAereJrcrBp 3a
rrn un 54 an I r 'l n.r ?OT-l - yaocToBepeHl4e oT

yAocToBepeHr4e oT oorqrrHaTa rro ceAanuqeTo Ha B5?JroxrrTeJrt

;

crBoro rro 'tt. 54, m. 1, r, 6 - yAocroBepeHr4e or

HacrQsuvsr AoroBop ce cbcraBrr B TpIl e4uoo6pa-:nu
lpoAasarra r.r AB4 3a KyIIyBaqa.
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-34
-34

no [prrxoArrTe
KaH)Ar4IlTa I4I[I|

-34
I,Isnrruuremra {reuqux "|rtalua uHcneKr{rrr no rpyAarr;

- pa3perxeHrre 3a TbproBlr.s Ha e.qpo c MeAI{IutHcKLI 
'j3AeJruA, 

r{q.{aAeHo oT

nJrn,4pyr 4or<y$eur, y.qocroBeprBarrl npaBoro Ha yrracrnv(a Aa r6pryB{ c MeAr.rq

L.,34errrfl, rr3AaIeI{ or (oMnereHTeH opfaH Ha cborBerHara a6pxaBa;
- namsihqrqr nq-* npnJraxaHe rr rroMrpxaHe Ha cr4cTeMa 3a- cepTulpr{KaT 3a npnJraxaHe rr rroMrpxaHe Ha cr4cTeMa 3a yrpaBJr(

KaqecrBoro ISO 9001 s o6racr-ra Ha nporr3BoAcrBoro uluru rlproBusr? c MeAr

uziomx ulutu cuc'revra 3a ynpasJreHze Fra KaqecrBoro ISO 13485/13488
EKBI4B'}JIEHTHA;

IIPOflABAT{: KYIIYBA
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toIIPo(Du^ttA BO 3A AKTI4BHO NEI{EH}IE - EPi4q"

JYl7 - sadblt,rcumerev o6prce4

TEXHI{IIE CKO NPEAJIOKEHIIE

Kpacurr.rnp AcnaplxoB K'pros. Efl{ W ,/rf J,3/,(,,
Jr(u3nucaa ce dnt crcuocmma) ua ,,E,rnr Me4nxaa,, OOI (usnucea ce
, :_t_:-":lTl1g"j rp.Cooux, aApec Ha yrrpaBrelrr4e 6yn.,,Apcenanorur,"

erax 1, 1, EI4K 130824861,

cunaY
HA

Cssera ua

. Ipanr ore4aoro npeAJroxeHue 3a r.t3nrJrHeHl{e Ha rroptqx&Ta $
e cneqlrSnrauur A n3r4cREaHuATa Ha Bb3JlorrcareJtrL:

oa nporr3BeAeHl4 or npoI43BoAr_ITel, roftro npurara 14 [oAAbpxa
lra KarrecrBoro ISO 9001 uluttu cucreva sa ynpaBreHao Ha Ka

,\eqrur 4 lJ?rw^DcEr{Lll r .l nil b rrJJrurru4 t tiJltL:

AOC:MBKATA HA I'3AEIHS. KOHTO:

usAelrns ISO 13485 u/slu eKBHBaJreHTHa.

Ha ,qoroBopa.

cborBercrBar Ha ra3r4cKBaqfirra Ha,{nperruua Ha Eoponeficrua nap.nal
apona 98179 IiC sa ue4aqnucrure cpe,qcrBa 3a Ar4arnooruKa (lVD), rco

KOTTO e

MOMEHTA 3A{BSBAHETO OT B:b3NOXHTEJIfl ,

o6lqut

npu

AOKYMEHTI,I

KAKTO I{

TO

KaH,qr4AaTa

r4JrH Apyr
u3neJll,lfl,

flpueuau cporta 3a rrJrarqaHe: Ao 60 (urecrAecor) xa;rpn4apnz
Ha tTocTaRxg'ra u v.ltrAp,.rJ..ri:' IJa Aoldwno

flpuenan cpoKa Ha ) KaIeHAapHr.r

'. Ilpueuarra cpoKa Ha roAHocri He no-MaJrKo or 60 %o (ruecrgqoer ntr
Ha toAr{ooT KtM MoMeHTa Ha AocTaBKara.
L flpuelralt Aa r4nbJlHf,BaM Bcr4qKt4 U3UOKBaHHX FIa BE3JIO)KI41I9JI'. ]

) a AoKyMeHTaqruTa 3a rracrHg.
r, .B cayrafi, ue 6rga onpeAelQu sa usnuaurer Ha rrop3qKarq, cg 3r
rBaHero r{a AoroBopa sa opulec'rneHa fiopbrtKa, Aa npe4oraB,
yAocToBeprBarltH rrrncaTa H4 ocHoBaHrrr 3a oTcTpaHrBaB.e oT np
rBercrBrrero c nocraBeHu.t€ Kpgrepuz sa no46op:tsercrBrrero c nocraBeHu.t€ Kpgrepuz sa no46op:
sa o6ctosrercrsara uo ul, 54, an. 1, r. i or 3OII - cnngere.nclpo sa os4rlr
ga o6cro.f,rerclBoro rro qrr, 54; wr. 1, r, 3 or 3OII - ygo"to""plnr" o,, op.
re r,r yAooroBepeHr.re or o6rlnuara no cgAaJir4rr{ero Ha sds.,roxr4:ler.[
lH Yr{aCTHHKA;

,//

'/ rr
oafl



TOIIPOOAAHA
AKTI4BHO AEI{EHI4E _

KATICCTBOTO

r{3,{e"rlI4t

Anrlc Ha npeAcraBrrBaqoro J,u..,qe, na*a.r,. . ,r.,,1,. 
". .,,

Acnapvxoe Kapxos-Vnpaeurea i t
(ldMe, 6aruuHo, l, $avur,na,AlrNaocr)

"h,t ,::i 8-{\t' 
$n{)

(E'-
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