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rel 44

[uect:f:..v.*...2017 r'oa. a rp. !o6pr.ru, Ha ocHoBaHue w. 112 n cr. or 3aKoHa sa
o6rqecreeHzre rrop:bqKr4, ce cKrrorrr4 Hacro.{ulrisr AoroBop Mex.qy:

"EnI4T MEAI4KAI OOA, cbc ce,(anrrue n rp. Corlm 1421, atpec sa
ynpaBneHue 6yn. "ApceHa,rcnrz" 85, er. 1, oSuc l,EWK 130824861, upegcranrsBano or
Kpaculrup Acnapyxon Kzpron onpe4eJren 3a fi3rr6.]rHt4Ten cJreA rrpoBe.qena rrpougAypa 3a
Bb3rraraHe na o6rqecrseua noprura I1b 00083-2016-0012,uapuuau IPOAABATI 14

"MHO| OIIPO@IIJ]HA BOJ]HUIIA 3,{ AKTI4BHO nErlEHI4E-AOEpI4q" A,4
rp. [o6puu, crbc ceAanr4rqe rr aApec Ha ylpaBneHr4e: rp. ,[o6puu, yn. "flauailor Xurov" 24,
rerr. 058/600160, $arc: 058/600414, e-mail: oblb@.bereon.net, EI4K 124141302,
rlpeAcraBnqBaHo or.{-p Tpll$on Bna4ulrupon ZopAauon Z:nrnsureleH lupenrop ua
ApyxecrBoro, uapuvana KVIIVBAT{.

LTpaHrrTe ce cnopa3yMrxa 3a cJreAHoTo:

TTPEAMET HA AO|OBOPA 14 UEHr4
1.(1). llpo4anav:sr [poAaBa Ha KylyBarra la6oparopuu KoHcyMarr.{8r4, peaxrr]Br.r lI

recrone (uapzuaHu no-AoJry nae4urlzucr<u/re usgerrux),3a Kor.lro e yqacrBaJr B orxpvra
rlpoueAypa 3a B!3JraraHe Ha o6rqecreena lopcqKa no o6oco6ena flo3uuus ]1b 2 "flocranxa na
.rra6oparopuu KoHcyMarr4Br4, pearTr.rBrz H TecroBe 3a orAeJreHue "Tpancrf y:lronua
xeLrarorolu.a", HoMeHKnaTypa Nl 45 "Broplr r{oMrrJrer( or: Mosor:rosaleu recr cepyu Anti
A Monorlosa,ren recr cepyM Anti B MonorlouaJreH recr cepyu Anti AB, Mouornonaleu
recr cepyu Rh D.

(2). I-{euonnre npeAnoxeHrzr Ha npoAaBaqa, nocoqeHu B rrpr4Jro)r(eur4ero no
npeAxoAHaTa aJruHer, ca Hepa3.qeJrHa qacT or Hacrosrqur AoroBop.

(3) llporuosuure Korr4qecrBa, rlocoqeHll B AoKyMeHTarlulra :a o6qecrnena
flop:bqKa He rropalr{Aar 3albnxeHrie 3a KynyBaqa Aa 4 3arynr4 B nocoqeuus o6ena.

cPoKoBE I{ HAr{I4H HA InAU{AHE
2. Cporur Ha Hacrorrqu{ AofoBop e 12 naecerla o'r Aa'rara Ha noI[r4cBaHero My.

,{oronopr,r [poAT,JrxaBa .4eftcre]iero cr4 Ao cKJrroqBanero Ha AoroBop c Apyf r43n6nHuren
cneA npoBe)r(Aaue Ha 06urecrBeHa nopr,qKa.

3. llocoqesare n vl. 1 u:gelux lqe 6rAar AocranrHr4 or npo;1aBaqa Ha KynyBarra B

cpox go 14 (.rernpuuagecer) xanen4apuv 4nr4, cJreA 3alrBrBalrero nM or Ky[yBaqa.
4. !:slrranaara Ha npo,4aBarra cyMa no BcrKa orAeJrHa AocraBKa rqe 6tAe [Jra.r.eHa

or Ky[yBaqa no 6asnonara cMerKa Ha npoAaBaqa B cpo( ao 60 (urecraecer) xaleu4apuil 4nu
cre.4 r43AaBanero ua Saxrypa or npoAaBaqa.

5. Cponr,r Ha roAHocr Ha AocraBeHvre ri34eJrr-u rpt6na ga e ne no-rpar:rx or 60
0Z (uecr4ecer npoqen'ra) or o6rquq cpox Ha roAHocr K6M MoMeHTa Ha AocraBKara.

MJICTO HA I43NbJIHEHI4E 14 IIPEMI{HABAHE I-{A COECTBEHOCTTA
6. 3a M.{cro Ha AocraBrrre Ha u34elrwtrra ce onpeAen{ "MBAJ1-.{o6pz.r" A[, rp.

!o6pu.r, yr. "flaHarior Xuron" 24,
7. Co6crseuocrra Bbpxy AocraBrHrrre v34envs. 14 plicKlT or ntJrHoro uJrr.r

qacTr4rrHoTo uM [oflzBaHe npeMllHaBa B6pxy Ky[yBar{a oT MoMeHTa Ha rrp]zeMaHeTo I-iM Ha
MrcToTo Ha AocTaBrHe c rrpr4eMo-npeAaBaTereH qloToKon r4nri Apyf paBHo3HaqeH AoKyMeHT.

ABA I{ 3AAbn}KEHI4q HA IPOAABAqA
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9reu 8. (1) fipo4asavtr e AJrr,)r(eH Aa cr$rrorru AoroBop 3a rroAr.r3rr6JrHeHr.re,

Kotaro e o6qeur n 3arIBJIeH ero cli 3a yqacrrre rroJr3BaHero Ha rloAll3Ittiluarer. B cpoK Ao 3
Arrr.r oT cKJIIoqBaHeTo Ha AoroBop 3a noAV3IIbJrHeH e wrr4 Ha AorrbnHr4TeJIHo Clopa3yMeHr4e
3A 3AMflHa Ha IIOCOqeH B 3alIBJIeHIreTO IIOILI3TI:bJIHI4TeJr r43nr,JrHI4TeJItT Iz3npallla KoIIl{e Ha

AOTOBOpa r{Jrr.i Ha AOIIbJIHI4TeJIHOTO Cnopa3yMeHr4e Ha B:b3nOXr.rTeJrr 3ae,qHo C AOKa3aTeJICTBa,
rre ca r43rr6rHerrr4 yclroBr4rra no .rn. 66, an. 2 a 11 or 3OlI.

/1\ rI^--,--- -....-lzJ l ruAr1'lbJtn[ r eJII{Te HtMaT npaBo Ia [peB63naraT eaHa IiILt rroBerle oT

aeIIHOCTI4Te, KOI.iTO Ca BKITOq9HV B lrpeAMeTa Ha AOfOBOpa 3a nOAI43n6JIHeHI4 e.
(3) Hesautcuuo or Bt3Molr(Hocrra Aa ce r43rron3Bar no,4lt3n:[,jrl-rrrrenr4,

orroBopr{ocrra 3a Il3rI:r,JIHeHIle Ha AofoBopa 3a oOulecrBeHa IIop6qKa e Ha tlpoAaBaqa.
(4) Kynynav:sr HrMa Aa u3BT,prriBa Ar4peKrHr4 pa3rrnarqaHrl{ c no4r43ncJrHr4TeJrr4Te
r{ren 9. llpoganaq6T e AnBr(eH Aa AocraBtr MeArrur4HcKrz r*AeJrr4r, Kor.rro:
1. uuar nauecega "CE" lrapxrzpoBxa B cGorBercrBlIe c I43I4cKBaFrr4{Ta Ha qr. 15 or

3anoua sa rte4raqvncKrrre rEs4elrzr (3Mtr4);
2. raNrar uaueceu ra4en'rz$uraquoueH HoMep ua noruQzqr.rpantir opraH no ul. 64,

ur,2 o'r 3MI4, roraro nporleAypr.ire, orpeAeJreHu B HapeA6nre no qn. 18 or 3MI4, u3rzcKBar
HaHactHeTo My;

3, uv'al HaHeceHIr HaIrMeHoBaHIie v a4pec Ha ylpaBJreHr{e Ha npoll3BoAr4TeJrg

I4A4rI.i ynr,rHoMotqeHlr;l npe4craBl4Ter I4 BHocrrrenr;
4. urraar uncrpyKqar 3a ynoTpe6a, c u:xlroueuue Ha u3I:envsTa,3a KovTo ToBa He

e rrpeaBr4aeHo B 3MI4;
5. ca npn4pyNeHr{ or BaJrr4AeH ceprr4(br4Kar, yAocroBeprBarq ctorBercrBr4ero c6c

c6llecTBeHt{Te fi3HcKBaHL{r- np ,rox(i.jMI-l 3a t{3aelueTo. H3na4eH or uorrtpuqupau opraH.
K na nnnqrpc "p. '-,,il oT rrpou3BoAr4TeJr, KoIlTo nprrJlara II noal6pxa cr4cTeMa 3a

yrrpaBneHrre Ha KaqecrBoro ISO 9001 Lr/vnv cvcrev,a 3a yflpaBneHrre Ha KaqecrBoro Ha

MeArirlr.iHcKnre n3aennr ISO 13485 uluru eKBrrBaneHTHa.

9leu 10.(1) llpo4aeaur,r B cpoKa Ha AoroBopa rpl6na 4a orroBap-s Ha cireAHure.
r43UCKBaHIdfl.

1. .{a uua pa3perrreHr4e r{nrr y,qocroBepeur4e 3a rbproBrrs Ha eApo c MeArjquHcKrl
L::4errur', r43AaAer{o or I4snrmruremrr4s aapeKTop Ha tr4AJI no pera Ha 3M14.

2. fia nputara ]r nogtpxa clrcreMa 3a ylpasneHr4e Ha Kar]ecrBoro ISO 9001 e
o6racrra Ha npor.i3BoAcrB o'to Lrh4nrr rtpfoBrirra c MearrrlrrHcKr4 v34ervfl ululu cucreva sa
ylpaBneHrie Ha KaqecrBoro ISO 13485/13488 rzlrzirrz exer4sareHrHa.

(2) llpoganavrr e AJr6)r{eH He3a6aBr{o Aa yBeAoMt4 KylyBaqa npn orr{eMane Ha

c6orBerHI4Te pa3pelrlenus IiJII{ o6e3cunBaue Ha yrocroBepeHus.
rlnen 11. Bcxra or4emra AocraBKa rpfr6Ba Aa e nprlApylngHa or IoKyMeHra,

yAocroBep.{Batql4 npov 3BoAr4TeJr fl, rlapru4nrrs. nouep, cepafinnr HoMep, cpoKa r{a roAHocr r.i

or aHarrr3Hu cepruSura:ru (opurunalnn, 3aBepeHo Konae uru ly6:ruvno ofloBecreHli),
AOKyMeHTrrpaqv lpor.I3xoaa, cT,cTaSa Ii TeKytql4t I(oHTpon Ha KaqecTBoTo Ha u34e'aflTa.

9ren 12. llpo4ana'm e AntxeH la v34a4e n cpor Sarrypa 3a AocraBeHr.rre
MEAI4III,IHCKI-i H3.4EJIII'.

IIPABA 14 3ANbIXEFII4-fl HA KYNYBAqA
9neH 13.(1) Kynynau:sr vMa npaBo Aa [poBepsBa KoruqecrBoro Ha BcrKa

oTAenHa AocTaBKa, KaTo [p]r ycTaHoBtBaHe Ha HecGoTBeTcTBI4e e AJI6]I(eH Aa yBeAOMII

npo4aBarra B cpot< or 24 taca.
(2) tlpu ycraHoBrBale Ha Hecr,orBercrBr4e B KaqecrBoro Ha AocraBeHr4Te

MeAIiI{IiHcKH IBAenI{t KynyBar{Gr e An:b}KeH Aa yBeAoMr4 [poAaBarra B cpox or 24 .raca.
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(3) HecrornercrBr4ero Ha r{oJrrrqecrBoro Ii KaqecrBoro ce ycraHoBsBa c nporoKon,
CBCTaB9H OT KOMIICIIT, Clt'CTaBeHa OT AJITI)I(HOCTHIIT9 JII4Ila Ha KynyBarIa.

(4) B clyuaft, rre npoAaBaqtr B cpoK Ao 24 \aca cJre,q yBeAoMrBaHero tro an. 1

OCIOpI4 II4CMeHO HeCT,OTBeTCTBI'IeTO Ha XaqeCTBOTO, TOI{ MO)I(e La I4CKA [pOBepKaTa My OT

ynbJrHoMouleH opf aH rrnrr naooparopur,
tlneu 14. Kynyna,rtr e AJrlxeH Aa 3arrna"rr4 yroBopeHara IIeHa B pa3Mepa, tro

HaTIIIHa I{ B CpOKa, OnpeAeJIeHI{ B HaCTO.[rIII4.[ AOfOBOp.

HEYCTOIZKU
9ren 15.(1) flpa sa6ana Ha aocraBxa or crpaHa Ha npoAaBaqa c roseqe or 24

(AeaAecer u .rernpu) qaca, KynyBaqbr rrMa fipaBo Aa nonyqu neycroiixa n pa:lrep ua 0.1

(Hyna qrlo, eAna Aecera) Ha cro or croilsocrra Ha:a6anenara AocraBra 3a BceKI4 24 \aca
sa6aea.

(2) TIpw ycraHoBrBaHe Ha Hecr,orBercrBlle B KoJlt{qecrBoro, npoAaBaqtr e

AJIbXEH AA AOCTABII NUNCBAJIIOTO KOJIIIqCCTBO TIPU CNEABAIIIATA ,4OCTA3KA, A IIP}i NOI4CKBAHE

or crpaHa Ha KylyBaqa B cpoK or 24 'aaca. llptr neusn6:rueHlle Ha roBa 3a.q6JIxeHHe

KylyBaqcr rrMa rrpaBo Aa nonrrr4 ueycroitra B pa3Mep ua 5 (ner) Ha cro or ctoilnocrra na
JII.iNCBAI]IOTO KOJIIIqECTBO.

(3) IIpu ycraHoBrBaue Ha HectorBercrBl4e B (aqecrBoro, [poAaBaq6r e Ar6]KeH
Aa AOCTaBI4 MoAITIIITHCKIi n3AeIrI4s C yfOBOpeHOTO I(arIeCTBO rIpU CneABarqara AOCTaBKa, a [pI4
[or.rcKBaHe or crpaHa Ha KynyBaqa B cpol( or 24 qaca. IIpz uer'I:nt'mreHIie Ha roBa
3aA6Jr)r(eHue KynyBarrtT r4Ma rrpaBo aa nonyqrr neyc:rofirca B pa3Mep Ha 5 (ner) Ha cro or
croiiHocrra Ha HeKaqecrBeHara AocraBKa.

(4) B cryuaure ro arrHeli 2 u 3, axo npoAaBaqbr He AocraBa AoroBopeHoro,
KynyBaqlT r{Ma rrpalo .4a 3aryflrl neo6xoAurrat.ire My MeAftqaHcx n u31erl4fr or apyf
,4OCTaBqLrK, I(aTO pa3nIIKaTa MelKAy UeHaTa nO AOfOBOpa Il Aer4CTBUTe,[HO 3annaTeHaTa IIeFIa e

3a cMeTKa Ha poAaBarra.
r{leu 16.(1) llpu orxa: Ha npoAaBarla Aa AocraBV 3tuIBeuvre My Me.4I.iqI'IHcKLI

u3aerfifl nJrr{ npu sa6asa uone.re or 48 (veruplz4ece:r z oceu) qaca, KyrlyBaqtT uMa flpaBo Aa

sarynrl neo6xo4uMlrre My MeaIiIII4HcI$r r434envr o'f Apyr aocraBrrliK.
(2) B cryuarre [o fipeAxoAHara aruHes pa3rl4Kara MexAy qeHara no aoroBopa I'I

AeIioTBLITeTHO 3aIIJIaTeHaTa IIeHa e 3a CMerKa Ha [pOAaBarIa.
rlnes 17. Kynynavm I4Ma npaBo aa r4cKa o6esqereuue B fitreH pa3Mep Ha

BpeAr.rre, Koriro e nper:bprrqr B pe3ynrar Ha za6aeeuara a/ulu sexaqectBeHara .4ocraBKa.
9reu 18. llpz :a6aea ua UJIaIIIaHe or crpaHa Ha KynyBaqa, [ocJIeAHI4lr A:snx(Il Ha

npoAaBaqa HeycrofiKa, B pa3Mep Ha 3axouHara JII.rxBa.

9:reH 19. Heycroittcure, o6e3rqereHusra I4 IIeHoBI4Te pa3nlrKlr to utt. 16, wt.2
Morar Aa 6r4ar y4rpxaull or BctKo AlbJDIc4Mo Ha fipoAaBar{a nnaulaHe.

IIPEKPAT'BAHE HA NOIOBOPA
9neu 20. ,{ononop:sr ce npeKpartBa:
1. c zsri'taue Ha cpoKa, sa Koilro e cKrlorlen, ocBeH B xl4nore3ara na vlen 2,

r43perreHr4e BTopo;
2. or u:npannara crpaua npn cLIcreMHo HeIl3rItJIHeHIre Ha 3aar,t)I(enrl{Ta no

AofoBopa. llo4 clrcrerruo Heu3rr:bJrHeulie ce pa:6lipa raKoBa, Ii3B6pt[eHo ,uBa ITJII4 noBerle

[:brt4 B paMKIiTe Ha eAVIr KareHAapeH Meceq, IiJrfi fioBeqe oT TpI{ n6Tu B paMKI4Te Ea CpOKa Ha

aofoBopa;
ycnoBrzfi ja AocTaBKa Ha Me.IIHUI,IHcKI4 'Lr3[enHfl CIIey

eneKTpoHHl,r rl,ptOBe. ./6
3. npu cs:4aeaHero Ha
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4. [pr.r HeB:b3Mo]nHocr Ia ce ocurypu $uuaucupane
nopbr{KaTa IIo npr4qr.rHr.r, Kor4To Ky yBaqI>T He e MorbJr Aa rrpeABr4Arr.

nPyfl4 ycJroBl4t
r{res 21. Crpanure no ,qoroBopa He Mofar Aa ro r{3MeHrr, ocBeH

rpeABrrAeHri s qn. 1 16 or 3Oll.

EIII4ETO HA

B cIYr{aIIre,

ce [pr4JrataT

cBT,p3aHU C

cTpaHa e

pfaHr.lTe Ha

o or i,lAJI
EAHII!IHCX14

eaurluHcI(u
8 v/unu

e,4r4H 3a

AOTOBOpa tqe pelraBaT B63HLrr(HaJrr4Te no eTo
aro roBa e r{eB:b3Mo)r(Ho, rro peAa na fIIK, poAoBo

rl:ren 23. 3a ecuqxr4 HeypeaeHn ro Hacrortqr4s AoroBop Btnpocu u
pa3rope46ure sa 3OlI, III3OII, 33! u T3.

rheH 24.(1) 3a nalr.r4uu arpecr,r 3a rrprreMalre na c:ro6rqenua,
r-racTotlqfl.s AoroBop ce cMtTaT aApecr4Te, IIocoqeHl.t B Har{alToTo Ha AofoBopa.

Hrcn 22. Crpanzre no
cnopoBe IIo Biapl\4Ho cbrJlacfie, a

KoM[e'reHrHHrr cbn B ] p. .I{o6puu.

(2) llpu npoMrua Ha AaHHr.rre rro irpeAxoArrara arv*es,,
aJ16)IGa Aa yBeAOMTZ Apyrara B Tpu.4HeBeH cpor( or rrpoMsHaTa.

rrplI c6cTaBrH9 Ha HacTortql4tT aofoBop ce npeAcTaBr.IXa oT
cneAHrrTe aoKyMeHTrr 3a aoKa3BaHe nuncaTa Ha ocHoBaHllt 3a oTcTpaH{BaHe:

- sa o6crosrercrBara rro 'tl. 54, an 1, r. 1 o:r 3OlI - cBr4AereJrcrBo 3a
- ga o6croqre:rcrBoro no '7r, 54, aL 1, r. 3 or 3OfI - y4ocronepenue

no puxolrzre r{ yAocroBepeHne or o6rqunara ro ceAaJrranlero Ha 863:10
Ka}l AV AA't a \4 nU yqaoTHr.iKa;

- sa o6cro-{rercrBoro tro u:r. 54, an. 1, r. 6 - y,{ocroBepeH}ie or
tr4:nrmrurelua areHrlu.f "flanna uucner<qur rlo rpyAar';

- pa3perneHr.re 3a TsproBr4r Ha eApo c Me.4rlrlrlHcKr4 Lr3I\enI,d[.,

rrJrr4 apyr IoKyMeHT, ylocToBep{Barl npaBoTo Ha yqacTHrzKa Ia TlpfyBa c
LI3IleIVs' II3,{aAeH OT KOMneTeHTeH Opf a}r Ha c6oTBeTHaTa Abp}I(aBa;

- cepru$uxar 3a rrpr.rJrafaHe ri rrolA6pxaHe Ha crzcreMa 3a
(aqecrBoro ISO 9001 e o6racrra Ha rrpor43BoAcrB o'ro ulunu rtproBr.rrra c
v34e r4fl, uluru cucteva sa yrrpaBneHr4e Ha xaqecreoro ISO 13485/1
EKBIiBAIEHTHA;

Hdcrorrqaxr AoroBop ce cr,craBz n rprz e4noo6pa-:nz e
npoAaBaqa u aBa 3a KynyBaqa.

KVIIVBAI{: +l
! At.

{q
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"" 'u vnp*##"'T;',,H1*Y1p Acnaplxon Kupxoa, EfH
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celar

1 ' rlpaax cJre,4rloro [peAro)I(eHrr e 3a I,"n6JrHe]Ir49 Ha lop'q*ara B

ffi#"1;,Tffineqa6zxaqraz 
u r43rcr{Bar{Hrra nu 

"".oorur..n": llpernarzu
_ ca [poI43BeIeH]

ylpaBreHae Ha KaqecrBo'Io 
z- or npolr'3BoAlzre'r' rofiro t

MeAulu{Hc..rre'3Ae,ra' 
rs o'11?.191.1:';; 

;il"# #ffi:l#'X"JT;
IJ+6) 14/ HTII4 eKBIIBajle].ITfla.

CBOTBETCTBAT H{
ctnera ua Erpo 

"^ssiig]i'i-i3rc-KBaHlrtra 
ua ,{uper<rzra Ha Erponerzcrar

- orroBaprlT Ha a3la 
Merv I]IlHcKI4Te cpel{crBa 3a avarHocruxa (IVD)

_ orroR,n<r.n ro --.1:I:1Tr"ru 
raun. 82, an. i or 3Mtr4; 

_._. \- , "/
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