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1r'ec..Y.{..'.!.4.:..2019 ro4. e rp. !o6pnu, Ha ocHoBaHr.re qr. ll} u cr. or 3arona:a

o6It1ecrseHltre nopr6qKl,I, ce crrror{r4 Hacro{urrrr AofoBop MenrAy:

"EJITA 90M" OO.4, crc ce.4arrr{qe n rp. Co$ur 1000, e rr0ec Ha ynpaBneur.re:
pafiou O6opurqe, y:r. ",.{yuan" 19, sx. A, er. 1, ar. 2, EI{K 130469816, npegcrannxBaHo or
Teogop Znanon 3auQupon 14 a1pec 3a KopecrroHAeHqrar rp. Co$tu 1309, yl. "Bpaar,' g2,
onpeaeneH 3a r43rrT'JrHr.rreJr c Pemeuue .l\! 2/ 11.01.2019 rog, ua B63JroxrzreJu! o,,rea
lpoBeAeHa npoqe,qypa 3a Bb3JraraHe Ha o6tuecreeHa nopT,qKa rr,rn "goronapffre 6e:
rrpeaBapr4rerrHo o6snreuue" Ne 00083-2018-00021, c flpeaMer: .{ocraexa na ra6oparopnu
KOHCyMarIrBI.t, peaKTI4Br4 I4 TeCTOBe 3a OTAeJIeHVe "KlUnUqira nurpo6aonorz.a", napuuan
IPONABAI{ 14

'MHOT'OTPOOZJ'IHA EOJIHI{UA 34' AKTIIBHO JIEqEHI4E_.4OBPI4I]'' AN
rp. .{o6przu, c6c ce.qanr4lqe 14 aApec Ha ynpaBJreHr4e: rp. .{o6pzv, y:r. .,llaHaftor Xrroe,, 24,
re.rr. 058/600160, garc: 0581600414, e-mail: oblb@berson.net, EI4K 124141302,
rpeAcraBnsBaHo or A-p Cnero:ap Baftuee flerpon - Zgnr:ruureler.r lrzpexrop na
ApyxecrBoro, uapuuana KVIIYBAT{.

Crpanu re ce cnopa3yMrxa 3a cJreAHoro:

NPEAIVTET HA AO|OBOPA LII\EHVI
1 .( 1). llpoaanaur,T rrpoAala Ha Kynynava la6oparopHr.r KoHcyMarr,r lfi, peaKTLrBu 11

recrone (napuva:rz [o-AoJry rrae4r.rqr.rncrz/re us4err.rx), 3a Kor4To e yqacrB,rn B AoroBapqHe
6es npe4rapurenH. o6gsreHue 3a B63JraraHe ua o6rqecrnena nopbrrKa no o6oco6enu
II03I4III4I,I :

N 22: Jlarerc a-rJryrr,rHaqnoHeH Tecr 3a AoKa3Base ua irari- qecrr.rre nDr.rqr4Hr4reJrr.t
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(2). I]r:uonure npe.{nor(eHr4r Ha rrpoaaBaqa, flocoqeurr B rrpr,rJroxeHr.rero rro
lpe.(xoAHaTa aJrr4Her, ca Hepa3AeIHa r{acT oT HacTorlqus aoroBop.

(3) flp,3ps63gsre KoJII4qecrBa, flocoqeHr{ B .qoK}'N{eqTarlr]xra sa odrqecreena
rlopbqKa He noptD(Iar 3aA6nxeHr4e 3a KyrryBaqa Aa rr{ 3aKynu B nocoqeHar o6eM.

CPOKOBE I,I HAI{I4H HA NNAIIIAHE
2. Cponrr Ha Hacrorlqr4r AoroBop e 10 Meceqa or Aarara Ha noA[rrcBaHero My.

[oronoprr npoAb.flxaga 4eicrnzero cr,r Ao cK.]rrorrBaHero Ha AofoBop c Apyr ri3n:bJrHr4TeJr
cneA flpoBexqaue ua o6rqecrneua nopbrrKa.

3. floco.{eur.ne n vl. 1 n:4elzr ule 6laar AocranrHr4 or nponaBaqa Ha KynyBarra B
cpox 4o 14 (verupllna4ecer) ra,reu4apnu AHt4, cneA 3ajBsBaHero r.rM or KynyBaqa.

4. lr,ruxrllrara Ha npoAaBaqa cyMa rro BcsKa orlerHa ,4ocraBKa ule 6:rAe nJrareHa
or K)'rryBaqa no 6anxogara cMerKa Ha npoAaBarra B cpoK 4o 60 (Ilrecrlecer) ra,reu4apuu 4nr.t
cJreA rr34aBaHero na <paxrypa or npoAaBaqa.

5. Cpoxtr Ha roAuocr rra AocraBeHr.rre uspleryrfl rpr6ea 4a e ue no-rparr,x or 60
0Z (lrecr4ecer npo.qeura) or o6rqur cpoK Ha roAHocr Kr,M MoMeHTa Ha AocraBKara.

MJICTO HA Z3TTbJIHEHI,IE 14 IIPEMI4HABAHE HA COECTBEHOCTTA
6. 3a u;rcro Ha AocraBsHe Ha vs1enusra ce onpeAenr ..MEAJI-!o6pr.ru" Afl, rp.

.{o6pu.r, y:r. "flanaLfior Xuros" 24.
7. Co6r:rregocrra Bbpxy AocraBsHLITe :.zl31elrLtl- 14 pr{cK6T or llt-lrHoro LInH

qacrl4qHoro uM IIc,ruBaHe npeMlrHaBa B:bpxy KynyBaqa or MoMeHTa Ha npl4eMaHero r.IM Ha
Mrcroro Ha AocraBf,He c npr4eMo-npeAa3areJreH [poroKoJr r4nr4 Apyf paBHo3HaqeH AOK]MeHT.

IIPABA, I,I 3MT,JIXEHI4'I HA TIPOAABAI{A
V:res 8. (1) llpo4ana.rlr e AJr6xeH Aa cxJrroqr4 AoroBop 3a noAr43nbJrHeHr4e,

Koraro e o6sel4r s 3arBJIeHI,lero cu 3a y-c,acrue rroJl3BaHero Ha norv 3rrT,JIHI4ren. B CpOr< 4o 3
AHI.I OT CKIIOqBAHCTO HA AO|OBOP 34 NOTI,BIIIJIHEHI,E I,4IfiT HA AOIIIJIHI4TEJIHO CIIOPA3YMEHI4C
3a 3aMSHa Ha IIOCOqeH B 3aJIBIeHLIeTO nOArr3nbJIHI4 TeJI H3rI6JIHI4TengT LI3IrpaUa I{OIlrre Ha
,4OrOBOpa I4nr4 Ha AOII:bnHrITeJIHOTO CrrOpa3yMeHI4e Ha B!3JIOXXTeJI{ 3aeAHO C AOKa3areJICTBa,
qe ca r.r3nr,JrHeHr.r yrlroBr.rsra ro q.n. 66, al. 2 u 11 ot 3OII.

(2) flo4rz:nrnur4Tenr4Te HrMar npaBo Ia npeBl3Jrarar eAHa uJrH fioBeqe or
AeiiHocrr4Te, Korzro ca BKjrroqeHr.r B [peAMera Ha AoroBopa 3a rroAr.r3n6JrHeHr.re.

(3) Hesanucr.ruro or Bb3MoxHocrra ,qa ce r,r3non3Bar noAr,r3rr6JrHr{Tcnu.
orroBopHocrra 3a lr3rrtJrHeHlre Ha IoroBopa :a o6rqecrnena nop:bqKa e Ha npoAaBaqa.

(4) Kyn.ynavlr H{Ma Aa r.r3Btbpr Ba AupeKTHr4 pa3 nal\aHat c noArB[tJrHr4TeJ]HTe
$reu 9. llpo4anaqbr e aJrGXeH .4a AocraB.{ Mear.tuuHcKr4 rj3AeJrr.rr, Kouro:
1. nuar nauecena "CE" rr.rapr<r.rpoBKa B clorBercrBve c rr3rrcKBaur.rqra ua qr. l5 or

3axoua :a lre4uqr.rFrcKuTe rao4enur (3MI,I);
2. r.tir.rar narrecen u4euru$rzxa4uoHeH HoMep na uoru<f uqr.rpanur oprax uo qn. 64,

ur. 2 or 3M14, Kofaro npoqelyplrre, onpeAeJreHra e uape46u.re uo q.n. l8 or 3Ml.l, r43r4cKBar
HaHacsHeTo My;

3. uuar HaHeceHr.r Har,rMeHoBaHr{e 14 agpec Ha ynpaBJreHr{e Ha rlpox3BoAnTens
*t/uttu yr'rttuotutolueHl.rs [peacraBl4Ter v BHoclrreJu;

4. uruar r.rHcrpyr4ax sa ynorpe6a, c r43K;rroqeHr4e Ha r43Aenr4sra, 3a Konro roBa He
e npe4nu4euo n 3lVlLI;

5. ca npa4pyNeHr,r or Banr{AeH ceprnSuxar, yAocroBeprBaq clorBercrBr.rero sbc
cr,uecrBennre rr3r4oKBaHrrr, npr4Jroxtri{r4 3a rr3aeJrr,rero, r43AaAeH or uoru@uqr.rparq opran
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o. ca [por€BeAeHH oT [pOA3BOAUTeI, KOiITO npr4rafa u noAA6pxa crrcTeMa 3a
ynpaBJreHrre Ha KzrqecrBoro ISO 9001 vlurn cvcreMa 3a yirpaBneHr4e Ha KaqecrBoro Ha
MeAr.rrlr4HcKr-ire v3A\er 4s, ISO 1 3485 uh,urr4 eKBr4BareHrHa.

I{aeu 10.(1) llpogaaaur,r B cpoKa Ha aoroBopa rpr6Ba Aa orroBapr Ha creaHr4re
I-{3I4 CKBAHII':

1. ,{a uua pBperrreHne r4nrr y.qocroBeper{r4e 3a TbpfoBrfi Ha eApo c MeAr,rrlr4HcKr4
v3Aennfl, LBAaAeHo or Zsnururare:urlrr Ar4peKrop Ha I4AJI uo peAa Ha 3MI4.

2. la npumra u no&q6pxa cucreMa 3a yrrpaBJreHr4e Ha KaqecrBoro ISO 9001 n
o6:racrra Ha rrpolr3BoAcrB o'to ulutu rtproBusra c Mearrr{r4HcKr4 u3'Aerttlfr ulutu cucreva sa
ynpaBneHlre Ha KarlrecrBoro ISO 13485/13488 lrlurlr eKnusareurHa.

(2) llpc,ganau:sr e AJrtxeH nega6asgo Aa yBeAoMlr K).[yBaqa fiprr orHeMage Ha
ctorBerHvre pa3peIrreHu.s lanu o6e3c nBane Ha yAocroBepeHrr{.

f-iren 11. Bcxxa or4elua AocraBra rpr6na 4a e npulpyxeHa or AoKyMeHrr{,
yAocroBepsBarqtr n:por,r3BoAr4Tenr, naprr.rlHr4r uolrep, cepuftuue HoMep, cpoKa Ha roAHocr r4

or aHanr.r3Hr,r cepTu(bur<a'nr (opraruuannra, 3aBepeEo Konr{e rrJrr,r ny6auvuo ononecrenu),
roKyMeHTI'Ipaqq npol43xoAa' c:bcraBa I'l reKyIIIut KoHTpon Ha KaqecrBoro Ha n34entr[Ta.

9les 1.2. llpo4aeau:rr e AJr:b)KeH Aa r43AaAe n cpor< Qarrypa 3a AocraBeHure
M eAIrqr4HCKIt Ir3 Ae n;.ttfl ,

NPABA 14 3A,[bNXEHI4' HA KYNYBAIIA
9leu 13.(1) Kynynautr vMa npaBo Aa [poBeprBa (oJrnqecrBoro Ha BcrKa

OTAEJIHA AOCTABKA, KATO NPI4 YCTAHOB'BAHE HA HECSOTBETCTBUC E ANI,XEH AA YBEAOMII
npo4aBaqa B cpoK or 24 qaca.

(2) llpta ycra'oBrBa-ue Ha Hecr,orBercrB'e B KaqecrBoro Ha ,[ocraBeHrrre
MeAr4rlurrcKr.r v34errus, KynyBaq:br e AJTGXeH Aa yBeAoMr4 rrpolaBaqa B cpor or 24 vaca.

(3) Hecr,oT nercrBraero Ha KoJruqecrBoro r,r KaqecrBoro ce ycraHoBsBa c rrporoKon,
cbcTaBeH oT KOMI4Cr4', CGCTaBeHa OT AIGXHOCTHTTTe JiLIIIa Ha KynyBaqa.

(4) B c:ryvafi, qe fipoAaBaqbr B cpoK Ao 24 \aca cJreA yBeAoMrBanero no a.n. 1

OCTOPI4 TII.ICMCHO I] ECSOTBETCTBI,IETO HA KAqECTBOTO, TOi MO}KE AA I4CKA NPOBEPKATA MY OT
ynT,JrHoMorrleH opriln ItJr H ,ra6oparopur.

9leu irl. Kynynavr,'r e AJr:bxeH aa 3anJrarrr yroBopeHara rleua B pa3Mepa, no
HAqr4HA V B CpOKa, OfipeaeJIeHI4 B HaCTOt[Ir4S AOTOBOp.

HEYCTOIZKI4
9leu 15;.(l) flprz :a6ana Ha locraBKa or crparra Ha [poAaBaqa c noneqe or 24

(4na4ecer a uerupu) qaca, Ky[yBaybr r.rMa npaBo Aa nonyqu ueycroftra n pa:uep na 0.1
(nyla qlno, eaua l(ecera) Ha cro or crofinocrra Ha ga6aBeHara AocraBKa 3a BceKu 24 qaaa
sa6asa.

(2) IIpu ycrauoBrBarre Ha rreclorBercrBae B KoJrr{qecrBoro, npogaBaqr,T e
AnbXeH Aa .qocraBl{ JlztlcBarqoTo Korl4qecTBo npl4 cneABalqara AocTaBKa, a npl4 IIoIzcKBaHe
or crpaHa Ha KynyBaqa B cpon or 24 saca. flpz ueusnr,lHeHr4e Ha roBa 3an6jrxeHr4e
KylyBaqlr r4Ma flpilBo ,4a flonyqu HeycrofiKa B pa3Mep ua 5 (ner) Ha cro or croinocrra na
JII.iIICBarqOTO KOJrr4qeCTBO.

(3) llpu ycraHoBrBaHe Ha HeclorBercrBze B KaqecrBoro, npoaaBar6T e AnbxeH
Aa AOCTaBT,I M9AI4Ur.I:HCKI,I t43IeJIItg. C yfOBOpeHOTO KaqeCTBO npfi CJTeABaIIIaTa .4OCTaBKa, a npu
rror4cKBaHe or crpaHa Ha KyflyBaqa B cpoK or 24 ,aaca. flpu neusnrnueHr,re Ha roBa
3a.E6JrxeHr4e KyrryBaqr'r r4Ma npaBo Aa rroJryqt4 HeycrotKa B pa3Mep Ha 5 (ner) Ha cro or
crofr Hocrra Ha He(rlrrecrBeHara rocraBxa.
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(4) B clyvaure no aJrr,rHer4 2 u 3, axo npoAaBa.rbr He AocraBr.r AoroBopeHoro,
KyrlyBaqlT rrMa rrpaBo Aa 3aKynH Heooxolr4Mr.rTe My MeIr,IrIr4HCKU r]Rlierfirs. oT Apyf
AOCTABIIIiK, KATO PiBNIIKATA MEX{AY UEHATA NO AOIOBOPA I,I ACfiCTBITTCJIHO 3AIIIATCHATA UEHA E
3a cMeTKa Ha rrpoAaBarra.

{rreu 1 6.(1) llpz orra: Ha npoAaBarra Aa AocraBr.r 3arBeHr.rre My MeAr.rqr{HcKri
r43rervfl Ll|ru npn:a6ana noneqe or 48 (qerl4pr,rAecer u oceu) qaca, KylyBarlbr EMa npaBo aa
:axynn ueo6xo4r.rl4rure My MeArrur{HcKIt rfiAeJII{t or Apyr AocraBqllK.

(2) B c-rryrar,rre rlo npeAxoAHara aJrr4Her pa3nr4Kara MexAy rleHara no AoroBopa u
AeiicrBr,ITenHo 3aIIJrareHaTa rleHa e 3a cMeTKa Ha npolaBarta.

9:ren 17. Kynynav:sr r.rMa npaBo Aa r,rcKa o6e3rqereHue B n6neH pa3Mep Ha
Bpea re, Kor4To e nperBp[sr B peyrrar ua ga6aeeuara u/vtmr nexaqecrneHara nocraBKa.

9res 1[i. llpra ra6ana na nnarqaHe or crpaHa Ha KyryBar{a, fiocre.qHl{sr a'Jrxu Ha
lpoAaBaqa Heycroiira, a pa-:rrep Ha 3axoHHara Jrr.rxBa.

9neu i9. llpu nperparxnaHe Ha AoroBopa nopaAn Her43rrbrueHue Ha HrKor or
crpaHvre, BrrHoBHara crpaHa A6Jrxr4 ueycrofira B pa3Mep sa 10 vo (aecer na cro) or
nporHo3Hara croiHocr Ha Aor.oBopa.

9leu 20. Heycrofirure, o6esrqereuuma lr rleHoBr.rre piBnr4rr4 no ql. 16, a.,r. 2
lrorar ga 6r,4ar y4bpxaHr4 or BcsKo AtJrxr.rMo Ha rrpo4aBaqa flnaqaHe.

IIPEKP,A.TTBAHE HA AO|OBOPA
rlnes 21 . ,{oronoprr: ce nperparrBa:
1. c pr:'lrqaHe Ha cpoKa, ga t<ofiro e cKJIIoqeH, ocBeH B xr.Inore3ara ga g.nelt 2,

r.r3perreHxe BTopo;
2. or urnpanuara crpaua npu cr4creMgo Her.Bn:bJrHeHI4e Ha 3aar,rxeHr4.f,Ta [o

AOrOBOpa. flO4 Cr.roreuno Her,r3n:bJrHeHr.re ce pa"s6r.rpa raKoBa, r4sBT,prlreHo aBa rrJrrr noBeqe
II5TI'I B paMKI4Te Ha eAIrH KaneHAapeH MeceII, luII4 noBeqe or rplr TI6TLI B paMKI{Te Ha cpoKa Ha
AOTOBOpa;

3. npr.r crs4anaHero Ha ycnoBr,rr 3a AocraBKa Ha MeArrur,rHcKr.r r431ierfifl cre1
npoBexaaHero Ha L(eHTpanr-r3r4paHr.r eneKTpoHHr4 TT,prOBe.

4. npa uenasrroxHocr Aa ce oclrrypu rfnnancupaue 3a E3rrbJrueHr4ero Ha
rrop:brrKaTa IIo npurlMHr4, Kor4To K)myBaqT,T He e Mofr,Jr Aa npeaBr,rAr.].

NPY|I4 YCJIOBI,IJI
l{te:r' 2)1.. Crpauzre ao AoroBopa He Morar Aa ro H3MeHrr, ocBeH B cnyqairre,

npeaBr,raeHr.r s qr. 1 16 or 3OfI.
9nen 23. crpanure tlo ,4ofoBopa rIIe peuraBar B63rrr4KHaJrr,rre rro x3rrtJrHegxero

cnopoBe no B3ar.iMr{o cbrJracue, a at<o roBa e HeB63MoxHo, no pela na fIIK, [peA poAoBo
KoMflereHTHrlrr cl,.rl B r'p. .{o6pNu.

{rcs 24. 3a scsqxu HeypeAeHH rro Hacrortqn{ IoroBop BGnpoc}r ue ce Ilpunarar
pasnope46ure na 3tfll, |I[I3OII, 33! u T3.

9len 2:i.(1) 3a nastu1uu a1pecu 3a npaeMaHe na cro6rqenur, cB6psaHr4 c
HacTosrqrlt AofoBol) ce cMtTaT a.ApecflTe, rrocoqeHr4 B HaTIaJIoTO Ha AOfOBOpa.

(2) IIpu npoMrna Ha AaHHr4Te rro npeAxoAHara arrr*efl' ctorBerHara crpaua e
AJrT>XHa Aa yBeAOMr{ Ipyfara B Tpr4AHeBeH CpOK OT [pOMrHaTa.

llpu crcraraue Ha Hacrorrq'tr aoroBop ce 
'pe.qcraBl.xa 

or z3trcJrHlzreJlt
AKTYTNHI,I AOKYMEIITI4 YAOCTOBCP'BAIqU TLlfiCATA HA OCHOBAHI,I' 3A OTCTPAH.{BAHC OT
lporleAlpara, KaKTo r.r clorBercrBr4ero c [ocraBeHr4Te Kpr4Teprzu sa nog6op:
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1. 3a ot5crocrercrBara no ur. 54, a,r. l, r. 1 or 3oll - cBr4AererrcrBo 3a cbar4Mocl,
r,r3Aa,4eHo n 6-N{eceqnras cpoK Ha BaJrr,rAuocr npe.ryI [peAcraBrHero;

2. 3a o6croxrercrBoro no w.54, ast. 1, r. 3 or 3oll - y4ocronepeHr.r 3a Jrrrnca
ua ny6lruvnn 3arblxeHHr or opfaHzre rro np[xorr.rre, or obrquna lo6puv r-r or o6quuara
no ceAanI4IrIeTo Ha yqacTHI4Ka, I43Aa.{eHx cJIe.4 peIIIeHI4eTo Ha Bb3lIoxI,ITeJIt 3a o'IKpLIBaHe Ha
rpoqealpara;

3. 3a o6crosrerrcrBoro no u,r. 54, al. 1, r. 6 or 3Oll _ yAocroBepeHae or
opraHr'rre na zgnrffrr,'erHa afeHqrlr "frasxa r,rHcrreKrlrlr no rpyAa," rr3AareHo cnea
perrreHrreTo Ha B!3JIOXETeIS 3a OTKpriBaHe Ha flpoqeAypaTa;

4. Cep rr,Sr.rxar 3a flpr.rJraraHe r] rroA.{6pxane Ha cr.rcreMa 3a ynpaBneHr.re Ha
Kar{ecrBoro EN ISo 9001 ulutu EN ISo 13485i134gg }r/rara exsugareurua, c o6xear o
o6lacrra ua npora3BoacrBoro u/utu r,prosutra c MeAr{urrucxrr v3ae us.

5. lerlrapaqlrr no qn. 59, a,r. 1, r.3, nln np. c qn. 53, an.2 or 3MI,III no
3a,46rxurerHn.s o6pa-req llpr,r.noNeurae Ne 2 or o6pa^aqure 4oKyMeHTr4 Ha .qoKyMeHTarlurra 3a
rracTr.re,

llpurorrenrax K6M AoroBopa:

frPolABA{: KYIIVBA9:

, .MHCrroD^

j* , -^"-\,^Oo ,.

$(*r ?3
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