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Crpaume ce cnopa:yMrxa 

3a creAuoro:

llo,r,fl:l Yo oofoBoPA k |EHV
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_ IIo o6oco6eHa

E;ST""";';;;#;*xl;:#:.H::"*i'1x1:i,,i."'#ffiff ff #1,1ff;1[Io o6oco6eHa ro?".',,d rr^ ,*""'"" jT;{Htd"ff li|y3#-,l,:*nm;l;ff ff#ig,;:HcvMarnBn,
anapar DIRUI u-:06. 

-"- "o3rrqnt M 7: locrarxa Ha recroBe * ypin i l"ia3arop - 3a
(2). I{enonure nlr1:T:""" Ha rpoAalaqa, rocoqeur4 B rpr.rJroxenzero ronp€axo,[Hara aJrr.{Her, ca Hepa3rerr'a qacr or Ha*o"rr,;;iu.ouop.(3) Ilpornosulrri

nopbr{Ka He rropaxrar 3a.4urxJi#j'll',lr",l;1.?fl:'#*#^#:::Hffi",u^,o6*,",u."u

CPOKOBE 14 HAqI4H HA I]NAIIIAHE
2. Cportr Ha Hacrorr{u, IoroBop e 12 uecerla ot

loronoplr npolbnxaBa 4eftornuero crr Ao cKJrroqBasero Ha
cneA flpoBexlaue ua o6rqectneira roosqKa.

3. Ilocoqeu re n v.n. 1 r.n4elur rqe 6r4ar 4ocra.orHu or nporaBar{a Ha KynyBaqa Bcpor 4o 14 (verzpzna4ecer) KaneHAapHu ,4Ht4, cJre.{ 3rurBrBaHero r4M or KylyBaqa.
4. firtwttar:a Ha npoAaBaqa cyMa tro Bcrra orAeJ]Ha 4ocraBKa ule 66Ae [J]areHaor Ky[yBaqa 

''o 
6aHrosara cMerKa Ha rrpoAaBaqa B cpoK.qo 6o ('recraecer[-;;;;; u",cJrea r,BAaBanero ua Qaxrypa or npoAaBaqa.

5. Cporrr Ha roAHocr Ha AocraBenlrre H3Aenr,r, .rpx6na 
4a e ire lo_xparrr or 60

%o (uecr4ecer npoqenra) or o6qus cpoK Ha roAHocr KcM MoMeHTa Ha aocraBKara.

Mflcro HAr43nbIrHEHr4E t4 TIpEMT4HABAHE HA coBCrBEHocrAA /
,,^o*-, --u',.li"Tl,:::+?,*:,ITf"e 

Ha I'BAerII'Inra ce onpeaerr' "MBAJI-[o6pu"J 
"A',$/

EaTara Ha rroAnncBaHeTo My.
AOTOBOp c Apyr r,r3nblrHr.rTeJl
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7. Co6creeuocrra BT,pxy AocraBrHure H3Aeruq u pucK:hr or rrrlJtHoro LIJIIT
qacTr.rrlHoTo r4M notrrBaHe [p9MIzHaBa B6pxy KynyBaqa oT MoMeHTa Ha [pr4eMaHeTo [rM Ha
MTCTOTO Ha AOCTaBqHe c npuelv{O-npeAaBaTeJIeH npOTOKOI r{nn Apyr paBHO3HaqeH AOKyMeHT.

I]PABA 14 3AAbJIXEHI4' HA IPOAABAqA
9res 8. (l) llpop;anavrr e AJrtxeH aa cK.rrroqu AofoBop 3a noAr43rrr,JrHeHl.re,

Koraro e o6.ssur n o$eprara cr.r 3a yqacrr.re [oJr3BaHero Ha noAr43rr:bnHr4rel. B cpox Ao 3 Asra
oT cKJ'rroqBaHeTo Ha aofoBop 3a noAu3ncnHeHl}{e v\u Ha AorrTlJrHuTenHo cnopa3yMeHue 3a
3aMgHa Ha rocoqeH B 3acBJIeH[eTo [oAI43IT,JrHI4TeJI Ii3IT,IHI.ITeJI'T I.I3rIpaUa Korrtte Ha
aoroBopa uJIu Ha AonT,JTHLI'reJlHoTo Cnopa3yMeHUe Ha BT,3JrOXr.ITeIr 3aeAHO C AOKa3aTeIrCTBa,
qe ca H3rrr,JrHeHrr ycJroBurra no ql. 66, a:t.2 u l1 or 3Ofl.

I)t fln-""-- "-- "...eII.rTe HSMaT [paBO Aa [peB63JIaIaT eAHa I{nr4 rroBe.re oT
AerIHOCTr4Te, KOHTO Ca BKJTTOqeHE B [peAiueTa Ha AOTOBOpa 3a nOIU3nbJTr{eHUe.

(3) Hesanucuuo or BT,3MoxHocrra Aa ce r.r3noJr3Bar rloIrl3rrr,JrHrlreJru.
orfoBopr{ocrra 3a r.r3rr:bJrHeHu€. Ha .[oroBopa :a o6ulecreeua noptqKa e Ha rrpoAaBaqa.

(4) Kynynavr,r HsMa Ia I.I3B:bprxBa AlrpeKTHH pa3rrnarrlaHlu c rroAlr3nBJrHureJrrrre
r{:reu 9. flpo4anaqbr e An}}KeH Aa AocraB.f, MeArrrlrzHcKIl r43Aenr.r.{! Kor.rro:
1. uuar nanecena "CE" uapxupoBKa B c:[,orBercrBlle c r.r3HcKBaHLIsra na q:r. 15 or

3axona :a me4uqr.rHcKIlTe u:4i::rur (3MI4);
2. uMar uaHecen ugenrurfaraquoHeH HoMep Ha uoru$uqzpaHu.s opraH no q_n. 64,

ul'.2 or 3Mtr4, Koraro nporleAyprlre, orpeAeneHra e napeg6ure no qn. l8 or 3MI4, r{3r.rcKBar
HaHactHeTo My;

3. uuar HaHeceHr4 HaI.IMeHoBaHr.re rr aApec Ha ynpaBneHlle Ha npor43Boaurent
u/u:ru ynr,luovo leHu.s npeAcraBltreJT r{ BHocr4TeJrt;

4. uuar uucrpyrqur :a ynorpe6a, c l43xnloqeHue Ha u31enLrsra,3a Kor.rro roBa He
e npe4eugeno n 3MI4;

5. ca npugpyrxeHr.r or BaJrr.rreH ceprnrfurar, yAocroBeprBalq cr,orBercrBxero c6c
c6ulecrBeHure H3rlcKBaHI.It, ttp!{nolxrlMH 3a I.r3AeJIuero, H3AaAeH or Horrl$uqtpau opraH

6 na . nn. r.^ "^. 'v. wu rrr,uruD!A--,. oT rlpolr3BoAr{Ten, KouTo npunafa x noAnbp)Ka crrcTeMa 3a
y[paBneur4e Ha Kar{ecrBoro ISO 9001 ululu cucreua 3a ynpaBneHr4e Ha KaqecrBoro Ha
MeArrrlr4Hcxure u3rerfilr. ISO 13485 u/unn eKeusaneHrHa.

r{:reu 10.(l) flpo4anaulr B cpoKa Ha AofoBopa rpx6ea ga orfoBap.r Ha crre2lHrrre
fi314CKBaHr].g:

L .{a una pa3perxeHrre llnu yrocroBepeuue 3a rtproBrrr Ha eApo c MeAr{r]r.rHcKlt
v3renrrr, r43AaAeHo or I4gn:llsarelnus AupeKTop Ha tr4AII no pega ua 3M14.

2. la tputara r.r noA4:bpxa cHcreMa 3a ylpaBneHue Ha KaqecrBoro ISO 9001 e
o6lacrra Ha IIpoI{3BoAcrBoro Lr/luu r6pfoBr4.rrra c MeAr-{Idr.IHcxu rz:'1eJruq ululn cucreya za
ynpaBneHre Ha (aqecrBoro IS(l 13485/13488 lrluJu exsuna[eHrua.

(2) flpogaea.rr,r e AntxeH Hesa6anHo Aa yBeJoMrr KynyBaqa npu orHeMaHe Ha
csoTBeTHr.ITe pa3perxeHH.s HIU o6egcu:lsaHe Ha yAocToBeprlHr4.s.

9nen 11. Bcrxa or4elna AocraBKa rpr6na 4a e flpnApy)neHa or AoKyMeHrr4,
yAocroBepqBaqr.r npolr3Bolxrr3nr! naprltAHr.rs novep, ceplIfiHur HoMep. cpoKa Ha fo.qHocr a
oT aHar-Ir,I3HU CeprUoUraru (opuruualriu, 3aBepeHo Korlle r.rJlu ny6:ravuo ononecr,euu),
AOKyMeH'fUpaxIA npOr43XOAa, C:bCTaBa rr TeKyIlu.{ KOHTpon Ha xaqecTBoTo Ha ]1 r3Ie.nTa,

9,'reH 12. rlpogaeaLur,r e aJr:b)r{eH Aa rr3Aa4e n cpox $axrypa 3a ,qocraBeHr{re
MeAHrlr.rHcxt{ Ij3ne nvs..

NPABA N 3ANbI)I{EHI4-g HA KYIIYBAI{A
r{reu 13.(1) Kynl'aavrr r.rMa rrpaBo Aa rpoBeprBa

oTneJrHa AocTaBKa, KaTo npu. ycTaHoBsBaHe Ha HecTIoTBgTCTBUe

KOJIIIqECTBOTO HA BCSVA

e A.rrlxelr Aa.GfngMH

| .i '''
';'J./
'1 '\.

,,/.)

lpoAaBarra B cpor or 24 vaca.
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(2) npu ycraHolrBaHe Ha Hec:borBercrBr{e B KarrecrBoro r.ra AocraBeHure
MeAr.rur{HcKrr lr3,4enr4r KynvBarq'hr e AJr6)KeH Aa yBegoMr.r [poAaBaqa a cpor or 24 uaca.

(3) HecrornercrBlj ero Ha KoJrHrrecrBoro I4 KaqecrBoro ce ycralIoBrBa c nporoKoJr,
CbCTaBeH OT KOMuCu.s, C:t CTaBrgHa OT AJIT,XHOCTHLITe n[IIa Ha KylyBarIa.

(4) B cryvaii, qe npoAaBaqlT B cpox Ao 24 \aca cneA yBeAoM.rrBaHero rro aJr. I
ocnopH rlltcMgHo HecGoTBeTc'IBI4eTo Ha KaqecrBoTo, Tor.r Mor(e aa ucKa npoBepKaTa Nly oT
yntnHoMorrleH opraH Hnrr ra6oparoptr rr.

9:res 14. Kynyaautr e AnbxeH Aa 3annarrr yroBopeHara qeHa B pa3Mepa, no
Haqr4Ha rr B cpoKa, oflpeAeneHr.r B HacToqrqr.r.s AoroBop.

HEYCTOIZKI4
r{:reu 15.(l) flpu :a6ana Ha AocraBxa or crpaHa Ha flpogaBaqa c noseqe or 2'+

(.{earecer u uerupa) qaca, KynyBarrtT L{Ma npaBo aa nonyqfi Heycrofixa r pa:nrep rra 0.1
(Hy,ra q.a,ro, e4ua 4ecera) Ha cro or croiiHoctra Ha:a6aseHata AocraBra 3a Bcer(H 24 qaca

3a6aBa.
(2) npu ycraHoBrBaHe Ha Hec:borBercrBrre B KoJruqecrBoro! npoaaBaqbr e

anbxeH aa aocTaBH nuncBarrloTo KoJIuqecTBo IIpu cteaBaulaTa aocTaBKa, a rrpH noHcKBaHe

or crpaHa Ha KynyBaqa B opoK or 24 \aca. IIpu neu:rr,mreHrre Ha roBa 3aAbJr)KeHHe
(ynyBaqr,r r{Ma npaBo Aa nolryrrn neycroiira B pa3Mep na 5 (ner) Ha cro or croiiHocrra na
JII{IICBaUIOTO KOJIHqeCTBO.

(3) IIpu ycrauoB.nBane Ha Hecr,orBercrBr{e B KaqecrBoro! npoAaBaqr,r e AJrb)r(eH

Aa AOCTaBE MeArrrIrrHCKrr IJ3I€tJlljs. C yfOBOpeHOTO KaTIeCTBO nprl CneABaIIaTa AOCTaBKa, a npH
rror{cKBaHe or crpaHa Ha KynyBarla B cpoK or 24 gaca. flpn ueusn:s:treHr.{e Ha roBa
3aAblrxeHr-{e KyrtyBaqr,r uMa npaBo ra nonyq}r Heycroiixa B pa3Mep na 5 (ner) Ha cro o'f
cToIiHocTTa Ha HeKaqecrBeHara aocraBKa.

(4) B cryraure r0 aJruHeu 2 n 3, axo npoAaBaqr,T He AocraBr.i aoroBopeHoro,
KynyBarrbr rrMa npaBo Aa 3ar(ynu neo6xo4unnre My MeAr.rqrrHcKu rBg.eJr'Irg. or .4pyf
aocTaBrIIIK, KaTO pa3JIIIKaTa MeXAy IIeHaTa nO AOtOBOpa Il AeTiCTBUTeTHO 3arrrareHar0 rleHa e

3a cMer(a Ha npoaaBaqa.
tl:reH 16.(1) flplr orxa: Ha npoAaBarra Aa AocraBu 3asBeHure My Me.qrrurlHcnrl

lr3Aerur Hnrr [pr.r 3a6aBa noBsqe or 48 ('{ernpuAecer r{ oceM) rraca! KynyBarrtr r.tMa npaBo Aa
:arynu neo6xogr.rMrrre My Me,qr4rlr4HcKu H3AerH.s or apyr aocraBrrHK.

(2) B cnyuarare no fipelxoaHara anr{Her pa3nr.rKara Mexay qeHara no Aoror}opa r4

aetcTB\4TelrHo 3anraTeHaTa qeHa e 3a cMeTKa Ha [poAaBarra
9reu 17. Kynynau:rr aMa rrpaBo Ia HcKa o6e3rtereHue B rrbJre Fr pa3Mep Ha

BpeAure, Kor4To e nper:bpn.llll .B pe3ynrar Ha 3a6aBeHara n/ulu gexaqectBerlara AocraBKa.
lhes 18. IIpu :a6aea na nna laHe or crpaHa Ha KynyBaqa, roclreAHriqr A6nxu Ha

IIpoAaBaqa HeycroiiKa, B pa3Mep Ha 3aKoHHara Jrr4xBa.
r{:reH 19. Heycroiirure, o6e3qereHr-r.sra r{ r]gHoBr{re pa3nr.{Kr.r no .rn. 16, arr. 2

Mofar aa 6baar yabpxaHlr oT BcrKo abJrxuMo Ha npoAaBarra nnaulaHe.

NPEKPAT'BAFII] HA AOfOBOPA
9,ren 20. !oronop'rr ce npeKparrBa:
1. c u:ruqase Ha cpoKa! ra xoiiro e cxlrroqeH, ocBerr B xr.rrrore3ara Ha v.reH 2,

n3pe.reHue BTopo;
2. or urnpasuara crpaHa npIr clicreMHo Heu3IttJIHeHIie Ha 3aa:bn]KeHurra rro

AoroBopa. IIo.q cucreuno HeH3rrGrHeHr4e ce pa:6upa raKoBa, u3Bl,pmeHo ABa r.r:ru roBeqe
n6Tlt B paMKr4Te Ha eAr.rH KaJr€rHIapeH Mecerl, HJrH noBeqe or rpH n:brr{ B paMKrrTe Ha cpoftqHa
!or oBopa:

1 .^. n-r 
" 
r.o ,.,rTO Ha yCnOBUq 3a AOCTaBKa Ha MeAnUr'rHCKlr A3AeIUq CIeA

rrpoBe)KAaHero Ha rleH lpit:rn3i4paHri eJleKlpouHr{ r"bpr'oBe. / .

// o '/--./ | ,,/;\-\ -/, )- |vL
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4. rtpr4 HeBb3Moxuocr Aa ce ocr4rypu QuuaHczpane 3a r.fintJrHenr4ero Ha
rlopbqKaTa tlo Ipzqr4HI,I, Kot{TO KynyBar{T,T He e MO|GJT Aa IrpeIBI4AI4.

APyfr4 ycJloBr4t
Hnen 21. Crpanure no AoroBopa He Morar Aa ro r43MeHtr, ocBeH B cryr{ar.rre,

rrpeaBlrAenr,r s .fi. I 16 or 3OlL
rl;lele 22. Crpanure IIo AoroBopa u1e peluaBar Bb3HrrrHaJrr,rre rro l43rrbJrrregr4ero

cnopoBe no B3irr.rMHo ctruracr4e, a aKo roBa e HeBE3MoxHo, no peAa na fIIK, [peA poAoBo
KoMnereHTHl,trr c6,4 B rp. ,{o6pr,ru.

rfuien 23. 3a ecr4qrsl HeypeAeHr4 rro Hacrorrqur AoroBop Btnpoclr ue ce npr.rJrarar
pasrope46ure ua 3OfI, II 3OII, 33.{ rz T3.

9reu 24.(1) 3a na,rlr4nu aApecr.r 3a [prreM{rHe na cto6rqenux, cBbp3axr.r c
Hacro.f,ull,Ir aoroBop ce cMrTaT aApecr.rTe, rocoqeHu B HaqaJroTo Ha aoroBopa.

(2) llpu flpoMrua Ha Aarrurare no npeAxo4uara aJrv*es, ctorBerHara crpaua e
an:bxr{a Aa yBeIoMr4 lpyfaTa B Tpr4AHeBeH CpOK OT npOMrHaTa,

llpu crcrar.rue Ha Hacro{ulrrrr AoroBop ce npeAcralr,rxa or ra3rrGJrHHTeJrt
cneAHr4Te AoKyMeHTI4 3a IOKa3BaHe JrI{[CaTa Ha OCHOBaIIUT 3a OTCTpaHtBaHe:

1 . 3a o6crogrelcrBoro no qr. 54, an. 1" r. 3 or 3OlI:
- yAocroBepeHr,re or opm.rrr4Te no flpuxoAr4Te sa nunca ua ny6nur{Hr,r 3aA6nxeHur;
- yAocroBepeHr,re or O6qrzua rpaA Ao6pu.r 3a nnnca na ny6ru.runlr 3aArnxeHr4r;
- yAocroBepeul.Ie or o6tqr,Inara no ceAanr.rrqero yrracrHr4r€ 3a Jrr,rnca Ha rry6rr4.{Hr4

3ATbJIXEHII':
2. 3a o6cro.f,T ercrBoro rro qJr. 54, ur. 1, r. 6 - yaocroBepeHlre or opraHnre Ha

tr4snlnur.rrerHa areuqur "hanna uHc[eKqr4s rlo rpyAa";
3. Ceprr,rQurar 3a npr,rJraxane u no44bpxafle Ha cr,rcreMa 3a ynpaBJreHr.re Ha

KaqecrBoro EN ISO 9001 ululu EN ISO 13485/13488 ulutfir exsusaresrna, c o6xgar n
o6racrra Ha flpor43BoAcrBoro uluttu r,pronutra c MeAnrlr4r{cKr,r Lr31ecfirs.

llpurioNeurar KbM AoroBopa:
1. Texuuqecr<o flpeAnoxeHr.re 3a r.r3rr6JrueHr,re Ha [op6rrKa.Ta;
2. I-{euoro flpeAloxeHr.re.

Hacroruluxr go clscraBr{ r rpu e4roo6pa3ur.r eK3eMnJrrpa., ervH 3a
npoAaBaqa r4 aBa 3a

KVIIYBA9:

$,@1+flAF;6f
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MHOIONPO@HAHA EO 3A AKTI4BHO AETIEHHE _

Ilpu,ttottceuue J,,lb I - sad.bn cumeneH o6pa3eq

TEXHI{qECKO IIPNA.NO)ItEH

llosnacanurr Hanonafi Acenon vepuaer, EfH 'l/n'^rrte, B KaqecrBoro ch Ha

l,'H:T"""::::":'::-'t"+^TylY.:, ooa' ctc ceAanlrrle: rp' Crapa 3aropa, aapecsa ylpaBJreHr.re fP. C'rapa 3aropa, yn. ,,Hoeosaropcrco uroce,, 6n. 1, EI,IK 833101609,

1. flpeacransl{ o$epra :a yuacrue no o6oco6eua no3aur,rr:

Ns1: .{ocranxa Ha laboparopura KoHcyMarrzBr4, peaKTzBrr u TecroBe,[peaHa3Har{eHlt 3a xeMaToJIOflu
Ne 2: ,,{ocraera ua la6oparopHt4 KoHcyMarr4Br.r,

npeAua3uaqeHu 3a xeMoKoaryra\r4u _ 3a afiapar START MAXJ\! 3: ,{ocratrca ua la6opaiopHr4 KoHcyMarr.rBr4,

peaKTIZBiZ H TecToBe,

peaKTUBr.r a TecToBe,npeAHa3HarleHr4 3a r{JruHHrrHa xr.rMH' 14 rzMyHOJrOfH,

No 5: ,{ocranra ua la6rlpaTopHr4 KOHCyMaTaBa, peaKTraBr4 ranpeAHa3Haqe'z 3a Kp6BHo-fa3oB u"*'. -'.u-u'iup;, il;6;6rNi rfii:ffi;J, recroBe'

No 6: locranxa ua na6opa.ropn, norayrur"Bz, peaKTr4Br4 14 TecroBe,npeAga3uaqeHr4 3a KpbBHo-ra3oB aHaJrH3 _ sa anapar ABL 5
Nl 7: ,{ocraaxa na recroBe ru yprn"n anurrr3arop _ 3a anapar DIRUI H_300

(Mona nodvepma me o6oco6euama nnw4un, 3a Konmo npedcmasnme o$epma)

2. IEKJIAPI4PAM, ve:I]fua
no3!tul.lt. 3a KotTo yqa(:TBaM; e

He npaer UrJrocrHo [peAnoxeHr_re tro
no3IaIIHt, 3a KOTTO r{acTBaNr;

Bcr4rrrr.r rroMeHxJrarypr.r or o6oco6egara

(Moaa noduepmadme eapuomo)

3. flpe4.narav gocraBKara Ha rr4enr.rr, Kor4To:- ca fipor43BeAeHrr or ltpolz3Bo4urel, rofiro
y[paBneHr4e Ha r(aqecrBoro ISO 9001 u/unu cucreva
MeArnrlriHcKrrre rB aelfirl IS O I 3 495 u/Eru exst,tgareHrHa.

_ c6orBercrBar Ha r,r3r.rcKBaHurra ua .{npe*una na Eaponefiexa, [apraMeHT IdCr,neira ua Enpona 98/79 EC sa NreArauuHcKure cpeAcrBa 3a araarnocruxa (IVD).
- orroBaprr Ha H3acKBaHrisra Ha ul 92, an. 1 or 3MI,I;
- orroBaprr Ha apynnre r'r3r4cKBaHrzr, nocoqeHrz B TexH'qecKare cueqrasaraqua4. .{er<napuparrr ctrJracr4ero cra c Kray3rrre Ha [pr4JroxeHr.i, lrpoer<r Ha AoroBop.5. ler<napnpav cpox Ha Banr,rAuocr na o$eprar:a: 3 (rpa) ueceqa or aarara,Korro e nocoqega 3a Aara Ha fioAanaue ua o$eptara.
6. Ipueualr cpoKa Ha r,r3nr,JrueHr{e Ha flop:bqKara: 12 (aaanagece.4 Mecel(a orCKJIIOqBAHETO HA AOTOBODA.

npr4Jrara r4 llo,4qbpxa cficTeMa 3a
3a ynpaBJIeHI,re Ha KaqecTBoTO Ha

F-\,4
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"MHOIONPOOI4AHA EO 34 AKTi,IBHO AEqEHI,IE _ OB

7. llpuerrlau cpoKa 3a flnr
3To rra '.^^Tdh'n_^ .,,__ lulaHe: -ro 60 (urecr4ecer)I'I3B6pIIIBaHeTO Ha AOCTaBI{aTa LI L{3rrARAr{ar^ _" *-_-,'.^ ^\!rvv^Avver/ 

(aJlVHAapHI'I IHH OI

s npn,*ar-cp;y"::'j:il;:J"1"1?ii#tr#:trii;.; 
;;" .,MOMEHTA HA 3A'B'BAHETO OT Bb3NOX,ITEJI.fi.

" 
u*- 

"0"*n"llJ;JJ# ::ffi Jffiiffi 
"ff #;Tfl 

* o'r 6 0 %o (ruecr4ece:r npoqesra)

^R--__- 
10, llpueuarra Aa r8[bJrHrBaM BCr,rr{Kr4 t43r4CKB€o6tsaeurlero 

" 
aonryarturatsra 3a ].qacr'e. 

rHI4t Ha Bb3JroxHTeJrt, [ocotreHa B

I l. B elyvafi, qe 6lAa orrpeAenen 3a r43rrtJrnr4,lnpu troIrrr4cBaHeTo Ha'AoroBopa :a o6qecrnena no'"n 
tu nopbql(aTa, ce 3aIsnxaBaM,

aoKyMeHrI4 yao"tou"p"uuuar4 rrr4ucara Ha oc'oBa'r4, .rp"^111- ^11 
npeAcraBt aKryarrHa

Kaxro Lr cborBer"tu""io 
" 
no"r".""i.l ;-:::::::1_t^1 orcrpaHtBaHe or npoqeaypara,

_ ga o6*of,rerc,"llliifl: ;ffiT:;iXig8fi _ ."",",.n"; .; ";;",,- sa o6cro.s:rercrBoro no vn. 54, a,,r. i, ,. I o, 3
ffJi#ff; ;":iffil|"**e or o6ulu'ar; 

"; ;;;#i'Jff ';:":fi ::ffi"",t"'"JT;
- sa o6cro_srercr

::j:::*;?fr*ti:rffi *#J#x"#'d*6.vgocronepe'ueorop'ra'l{reHa
KarlecrBoro ISo 90bl s o6rracrra Ha rpoa3BoAcrBoro ,,,::1_-"1:t"Ma 

3a yrpaBrleHEe Ha

ffiff#r,llT' cacreMa .u ynpurn"",. 
"" "",""JJ;ffi;""iffir;I;#"#ff;



.'MHOIONPOOLINHA BOAHHIIA 3A AKTI,IBHO AELIEHI,IE -AOEPI4I{" AN
AOEPHq 9300 I yr. 'naHanor XuroB' 24 8 058/600488 OaKc 058/600414 El e-maitr obtb@bergon.net

Ilpuaotrcenue lW I - udtnarcumeneH o1pweq

T EXH I{ TIE C K O NPEN JI O }fiEHI,I E

noAnucanr.rsr H,KonaE Aceuon {epuaen, EfH * 'i filtt B KaqecrBoro cH Ha

fltrHorrrorqnl,rr ua,,llepQerr Megnxa" OO,[, cac celarrr{qe: rp. Crapa 3aropa, a4pec
Ha yupaBJreHr.re rp. Crapa 3aropa, yn. ,,Houosaropcr<o uroce" 6n. 1, EI4K 833101609,

1. llpe4craBaN,r o@epra oa yvacrue no o6oco6esa [o3nrlr4r:

l\b1: locranra Ha la6oparopull xoHcyMarHBH, peaxrr.rBra H TecroBe,
rrpeAHa3HaqeHLI 3a xeMaToJIorI4t

Ns 2: .{ocraaxa ua la6oparopHu t(oHcyMarr4Brr, peaxrzBa r,r recroBe,
npe.4ua3HaqeHr.r 3a xeMoKoafyJrauus - 3a aflapar START MAX

Nl 3: ,{ocranra ua la6oparopur4 r(oHcyMarl4Brz, peaKTr4BIl }r recroBe!
npeaHa3HaqeHr.i 3a KJII.IHLIqHa XAMI,I' I.I HMyHOJIO|U'

Nl 4: [ocranxa ua la6oparopHr4 r(oHcyMarr{8l4, peaKTr4Br.r v recl.oBe,
npeAHa3HaqeHr.i 3a fJrroKoauaJrr43aropr4 - 3a anapar BIOSEN C* LINE - EKF

Ne 5: ,{ocranra na la6oparopurz l(oHcyMaruBr4, peaKTr,rBu r4 TecroBe,
rpeAna3HarreHr.r 3a Kp6BHo-ra3oB aHaJrr,r3 - 3a arapar RAPIDPOINT 500 * Siemens

No 7: [ocranra ua recroBe 3a yp].rHeH aHaJrr43arop - sa anapar DIRUI H-300

(Mona noduepmaime o6oco6euama nnut4utr 3a Kotmo npedcmaaame oeepma)

2. IEKJIAPI4PAM, ue:

no3l.uug. 3a KotTo yqacTBaM.;

He npanr r{srocrHo [peAJroxeHr4e no Bicr.rr]Kt4 HoMeHrorarypr{ or o6oco6esara
no3riqu.s, 3a KorTo rracTBaM;

(Monn noduepmadme oapuomo)

'l T-Ine nnqrqrr nna
^--TABKATA HA I43ACTHg, KOHTO:

- ca lpor.Br]e.qeHr.i or [poa3BoAr4Ter, KofTo flpl,IJrara a nogtpxa crcreMa 3a
yrrpaBJreHHe Ha KarrecrBoro ISO 9001 uluttu cuctenta 3a yapaBJreHr,re Ha KaqecrBoro Ha
MeAr4ur.rHcKr4Te v3 g1errLts ISO I 3 48 5 H/anra eKeugarenrHa.

- cborBercrBar Ha u3r,rcxBaur4.sra ua .{a.pexrana na Enponeftcxa, napraMeHT r,l

Csnera ua Eapona 98179 EC ga lreAr.ruuncKr4Te cpeAcrBa 3a araarnocruxa (IVD),
- orroBaprr Ha u3r4cKBaunara ua un, 82, a"l. 1 or 3MI,1;
- orroBaprr Ha lpyrr,rre r,r3rlcKBaur.rs, nocorleHr4 B TexHl4rrecKure cneqzQuraquu
4. .{gftnapapau crfJracuero cu c KJray3r4Tl] Ha [pr4roxeHr4q [poeKT Ha AoroBop.
5. .{ertraprapar'l cpox Ha Barr4AHocr ua o$eprara: 3 (rpu) ir,receqa or Aarara,

Korro e nocoqeHa 3a aara Ha rroAaBaHe ua oQeprara.
6. flpraeualr cpo*a Ha ra3rrr,JrHeHl,re Ha rropbqKara: 12 (aeanaaece.r) r'receqa or

cK,[]oqBaHeTo Ha aofoBopa.

{€--



"MHOIOIPOO'IAHA EOAHI4UA 3A AKTIdBHO AEr]EHI,IE -!.OBPI4q" A'4

AOEPI4II 9300 E yJI.'naHanor xkroB" 24 I 058/600488 QaKc 058/600414

7. llpueuav cpoKa 3a ao60( KATCHAAPHI4 AHI4

H3BbpIIIBaHero Ha AocraBKara Id I43AaBaHero ua rpaxrypa or
8, lipnerr.rarrr opoKa Ha AocraBKa: 4o 14 (verupuua4ecer) raleugapHu AH!{ or

MOMOHTA HA 3A'IB'BAHETO OT BI3JIOXI,ITEN'.

9. llpuerrlau cpoKa Ha roAHocr: He no-MaJIKo or 60 % (urecr4ecer npoqenra) or
o6qut cpoK Ha toAHocr KbM MoMeHTa Ha AocraBKara.

10. flpueuau Aa H3nbJIHrIBaM Bcr4qKI.I Lt3LIcKBaHrrr Ha B!3n0xr4TgJu, flOcoqeHr4 B

o6ssneiruero 1r aoK),r{enTatrl4tra 3a yracrlle.
1i. B cnyuaft, qe 6rAa onpeaeJleH 3a I43nbJIHI4Ter Ha fiopbqKara, ce 3a,qtnxasaM,

rrpu noarlr{cBaHero Ha aoroBopa sa obuecrBeHa uopbqKa, Aa npeAcraBq al<rya:tHpr

AoKy,l\4eHTH y.qocToBeptBalql'I JIIcuCara Ha ocHoBaxut 3a oTcTpaHtBaHe oT npolleAypaTa,

KaKTO r{ CTOTBeTCTBIToTO C rrOCTaBeHItTe Kpr,ITepHI,I :a nOA6Op:

- sa o6c'roqrercrBara tro .Ir. 54, ar. 1, t. 1 or 3OlI - csuAerercrBo 3a cBAIIMocr;
- sa o6crosrercrBoro Iro ul, 54, a-n. 1, r, 3 or 30 - yaocronepeHl4e or opfanrlTe

no up[xoAr.rre r.r yAocroBepeHlae or o6Iquuara no ceAaJll{uero Ha Bt3JIoxI,ITeJIt I,t Ha

KAHAIjAAI A V TPI YIJACTH HKA ;

- ga o6cro.srercrBoro no ,rn. 54, an. 1, r. 6 - yAocroBgpeHl4e or opraxr{Te Ha

I4gntnlrzremra arenqts "lraBna LIHcneKIII4t rto rpy4a";
- ceprnQlmar 3a npr.rJraraHe 14 noaacpxaHe Ha cucreMa 3a ylpaBJIeHI4e Ea

KarrsprBoro ISO 900i n o6racrra Ha rrpolr3BoAcrB o'to u/ttttu rbpfoBl4sra c MeaI,IquHcKH

r,r3AoJrr4s ulutru cuctewa 3a ynpaBJIeHIte Ha KaqecrBoro }SO\ ,.3485/13 488 ulersru

EKBHBAJIEHTHA.

-w f,, 53,4il
lloAnr4c Ha [peAcraBJ]tBauloro Jrl,lqe v fieqar:..'

Hzxolaft Acenog 9ep
(rarr.re, 6arr\uno ra tf auzrnx,
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flo4nncarnm HuxolaE Aceuon r{epnaer,

lltnnorr,rou$rr,rx na,,llepQert Me[r,uca"
aapec Ha ynp{rBneHrre rp. Crapa 3aropa,
833101609.

'MHOIOflPOO}IAHA EO 3A AKTI,IBHO OBPHI{" AA

Ilpworcenue Jlb I - sadbndrcumenet oflpaseq

TEXHI,IqECK O NPE,IIJI O)I(E H I,IE

EfH w 1ll"4lB KAqECTBOTO CI4 HA

OO,[, clc ceAaJrr.rule: rp. Crapa 3aropa,
yn. ,,Hoaoaaropcxo uroce" 6n. 1, EIzIK

1. flpegcraern orpepra ta yuacrue uo o6oco6ena no3r,rquff:

Nel I ,{ocranra Ha na6oparopnu Kor.rcyMarr4Br4, pearTl,rBlr r,r rocToBe,
lpeaHa3HarreHH 3a xeMaToilof r{t

Ns 2: .[ocrama na la6oparopur4 KoHcyMarr-rBri, peaKTuBH u recroBe,
rtpeaua3uarreHlr 3a xeMoKoaryJrarl]rr - 3a alapar START MAX

Ne 3: .[oc, anra na la6opa'ropHr4 KoHcyMarr,rBH, peaKTr4Br4 u rec.r'oBe,
npeAHa3Haq9Hr.r 3a KJrr.rHrrqHa xr4Mr4r r4 r4MyHoJroffit

Nl 4: ,{ocraara ua la6oparopHr4 KoHcyMarrlBr{, peaKTzBz r,r recToBe,
rpeAuasuar{euu 3a rrrK)KoaHaJrr.r3aropr4 - 3a anapar BIOSEN C_ LINE - EKF

Nr 5: .{oc, a"nxa na la6oparopun KoncyMar[Br,r, pear{Tr,tBr.r r,r rocToBe,
rpe.qHa3Haqenr 3a Kp6BHo-fa3oB auaJru3 - 3a a apar RAPIDPOINT 500 - Siemens

Nl 6: ,{ocrama na na6oparopuu KoHcyMarriBra, pear(Tr,{Br,r r,t rocroBe,
flp,eAua3narreHr,r 3a KpbBHo-fa3oB aHaJrr.r3 - :a anapar ABL 5

Ns 7: .IlocraBxa Ha recroge sa vDr,rHeH aganuaarop - ga aflapar DIRUI H-300

(Monn noduepmaime o6oco6eua.md no3utlut, 3a Koamo npedcmaenme oQepna)

2..{EKJIAPI4PAM, ve:
flpass urrocrgo nDe,Eroxenr4e no gcu'{KI,I Hor\4eHKrarypa o'r o6ocobeHara

rro3rrul,lr. 3a l(ofTo vqacTBaM;
He upana urJrocrHo npeanoxeHr{e no Bcrq(u HoMeuKnarypu or o6ocodenara

no3rrrIHr, 3a KotTo r{acTBaM;

(Mona nodvepmafime enpuomo)

3. flpegaararr,r [ocraB(ara Ha rr3Aenu{, Kor.rro:
- ca npo[3BeAeHl,r or npor,r3BoAr4Ter, KofrTo [pI4JIam u [oAABpxa cr4cTeMa 3a

ynpanrenrze Ha KaqecrBoro ISO 9001 ulutru cucreua 3a ylpzrBJreHr,re Ha KaqecrBoro Ha
MeAuul4HcKr,rre Lg4errut ISO 13485 u/uru eKsr4sareHrga.

- cboTBeTcTBaT rra r43HcKBaHr.trTa Ha Ar4peKTr4Ba ua Enponeftcxur napIraMeHT
Crnera Ha Enpona 98/79 EC sa raeAr.rur,rncKr.rre cpeAcrBa 3a 4r.rarHocrura (IVD).

- orfoBaprr Ha r,r3r.rcKBaHrrrra ua wt. 82, an, 1 ot 3MZ;
- orroBaprr Ha ApyrrlTe r,r3ucKBaur4t, uocoqeHu B TexHuqecKr,rre cneqlr<purcaqzu
4. .{erlapupav csnracuero clr c KJray3r.rre Ha npr.rJroxenr{r [poeKT Ha AoroBop.
5. .(euapnpau cpoK Ha BaJrrAHocT na oSeprara: 3 (rpr,r) rraeceqa or Aarara,

Kotro e nocoqeHa 3a aara Ha rroAaeane ua o$ep.rara.
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''MHOIOilPO@I4AHA BO 3A AKTI,IBHO AEqE E\ OBPI4I]'' AA

7. flpr.renarrl cpoKa 3a nJlarr\aHe: Ao 60 (uecT.qeCer) naleulapHr4 aHl{ or
H3stprnBaHero Ha AocralKara r{ r43AaBaHero na Qar<rypa or r{3n6JlHureJrr.

8, flpnenaarvr cpoKa Ha AocraBxa: ao 14 (veruprauagecer) r<aneH4apHr.r IHr4 or
MOMEHTA I{A 3?UIB'BAHETO OT B:b3JIO)KI,ITEJI,.

6. llplreuaira cpora Ha r{3rrbJrHeur,re
cKlrorrBaHeTo Ha IOfOBOpa.

Ha nopbqKara: 12 (4naira4ecer) ueceqa or

o% (ruecr4ecer upoqenm) or

HA B63JIO )KIITEJI-{, NOCOq9HI4 B

9. llpuerr.rarrl cpoKa Ha folHocr: He tto_MaJrKo or 60
o6rqur cpor Ha foAHocr K6M MoMeHTa Ha .uocraBKara.

I 0. llpzerraarr,r aa r43nbJrHtBaM BcI,IqKIt rr3r4cKBaHr4,
o6qgreufi ero 14 AoK)'N{eHTarIr4rra 3a yqacrr4e,

11. B cnyvaft, qe 6rAa o[peAeJreH 3a r43n6JrHr.rreJr Ha fiop6qKara, ce 3a.4bJrxaBaM,npu noAIII4cBaHero Ha roroBopa sa o6rqecrBeHa [op6r{Ka, Ia npgAcraBs arcyanHr4
IOr(yMeHTrl yAOcTOBeprBauIa nr4ncaTa Ha ocHoBaHr4s 3a oTcTpaH.sBaHe oT rrpoqeAypaTa,
KaKTo r4 csorBercrBaero c nocraBeHlrre KpI.rrepIrLI 3a no46op:

- ga o6cro.{rercrBara rro vn. 54, a:r. 1, r. I or 30lI - cBr4AereJrcrBo 3a c6Ar4Mocr;
- sa o6crosrercrBoro rro wr.54, u. l, r. 3 or 3orl - yaocroBepeHr4e or opraHare

no npuxoArare r{ yAocroBepeHne ot o6quuata no ceAanr4r4ero Ha B!3Jroxr4rers. 14 Ha
KArr IU AaT a U IV yqacTHaKa;

- sa oocrosrercrBoro 
''o 'tst. 54, wt. l, r. 6 _ yaocroBepe'rae or opra'r.rre Ha

I4gnlrur rerHa afeuqur "flarua uHcneKrllrr rto rpyAa,,;
- cepru$rarar 3a flpr.,rafa'e r4 noAjq'pxaHe Ha crrcreMa 3a ynpaBJre'I4e Ha

KaqecrBoro ISO 9001 s o6racrra Ha npor43BoacrB oro u/utru rbproBr,rrra c MeAr4rIr,rHcK.H
r434erturu u/nru cscreua 3a ynpaBneHr.re Ha KaqecrBoro ,1qor1:+tsrrr 4g3 ulunu
EKBUBAJICHTHA,

,"1''4r,r"/ilLr/
floAnuc Ha npeAcraBJrrBarrloro nuqe 14 treqa{.v,r. i.mffjrdS..

Hurolafi Acenor r{epuaE{-

(uue, 6aulauo r,r $avrlrnux,

#
_-)'-'-----


