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pvrq, Ha ocHoBaHr4e qn. ll2 rr cJr. oT 3arcoua sa
o 6qgcrseur{Te [opbtrKr4, ce cKJrrotrr4 H acrorulrrrr loro B op Me]r{Iy :

"MHO|OIIPOOI,IJIHA EOnHZUA 3,A. AKTI4BHO JIEr{EHI4E-AOEPZII" AA
rp. ,{o6puu, cbc ceAaJrr,rilIe r.r aApec Ha yrrpaBJreHr,re: rp. [o6puv, yr. "flaHafror XzroB" 24,
reJr. 058/600160, $axc: 0581600414, e-mail: oblb@bergpn.net, EI4K 124141302,
npeAcraBrlsBaHo or A-p Crerosap Baft'ren flerpon I4gnuHureleu [upexrop Ha
ApyxecrBoro,Hapr,rqaHo 3a KparKocr,,Bb3IIOXI4TEJI" or eAHa crpaHa

"IIEP@EKT MEAI4KA" ooA, cbc cerarrr.rr{e B rp. crapa 3aropa 6000, aApec Ha
ynpaBneHlae: yn. ,,Hono3atopcKo Ilroce" 6r. 1, EI4K 833101609, rpeAcraBJrrBaHo or,{anrxn
Enedunos O6pereHon B KarrecrBoro My Ha ynpaBr,rreJr Ha ApyxecrBoro, HapuqaHo 3a
KparKocr rro Aony,,I43|IbJIHVTTEJI" .

Ha ocHosauue Peurenue }lb 9 / 10.02.2020 roA.,cneA npoBeAeHa llpoueAypa 3a
Bs3naraHe sa o6uecrBeHa nopbqKa rr4rr "orKpr4Ta" i\b 00083-2019-0014, o rpeAMer:
,{ocnanxa Ha na6oparopHll KoHcyvlatvrB:z, peaKTr,rBt4 Ir recroBe 3a orAeJleHr4e "KruuuqHa
la6oparopufl"Ha,,MBAJl - .{o6pz.r" A[ ce cKJrroqu Haaroflr]\prt noroBop 3a cnerHoro:

IIPEAMET HA AO|OBOPA I4UEHI4

r{neu 1,(1). ZsnrnHLITeJItr AocraBfl Ha Brsroxr4TeJrr na6oparopHt4 KoHcyMarLrBrr,
peaxtnnu I4 TecroBe (napu.raHu lo-Aony MeA]rrlktHcKuhe uzgetut), za Kor.rro e yqacrBar B
orKpI4Ta rlpolleAypa 3a Bb3JIaraHe Ha o6rqecreeHa rlop:rqKa no o6oco6eHa no3rzrluq J{b 4:
[oclanxa na .naboparopHlr KoHcyMarr{Bu, peaKTrrBrr u recroBe, rrpeAHa3HaqeHrr 3a
r.rro$oauaJrlr3aroprl - 3a arapar BIOSEN C_ LINE - EKF; no o6oco6eHa no3rzrlus J'{} 6:
Aocrlanrca na .na6oparopHlr KoHcyMaruBrr, peaKTrrBrr rr recroBe, rrpeAHa3HaqeHrr 3a
rcprdHo-ra3oB aHaJrIr3 - 3a arapar ABL 5 rz no o6oco6ena nograqru Nb 7: flocrarKa Ha
recrQne 3a yprrHeu aHaJrrr3arop - 3a alapar DIRUI H-300, ro rlenr.r, rocorreHrr B
rIeHoFoTo rrpeAJroxeHhe Ha r43[bIHI,ITelq.

(2). I-{euonl4Te rlpeAnoxeHl4t ua Zsrt:bruvrrelrfl, nocoqeHn B npunox(eHrrero rro
npeAroAr{aTa urkrHefl., ca Hepa3AerHa qacT oT HacTorrqr,rfl AofoBop.

(3) lIporno3HI,ITe Korl4qecrBa, IlocoqeHrz B AOKyMeHTarIuflTa 3a o6qecrnena
rlopbHKa He rlopax,4ar 3aAbJDI(eHr4e 3a Brsno)Kr.rren 4arr4 3aKyrrr4 B nocorrgHl{.s o6e1a.

CPOKOBE ?I HAI{I4H HA IIIIAIIIAHE

Hneu 2. Cpom Ha Hacroflrlll4t AofoBop e 12 lreceua or rarura Ha lloArrr{cBaHero
rrly. {oroeopbr rIpo,4bJIXaBa 4eficrnuero cH Ao cKnrorrBaHero Ha AoroBop c Apyr pr3rrbJrHureJr
cJIeA rrpoBexAaHe ua o6rqecrBeHa nop:br{Ka,

HneH 3. flocoqeuure B qJr. I uzaerrur_ rIIe 6lAar AocraB.sHrz or Zsl:brunrerrs.Ha
BrsnpxrireJlt B cpoK lo 14 (.rerr,rpnua4ecer) rareHAapHr4 AHr4, cJreA 3arB.r{BaHero r4M or
BrsnolKrlTerr.
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rlnen 4. ,{tuxczrvrara laal4Trcrnur.err cyMa rro BcrKa orAeJrHa AocraBKa rqe 6bAe
nnargHa or Bb3roxI,ITeJUI rro 6aHKoBara cMerKa Ha I43nbnHvrrerrs. B cpoK Ao 60 (ruec,r4ecer)
KaneHAapHrr AHr4 cneA r{3AaBaHeTo Ha oaKTypa oT I43[brHuTens,.

Easra:
IBAN:
HneH 5. Cporrr Ha roAHocr I{a AocraBeHI4Te rr3AeJrr4flTpfllBa Aa e He no-KparlK

o/o (mewgecer rIpoIIeHTa) or o6nlus cpoK Ha roAuocr K6M MoMeHTa Ha AocraBKara.

M'CTO HA I43NbJIHEHI4E 14 NPEMI4HABAHE HA COBCTBEHOCTTA

Hneu 6. 3a rrascro Ha AocraBsHe Ha u34ewrflTa ce orpeAens "MBAJI-,{o6puv" A[,
rp. [o6pu.r, yr. "IlaHaitorXuros" 24"

Hneu 7. Co6creeHocrra Bbpxy AocraB.rrHr4Te krsllelrvrfl. r.r prrcKbr or rrbJrHoro r.rJrri
qacrEqHoro pIM rloruBaHe rlpeMuHaBa Bbpxy Brsroxzrers or MoMeHTa Ha rrpr4eMaHero I4M

Ha Mf,CTOTO Ha AOCTaBflIJe C [pIIeMO-rrpeAaBaTeJreH rrpoToKoJr r,rJ[4 Apyf paBHo3HaqeH

AOKyMeHr.
IIPABA I4 3A,U:bNXEHI4II HA I43II:bJTHWTEIIfl

I{neu 8. (1) ZsnrnHkITeJrtr e Anr,xeH Aa cKrroqr4 AoroBop 3a noAr.r3nbJrHeHr{e,
KofaTo e o6ssun n ooeprara cLI 3a f{acrr,re rroJr3BaHero Ha noAr,r3rrbJrHprrel. B cpoK Ao 3 llnu
or cKrIotIBaHeTo Ha AofoBop 3a rroAr{3rIbJIHeHI,re ulrv Ha .qorrbJrHr4TenHo crlopa3yMeHr4e 3a
3aMtHa Ha nocoqeH B 3atBJIeHI4ero rroAr,r3nbnHurel IrlgnrJrHr4TeJrrr r{3[parqa Korrre Ha

AOfOFOpa VIrU HA AOTIbJIHVTeJTHOTO CrIOpa3yMeHVre HA Bb3JIOXprrenf 3aeAHo c AoKa3areJlcrBa,
qe ca pr3rrbJrHeHr{ ycnoBr,rrra rto rrJr. 66, al.2 u ll or 3OlL

(2) lloau:nbJrHlrreJlrlTe Hf,Mar lpaBo Aa rrpeBb3narar err'a vnnr noBerre or
Aeftuocrrare, KoI4To ca BKJIIoqeHr,r B npeAMera Ha AoroBopa 3a noAI43nbJrHeHI{e.

(3) Hegasucldn,Io or Bb3MoxHocrra ra ce r43noJrcBar rroAr{3nbnFrprrerrr4,
orfoBopHocrra 3a LI3TIIJIHeHI,Ie Ha AoroBopa 3a o6rqecmeua [opbrrKa e Ha [poAaBarra.

(4) Brsroxutersr H.aMa na LI3BbpIrrBa Ar..rpeKTHrd pa3nnarrlanur c
loAI,I3 nb JrH r4TeJrr{Te

I{nen 9 . IzIslrnHHTeJLtr e AJIbxeH Aa AocraB.f, MeAr.rrlt4HcKvrprg1eJrvr,, Kor4To:
I . uuar HaHecena "CE" uaprupoBKa B cborBercrBlIe c II3I{oKBaHI,I fl"ra Ha.il. 15 or

3 aro H a 3 a M eAr,rrlr{ HcKr{Te u3 Ae nr4fl . (3 MIzI) ;
2. uvar HaHeceH u4euru(fuxalluoHeH HoMep ua uoru(fu\prpaltrs. opraH no -rrt. 64,

att. 2 o't 3MI4, Kofaro rIpoIIeAypI{Te, onpeAeireHr4 B nape46zre [o qn. 18 or 3MIrI, r43r4cKBar
HaHaprHeTo My;

3. raiuat HaHeceHI4 HapIMeHoBaHVe pr a1pec Ha ynpaBJreHr,re Ha rrpor43Bo,Ar4Tenfl
Lr / unq ynbnHoMorrleH[.f, [peAcTaBr{Ten u BHocLr Tenr ;

4, umat I4HcrpyKIII4t 3a yrlorp e6a, c r{3KrlorreHlre Ha I,I3AeJrvtflTa, 3a Koprro roBa He
e npellnu4eno s 3MIrI;

5, ca npz4pyxeHl4 or BaJIIIAeH cepru(farar, yAocroBeprBaTTl cborBercrBr4ero cbc
c:slllqcrBeHure Ii3I4cKBanurs, [p]rJroxr{Mr4 3a r{3AeJrr4ero, r,r3AaAeH or noru(praqupar{ opraH.

6. ca npou3BeAeHl{ or npoI43BoAI,ITeJI, rofiro [pr4nara r{ [oAAbpxa cucreMa 3a
ynpaPneHlle Ha KarlecrBoro ISO 9001:2015 ulwm cl{creMa 3a yrrpaBireHre Ha KaqecrBoro Ha
ue4rafiuucx]rre LBAeJrrrs IS O 13 48 5 :20 I 6 ul utm eKBr.rBaJreHrHa.

r{uen 10.('1) I4gntrnrareJu{r B cpoKa Ha AoroBopa rpr6na Aa orroBaps Ha cneAHr,rre
}I3}ICKBAHI4f,:

1. Aa I4Ma pa3peIrIeHI,Ie I{JII{ yAocroBepenl..re 3a rbpfoB}rr Ha eApo c MeAr,rrlr4HcKr.r
usaeiput,lr3AaAeHo or Irlgnrnnurerrlnvrs. Ar.rpeKTop nal4AII no peAa na 3MI4.

EIT'.
ulv! !,
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2. [a rtpurrara u norAbp)I(a cr4creMa 3a ynpaBneHr4e Ha KaqecrBor,o ISO
9001:2015 B o6racrra Ha [polr3BoAcrBoro uluttu rbpfoBptrrra c MeAVrIr4HcKrr r43AeJruxulutru
clacreMa 3a yrIpaBneHLIe Ha Kar{ecrBoro ISO 13485:2016 ulvlkr eKBr4BaJreHTHa,

(2) Wznrtnl,IreJltr e AJIbxeH He3a6aBHo Aa yBeroMu BrsroNlrrenr [pu or]leMaHe
Ha cn orBerHr4Te pa3perrreHr.rr uttu o6 escuJrBaHe Ha yAo croB epeHr{r,

Yreu 1 1, Bc.sKa orAeJrHa AocraBKa rpr6na Aa e rrpLrrpylKeHa or AoKyMeHrr.r,
y.{ocToBep.f,Barq}r npor,r3BoAr{TeJrfl, IrapTLrIHLrfl, HoMep, cepuirHwfl HoMep, cpoKa Ha toLHocT r.r

or aflaJlrl3ru,r cepru(pvKutLr (opnrnuanHr.r, 3aBepeHo Korrue utm rty6tturrHo orroBecreHu),

AOKyTvIeHTLrParqu [pOt43XOAa, CT,CTaBa H TeKylIHr KOHTpOJT Ha KaqeCTBOTO Ha v34envsTA.
rlneu 12. ZgnrrtrrureJr{r e AnbxeH ra u3rane B cpoK Qaxrypa 3a AocraBeHr,rre

MeAr4Ur4HCKVr U3 Ie JLVA.

IIPABA 14 3AN:bNXEHI4-fl HA Bb3JIOXI4TEJI'

9reu 13.(1) Brsnoxilrrersr r.rMa rrpaBo Aa rrpoBeprBa KoJrrrqecrBoro Ha BcsKa
oTAeJJHa AOCTaBKa, KaTO rIpU yCTaHOB{BaHe Ha HeCbOTBeTCTBTZe e Anb}KeH Aa yBeAoMr4
Irlsn ruurenr B cpoK ot 24 qaca.

(2) llpra ycraHoBtBaHe Ha Hec:LorBercrBr.re B Kar{ecrBoro Ha AocraBeHr.rre
MeAuIII4HcKrr plr,!:e[rvrfl BrsroNureJltr e AnbxeH Aa yBeAoMu Wsn:..nuureJrr B cpox ot 24
qaca.

(3) HecsotBercrBllero Ha Korl4qecrBoro r,I KaqecrBoro ce ycraHoBrBa c rrporoKoJr,
cbcrABeH or KoMrzcr4r, cbcraBeHa or AJrr,xHocrHr4Te nur\alc,a BrgrorKrarers.

(4) B cnyuait, ue I43rIbJIHI4TeJItr B cpoK Ao 24'nca cneA yBeAoMf,BaHero no ar. 1

oclopl{ ru,IcMeHo HecborBercrBzero Ha KaqecrBoro, rofi Moxe Aa prcKa npoBepKara My or
yl:snHoMorleH opraH ulu na6oparopl4-[.

Hlen 14. Btgron<ureJlflT e AJII)KeH ra3annaru yroBopeHara rleHa B pa3Mepa, rro
Har{HIIa r4 B CpOKa, OlpeAeneHr,r B HacTo,rqu.s AofoBop.

HEYCTOIZKI4

9len 15.(1) llpn sa6asa Ha AocraBKa or crpaHa:naWznrrrHvrrerrfl, c roBerre or 24
(gna4ecer ra uerupz) uaca, Brsroxr.rrerqr r{Ma rrpaBo Aa ronyqu neycrofirca B pa3Mep na 0.1
(uyla IIrJIo, eAHa Aecera) ua cro or crofiHocrra Ha :a6aseHara AocraBKa 3a BceKH 24'lcica
sa6aBa.

Q) npu ycraHoBtBane Ha HecborBercrBrre B KoJrr.rqecrBoro, Zsu:rnHr4TeJrrr e

AnlbxeH Aa AocraBI4 nI4rIcBaIrIOTO KOJII4qeCTBO rrpu CneABarlara AocraBKa, a npkr norrcKBaHe
or clpaHa ua BrsroNvITelrfl, B cpoK ot 24 uaca, npn Her43rr6JrHeHr{e Ha roBa 3aAbJr}r(eHr,re
Brslpxnrelrlrr nv,a rpaBo Aa ronyqn ueycrofira B pa3Mep na 5 (ner) Ha cro or croftnocrra
HA JII4TICBAIUOTO KOJII{qECTBO,

(3) llpu ycraHoB{BaHe Ha HectorBercrB[e B KaqecrBoro, I4snrru[:reJr.rrr e
AN6XEH AA AOCTABI{ MEAI{IIIHCKT4 I,I3AEIIUfl. C Y|OBOPEHOTO KAI{ECTBO NPU CNEABAT{ATA

4ocr4txa, a fipvr [oucKBaHe or crpaHa ua Bsgroxvrerrs. B cpoK or 24 qaca. flpu
Her.r34bnHeHpre Ha roBa 3aA:bJrxeHpre Brsroxkrrerr'Ir LrMa rrpaBo Aa [oJlyr{u Heycrofira n
pa3Mep ua 5 (ner) Ha cro or crofiuoc'rraHaueKar{ecrBeHara AocraBKa.

(4) B clyual4Te rlo alruHeu 2 u 3, aKo ZsurrHr4reJrrr He AocraBrz AofoBopeHoro,
BrsrbNurers. LrMa rlpaBo Aa 3aKynu seo6xoAuur,rre My MeAr,rrrr4HcKV n31enkrs. olf Apyr
AocraBrrt4K, Karo pa3nl,IKara MelKAy rleHara no AofoBopa u aeitcrw4TeJlHo 3alJrareHara rleHa e
3a cMerKa Ha ZsurrHr.rreJu .



rfueu 16.(1) llpu orKa3 uaLlsnrr:evlTeIrs. Aa AocraBrc 3aflBeur4re My MeAlrur4HcKr.r
usl.elms. u[rkr rrpv za6ana IIoBeqe or 48 (uerupra4ecer r4 oceM) uaca, BrsroNurerrflT yrMa

npaBp Aa 3aKynr.r ueo6xo4l,rrr,r[Te My MeAurI]rHcKLr:,rc2lervs. or Apyr.4ocraBqr4K.
(2) B clyual{re rlo [peAxoAHara NruHefl. pa3Jrr{Kara MexAy rleHara rro AoroBopa ta

IefichnrareJrHo 3arrJrareHura UeHa e 3a cMerKa Ha IrlsrtrrHureJrr.
Hnen 17. Brgrolxurersr r.{Ma npaBo AaLraKa o6esqereHr{e B nbJreH pa3Mep Ha

BpeALITe, I(oLITo e rrperbpnfln B pe3ynrat Ha za6aseHara uluttu HeKaqecrBeHara AocraBKa.
Hnen 18. llpu za6asa Ha [JIaqaHe or crpa*a Ha BbsroxzreJrr, rocJre1t*trsr

A:snlrtu sa Llgnuuvrrerrs. ueycroftxa, B p€BMep Ha 3aKoHHara lraxBa.
9neu 19. Heycroftxure, o6esrqereHurflTa r,r rIsHoBr4Te pa3nr.rKr4 rro rrJr. 15, al. 2

ruoralr 4a6r4at yAbpxaHrr or BcsKo lbnxnMo Ha lrlsnrrHrTera rrnarlaHe.

IIPEKPAT-flBAHE HA NOfOBOPA

rlnen 20. [oronoprr ce rpeKpar.sBa:
1. c ugrra.{aHe Ha cpoKa, ga rofiro e cKJrrorreH, ocBeH B xlIrlore3uta l;.a'utey 2,

r{3peTreHr4e BTopo;
2. or I43npaBHara crpala rlpu crrcreMHo HeI43rIbJrHeHr4e Ha 3aAbJIXeHLI.rrra rro

AoroBopa. fIoA cucreMHo HeI43rIbJIHeHI{e ce paz6npa raKoBa, r.r3BbprrreHo 4Ba urrv roBerre
II5TI,I B paMKlrre Ha e,4I,IH KaneHAap9H Meoeq, r4Jlrr rroBeqe or rpr{ rrr,Ttr B paMKr.rre Ha cpoKa Ha
AofoPopa;

3, npn cb3AaBaHero Ha ycnoBkrtr 3a AocraBKa Ha Merr4r\uHcKl,r rl3Aenufl aren
IIpOBgxAaH eTO H a rleHTpanr{3 up aHlr eneKTpo r{H r{ TbproBe.

4, rlpli HeBb3Mox(Hocr Aa ce ocr4rypr{ $r.ruauczpaue :a r{3nbJrHeHr{ero Ha
IIOpbIIKaTa IIO npprqprHr/r, Kor.rTo Brsrorxr4reJl-flT He e MoIbJr AAilpeliBulipr.

NPY|I4 YCJIOBI4II

r{nen 21. CrpaHure rlo AoroBopa He Morar Aa ro u3MeHsr, ocBeH B cJryqar4Te,
npeApr4AeHr.r B rrr. 116 or 3OlI.

Hnert 22. CrpaHIare no AofoBopa u1e perxaBar Bb3HrzKHaJrrrre rro r.r3rrbJrHeHzero
crlopOBe no B3aI,IMHo cbrJlacue, a aKo roBa e HeBb3MoxHo, rro peAa na flIK, npeA poAoBo
xourfereurnkrsr cr4n rp. [o6pz.r.

Hneu 23. 3a scu.IKu HeypeAeHI4 Iro Hacrorrqr{fl AoroBop Bb[pocr{ qe ce [punarar
asuQpe46ure Ha 3OlI, lIlI3OlI, 334 u T3.

Hrcln 24.(1) 3a Baurr4rnr4 a[pecu 3a rrpueMaHe na cro6rleHr4r, cBbp3aH]r c
Hacrgrrrlr4fl AoroBop ce cMqrar aApecr.rre, frocor{eHr.r B Haqaroro Ha AofoBopa.

(2) llpu flpoMflHa Ha AaHHI{Te tro [peAxoAHara aJrvHefl, cborBerHara crpaHa e

AnsXHa Aa yBeAOMLT 4pyfaTa B Tpr{AHeBeH cpoK or npoMflHaTa.
llpu cbcraBsHe Ha Hacrotlrlt4rrr AoroBop ce npeAcraBI,IXa or r,I3llbJrurr4TeJrt

cneAIIpITe AOKyMeHTLI3a AOKa3BaHe nvncaTa Ha ocHoBaHr4s 3a oTCTpaHrBaHe oT npoqelypaTa,
KaKTQ 14 CbOTBeTCTBT.TeTO C rrocTaBeHaTe Kpr4Tepvv 3a no46op:

- sa o6crosreJrcrBara rro qJr. 54, ast. 1, r. 1 or 3OlI - cBrlAereJrcrBo 3a cbAr,rMocr;
- ga o6cro.f,TeJrcrBoro no rur. 54, wr.1, r. 3 or 3OlI - yAocroBepeHrre or opraHure

[o rIpt4xoALITe LI yAocroBepeHue or o6quHara no ceAanr.rqero Ha Bb3JroxszTerrt; Lr Ha
KAHI.I4 IUt A Unr4 yrraCTHuKa;

- sa o6cro-treJlcrBoro rlo rrJI. 54, atr. I, t, 6 - yAocroBepeHr{e or opfaHtrre Ha
IrlsnrguureJrHa areHrlr.rs " f raBua r4HcrreKrlr4s n o rpy.4a " ;
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- ceprl{(bnKar 3a np}InafaHe 14 noAlbpx(aHe Ha cr4creMa 3a yllpaBner{Lre Ha
KaqecTBoro ISO 9001:2015 B o6naor-ra Ha npor{3BoAcrBoro u/uttu rrbpfoBr4rra c Merr,rrrrrHcKLr
Ia3I0nVs. ulI/JIr4 cI{cTeMa 3a ynpaBneHl'Ie Ha KaqecrBoTo ISO 13485:2016 u/u1u
EKBI4BAJIEHTHA;

- fierlapaqkrsro qr.59 arr, 1 r. 3 or 3aroua 3a MepKr.rre cpeqy r43rrr{paHc Ha rrapr.

HacrosIqnrr AofoBop ce obcraBn B Tpz eAHoo6paznu eK3eMnJrrpa, e4vrr 3a
I4gnXnnure ns. vr nBa sa B:6srroNkrrerrs.

Bb3JIOXI4TEJI:

CbfJIA
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IfpunoerceHue Jt& I - sadbnrcumereH o1pa3e4

IIEHOB O TIPEAJI OII{EHI4E 3A I,I3IIb JIHEHI4E HA IIOP bTIKATA

or,,llepQexr Me4r,rxa" OOA
c:bc ceAaJrr4rrle B fp. crapa 3aropa o6uluHa Crapa 3aropa 14 aApec Ha
yrlpaBneHlre rp. Crapa aropa, yn."HonosaropcKo lroce" 6l. 1

EVTK I EYJICTAT 833101609
npeAcraBnrBaH or Hrzronafi Acenos rlepnaen

EfH 5005228008 , B KalrecrBoro My Ha fl:slnorvroqHr,rK

flpanr rIeHoBo rrpernoxeHue 3a rr3rrbJrHeHr.re Ha nopr,qKara, Karo rrpvnaraM
nolBrHeHa Lr rronflucaHa cborBerHara rracr (o6oco6eHa noszqnx) or Curac.slca Ha
na6QparoPHLITe KoHcyMatprBvr, peaKTrrBr4 r{ TecroBe 3a orAeneHr4e "KluHr,ruua la6opaloprE-fl".

!

!

!

!

Nbl: [ocranra na na6oparopHt4 KoHcyMa'rvrBkr, peaKTrrBr4 14 TecroBe,
lpeAHa3HarleHr4 3a XeMaTOJTOtIIt

Nb 2: .{ocranra na la6oparopHlr KoHcyMarvrBvr, peaKTr4Br4 r{ r,ecroBe,
lpeAHa3HarreHrr 3a xeMoKoafyna\r4fl, - 3a arrapar START MAX
Nb 3: [ocranrca ua ra6oparopHr4 KoHcyv,a'rktBrL peaKTzBZ 14 lecroBe,
IrpeAHa3HaqeHr.I 3a KJII4HUqHa XI4I/I,4[. r{ r4MyHOJrOfIIf,

!

!

BKA HA JI

npelnasnaqenz sa rrroKoaHanr,rsaropu - sa anapar BIOSEN C_ .LINE -
EKF
Nb 5: [ocraera na la6oparopHtr KoHcyMurr4BkI peaKTr4Br4 r.r recroBe,
rpeAHa3HaqeHr,r 3a KpbBHo-ra3oB aHaJrrz3 - 3a ailapur RAPIDPOINT 500 -
Siemens

J\b 6: .{ocranrca na la6oparopHr4 KoHcyMartrBl1 peaKTr{Br.r 14 r,ecroBe,
[peAHa3Har{eHra 3a KpbBHo-ra3oB aHaJrr43 - 3a arrapar ABL 5

No 7: [ocraBKa Ha recroBe 3a ypr4HeH aHanr43arop - 3a arapar DIITUI H-
300

(Monn omdenecrceme o6ocodeHama nosu14ufl, sa Kotmo npedcmaenme oQepma)

yKA3AHnfl sa non'bJtnaHe Ha npuJrmceHuemo:

B xonona 5 yuacmuuKbm nocottla KamaJro)tcHun HoMep rua usdenuemo, Koemo
KO?AmO mO6A e npUnOiCUrvtO.

B xonorua 6 yuacmuuKbm nocottla npoussodumenn ua npednazaHomo usdenue.
B xonona 7 yuacmuuKbm nocouqa qMecmutvtocmma ua npednazaHama onaKogKa

!

npeQnaza,

e uppuu eduuut4u (crenacuo MepHama eduuuqa, nocoqeHa 6 KotroHa 3,1), Kozamo e

npu4oJtcuMo.
B xononu I yuacmuuKbm nocottea npednazaHama qeHa Ha onaKogKa e neea 6es

LqC,, Kozamo e npuJtottcutvto, Kamo qeHama Ha onaKo*Ka mpa6ea da e sarcptefleHa do emopun
suaA cned decemuuuama sanema.fl.
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"MHO|OIPOOI4AHA BOAHI4UA 3A AKTi4BHO AETIEHI4E - AOEpt{q" An
AOEPIII{9300Xyn,"IlaraiorXtnos"24 I058/600488Sarcc058/600414 Ee-rnail:oblb@bergonnet

B xonona 9 yuacmuuKbm nocousa npednaeaHama eduuuttuama qeH(t Lta MepHa
edurtw4a G Jtena 6es lfC. Eduuu.tuama UeHa Ha MepHa eduHut4a 6 KorroHa 9 ce nonyuaea,
KamQ qeHama 3a onaKoqKa Ha 6cnKo usdenue noomdeilHo ce pasdeJlu Ha BMecmutvtocmma
(6pon MepHu eduuur4u) 6 edHa onaKorKa (rcon. B : Kon. 7). EduuuuHamq qeHa Ha MepHa
eduiluqa cnedsa da e sarcp'uzJteHa do uemeupmut sHaK cned decemuttHama 3aneman.

Ha pedoeeme "O6u4 c6op KonoHa 9" yltacmHuKbm nocoqna cdopa om
cmotiuocmume Ha ecercu ped om KoItoHa 9 (qeuume Ha lcuqKu HoMeHrurqlnvpu no
o6oco6euama nosuqun). C6op'um ce saKp.bznt do emopun suarc cned muuHama 3aneman.

floAnrac Ha rrpeAcraBJrrBarrloro nrrqe u rreqar:. .

Hrarolafi AceHon r{eon

(ulre, 6arquuo u Salru:ru
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"MHOfOIIPOOI4AHA BOAHI4UA 3A AKTI4BHO AETIEHI4E - AoBptr4rl" AA
AOEPIFI 9300 X yr,"flalai4orXr4rol" 24 I 058/600488 r[ar<c 058/600414 E e-mail: oblb@bergon net

IlputtotceHue JUs I - sadanxcumeneH o6pa3eq

TIEHOBO trpEAJrOXEHtrE 34. I43[rbJIHEHI4E HA fIOPbTIKATA

or,,lIepSeKT MeAuKa" OOA
c6c ceAaJrr4ue B rp. crapa 3aropa o6rqzHa Crapa 3aropa rr aApec Ha
yrrpaBneHr,re rp. Crapa aropa, yl."Hono3aropcKo ruoce" 61.I
EI4K I EYJICTAT 833101609
npeAcraBnsBaH or Huxolaft Acenon 9epHaen
EfH 5005228008 , B KarrecrBoro My ua lluuorrlorrlHr,rK

llpanx rIeHoBo npeAnoxeHr.re
rlolbnHeHa u rroAllr,rcaHa cboTBeTHaTa
na6oparopHr4Te KoHcyM a"rvrBn ) peaKTr4 Br4 14

3a I43frbJIHeHr4e Ha [op6qKaTa, KaTO rrpl4nafaM
qacr (o6oco6ena noszqux) or Cnzc.slca Ha

TecroBe 3a orAeJreHue "KrzHuuua la6oparopu{".

! J\bl: .{ocranxa na ra6oparopHlr KoHcyMarLrB:a, peaKTrdBlr r4 lecroBe,
lpeAHa3HatreHlr 3a xeMaToJrof I{.'I

n Ns 2: ,{ocraexa ua ra6oparopHr.r KoHcyMurkrBLL peaKTrrBr{ n lecroBe,
rpeAHa3Har{enr43a xeMoKoarynar\zrfl. - 3a arrapar START MAX

! J\b 3: [ocranr<a na ra6oparopHlr KoHcyv,arkrBtr, peaKTrlBrr r,r r,ecroBe,
IIp eAH a3 H arIeHI,I 3 a K JII..IHI4T{H a XLI]|.IVIfl . 14 I,IMyH O n O |I4t

! Ns 4: [ocraexa ua la6oparopHr4 KoHcyMarr.rBr.r, peaKTr.rBrr r,r lecroBe,
rrpeAHa3HaqeHr.r 3a fJrroKoaHanr.r3aropr{ - 3a arrapar BIOSEN C LINE _
EKF

! Nb 5: ,{ocranra ua na6oparopHlr KoHcyMarr,rBr4, peaKTr,rBr4 r{ TecroBe,
rpeAHa3Har{eEkr 3a Kp:bBHo-fa3oB aHaJrr43 - 3a anapar RAPIDPOINT 500 -
Siemens

! Ns 6: [ocranxa ua ra6oparopHt4 KoHcyMail4Bkr, peaKTrrBr.r r{ lecroBe,
npeAHa3HarreHr4 3a KpbBHo-ra3oB aHanlr3 - 3a alapar ABL 5

! TIEH AHAJII4 DIRUI

(Monn om1enecrceme o6oco1eHctma noyut4ut, 3a Konmo npedcmaenme oeepma)

yRA3AHnfl 3a non'bJtnflHe Ha npuJtmceHr.temo:

B xonoHa 5 yuacmuuKbm nocoHra Kamalto)tcHltit HoMep ua usdenuemo, Koemo
npeQnaza, Kozamo mo6a e npunomuJvro.

p ,,^-^,,^ A .,,,^-,^,,"B xonona 6 yvacmuuKbm nocoLlsa npouslodumenn tta npednazaHomo usdenue.
B xonona 7 yuacmuuKbm nocottla zMecmututocmma ua npednazaHama onaKorKa

e uppuu eduuut4u (caenacuo MepHama eduruuqa, nocoHeHa I KonoHa 3,1), Kozamo e

npuqo)tcuMo.

300
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"MHO|OIPOOI4AHA BOAHI4UA 3A AKTI4BHO AEIIEHI,IE - AOEPI4T{" AA
AOEPI4II g:OO X yn."llanailor Xr'tron" 24 B 058/600488 drar<c 058/600414 E e-mail: oblb@bergon net

B xonoua I yuacmuuKbm nocoqaq npednazaHama ueHa Ha onqKorKa 6 nesa 6esr' - '--''-r

MC, Kozamo e npuloJtcuMo, Kamo qeHama Ha onaKorKa mpn66a da e sarcp'uzneHa do emopun
sHarA cJreo oecemuquama saneman.

B xonona 9 yvacmuuKbm nocoulq npednazaHama eduuu,auama qeHa Ha MepHa
eduNu Eduuuquama qeHa Ha il 9 ce nonyuaea,
Kam? a Ha BcnKo usdenue noo sMecml,tMocmma
(1poF edua onarcoerca (rcon. 8 qeHq Ha MepHa
edurl,uqa cnedea da e sarcpazneHa do uemeupmun sHaK cned decemuqHemo 3anemat.

Ha pedoeeme "O6t4 c6op KonoHa 9,, yuacmHuKbm nocouna c6opa om
cmofiuocmume Ha ecercu ped om KoJroHq 9 (t4euume Ha BcurtKu HoMeHKttqmypu no
o6oo,o6euama nosuqun). C6opum ce saKpbznn do amopun suarc cned cemuuHamq 3anema,n.

lloAnrzc Ha npelcraBJrrBarrloro nr.r{e r4 [er{ar:.
Hraroraft Acenoe r{e

(ranre, 6nrruano z $arr,rzlu
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"MHOfOIPOOI4AHA EOAHI4IIA 3A AKTI4BHO AEr{EHI4E -AOBptr4r{" AA
AOEPLTT{9300Xyn."llauafiorXuroa"24 I058/600488(rarc058/600414 Ee-mail;oblb@bergonnet

IfpwtonceHue Jlb I - sadtnrcumeneH o1pa3eq

IIEHOB O IIPEAJI OTTEHI,IE 3A I{3IIT,JIHEHI,IE HA IIOPbIIKATA

or,,lIep$eKT MeAr.rKa" OOA
cr,c ceAaJrrrrle B rp. Crapa 3aropa o6quna Crapa 3aropa r4 aApec Ha
yrrpaBneHrre rp. Crapa afopa, yJr."Hono:afopcKo ruoce" 6r.1
EI4K I EYIICTAT 833 1 01 609
rrpelcraBn{BaH or Hzxolafi Acenos r{epuaen

EfH 5005228008 , B KarrecrBoro My Ha flrmrouorrlHr.rK

llpanx IIeHoBo rIpeAJIolKeHLre 3a r43rrbJrHeHrre Ha rrop:br{Kara, Karo rrtrlr4JraraM
rlonbJrHeHa 14 rlo,qrrvcaHa cborBerHara r{acr (o6oco6eHa noszqu.r) or Cuucrra Ha
la6QParoPHzre KoHcyMarvlBkr, peaKTr4Brr r{ TecroBe 3a orAeJreHue "Krzsuuua la6oparopu.f,".

n J\!1: .{ocranxa na ra6oparopHrl KoHcyMarlrBrr, peaKTkrBrd r{ TecroBe,
ilp eAHa3HarreHV 3a xeMaTo JIo f rrt

! Nb 2: .{ocranrca ua ra6oparopHz KoHcyMarprBvr, peaKTr4Br{ r{ TecroBe,
npeAHa3Har{eHlr 3a xeMoKoaryna\vfl, - 3a anapur START MAX

! Jtlb 3: .{ocranrca na ra6oparopHr4 KoHcyMa'rvrBvt, peaKTr4Bra r{ TecroBe,
npeAHa3HarreEr4 3a KirrrHr4qHa xpr}l'4ufl r4 r{MyHoJrofr.rt

n Ns 4: [ocranra Ha na6oparopHr4 KoHcyMarvrBtr, peaKTr4Br.r r{ TecroBe,
npeAHa3HarreHkr 3a fJrroKoaHaJrv3a'ropkr - 3a anapar BIOSEN C LINE -
EKF

! J\! 5: .{ocranra ua la6oparopHr,r KoHcyMurvBvr, peaKTr{Brr z recroBe,
rpeAHa3HaqeHV 3a KpbBHo-fa3oB aHaJrr{3 - 3a ailapur RAPIDPOIN'I 500 -
Siemens

npennagnaqenu sa rprsHo-ra3os aHarrag - :a anapar ABL 5

! Nr 7: [ocraBKa Ha recroBe 3a ypr{HeH aHanrd3arop - 3a anapur DIRUI H-
300

(Monn om6eneuceme o6oco6eHama nosuqun, 3a Konmo npedcmaenme ofiepma)

yRA3AHnfl 3u non'bJtnaHe Ha nprutmceHuemo:

B xonoua 5 yuacmuuKbm nocottla Kamano)rcHut Houep ua usdenuemo, Koemo
npeola?a, Ko?amo mo6q e npunnrcuMo.

B xonoua 6 yuacmuuKbm nocottra npou3sodum nn ua npednazaHomo usdenue.
B xonoua 7 yuacmuuKbm nocouaa *MecmuJvrocmma ua npednazeHqma onaKozKa

e nppuu eduuut4u (czznacuo MepHama eduuut4a, nocoHeHa e rconoua 3,1), Kozamo e

npuJlloJtcutvto.
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"MHO|OIPOOI4AHA BOAHI4I_IA 3A AKTI4BHO AEr{EHI4E - AOBptr{q" AA
AOEPIIII 9300 X yn."Ilanaftot Xratos" 24 n 058/600438 Sarc 058/600414 E e-mail: oblb@bergon net

B xonoHa I yuacmuuKbm nocoLtla npednazaHama ?4eHa Ha onaKo1Ka s ne6a 6e3
IIq,, Kozamo e npunoJrcuMo, Kamo LleHamq Ha onaKonKa mpn66a da e sarcpaeneHa do emopun
3Hat4 cned decemuqu

B xonou couna npednazaHama eduHuttHama qeHq Ha MepHa
edu\uqa 6 neea 6u qeHa Ha MepHa eduHut4a 6 KonoHa 9 ce nonyuaea,
KamP noomdenu 1Mecmu.lvtocmma
(6poa 8 ; rcon. qeHq Hq MepHa
eduflu suarc cned nemafl.

Ha pedoeeme "o6u4 c6op KonoHa g" yHacmHuKbm nocouna c6opa om
cmoliuocmume Ha ecercu ped om KonoHa 9 (4euume Hq lcuttKu HoMeHKJramypu no
o6oqo6euama nosu1ua), C6op'um ce saKp'bznn do emopun suarc cned Hqma 3aneman.

llo4nvc Ha rrpeAcraBrsBalloro nr{ue Ia rreqar:
Hur<onaft AceHos rlepuaen-ll
(rzrrae, 6arquHo u $arv,uttut,
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"MHOfO|IPOOI4AHA BOAHI4UA 3A AKTI4BHO AEr{EHI4E - AOBpI4rl" Afl
AOEPI'FI9300Xyt"flanaiorXnros"24 I058/600488Sar<c058/600414 Ee-mail:oblb@bergonnet

IlpunoueeHue Jt& 2 - sadanucumeJreH odpageq

TEXHI4TIE C K O fIPEAJI O XEHI4E

pHaeB, EfH 5005228008, B KaqecrBoro cu Ha

\, crc ceAan[ue: rp. Crapa 3aropa, a{pec
3aropcKo TTTc)ce" 6n.1, EI4K 833101609

no o6oco6eHa rro3rrrlr4r:

Nsl: .{ocranra Ha na6oparopHlr
npeAHa3HaqeHrr 3a xeMaToJrofus
Ns 2: .{ocrauca ua la6oparopHra
rrp eAHa3H aq eHId 3A XeM OKO ary nar\Lts.

l\! 3: [ocranra Ha na6oparopHr.r
lpeAHa3HarIeHII 3a KJILIHIIqHa I'i..IMkIfl,

KOHCyMaTI,IBT,I, peaKTkrBV Lt TeCTOBe,

KOHCyMaTLIBT4, peaKTr4BI4 14 TeCTOBe,

- 3a anapar START MAX
KOHCyMaTVBI4, peaKTLIBLI lI TeCTOBe,

r,r r4MyHoJrorr4t

KOHCVMATI4

!

!

npelHagnaqeura :a rnroKoanausaropr - sa anapar BIOSEN C LINE _
EKF
J\b 5: [ocranr<a na ra6oparopHrr KoHcyMurrrBL\ peaKTrzBLr 14 TecroBe,
rpeAHa3HaqeHu 3a KpbBHo-fa3oB aHarrrrs - 3a anapar RApIDpoINT 500 -
Siemens
l\b 6: .{ocranxa ua la6oparopHr{ KoHcyMarr.rBa, peaKTaBu r{ TecroBe,
lpeAHa3HarreHrd 3a Kp:bBHo-ra3oB aHaJrr43 - 3a anapur ABL 5

Jtl! 7: .{ocraBKa Ha recroBe 3a ypr{HeH aHanr43arop - sa ailapa-r DIRUI H-
300

(Monn om6enecrceme o6oco6eHama nosuqut, sa Koflmo npedcmaanme oSepma)

2. AEKnAPZPAM, qe:

He npanx IlsilocrHo rlpeAnoxeHlze IIo BcvqKr4 HoMeHKJrarypr{ or o6oco6esara
3A KOtrTO WACTBAM:

(Monn noduepmailme eapuomo)

3. flpe4naraM AocraBK ata Ha n32;errvfl , Kor4To :

- ca npoLI3BeAeHI4 or rIpoI,I3BoAI4TeJr, rcofiro lprznafa H rro4Abpxta crzcreMa 3a
ylp?BneHl4e Ha KaqecrBoro ISO 9001:2015 ulutrr4 cucreMa 3a ynpaBneHr4e Ha Kaqecrtsoro Ha

EKBI4BAJIEHTHA,

na [upexrvrBa Ha Enponeficrvs. ilapnaMeHT r4

cpelcrBa 3a Ar.rarHocrura (IVD).
.82, at. 1 or 3MI,I;

!

!
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"MHO|O|IPOAI4AHA BOAHI,IUA 3A AKTI4BHO AEr{EHI4E - AOEpI4rl" AA
AOEPI4II 9300 X yr,"flaHaior XrrroB" 24 I 058/600488 rfar<c 058/600414 E e-rnail: oblb@bergon net

- OTIOBapST Ha ApyrI4Te I,I3I.{cKBaHkIs, [ocOqeHI4 B TeXHI4qeCKI4Te CIIeqI,IonKaIIr{U

7. llpueuaru cpoKa (urecr4ecer) xaneH4apHr4 ,qHrr or
I{3BTPIIIBAHETO HA.4OCTABKATA H I4 OT II3IIbJIHI,ITCJI..

8. llpzellatr cpoKa H err.rpr{HaAecer) xalenAapHr4 AHr.r or
MOMeHTa Ha 3[U{BSBaHeTO OT B63IO)Kr,rTeIs.

rro-MaJrKo or 60 o% (ruecr4ecer rrporlenra) or
ABKATA.

KI4 I,I3I{CKBAHIdfl. HA Bb3JIO)KUTEI-fl, IOCOIIEHT4 B

3a I43rISJIHr{TeJr Ha lopbrrKaTa, ce 3aIbJDKABAM,
cTBgHa rropsqKa, Ia [peAcTaBs aKTyanHI,r

AOKyMeHTI'I yAOCTOBeptBaIqu JII4rICara Ha ocHoBaHvfl 3a orcrpaHrBaHe or rrpoqe[ypila,
KaKTo r{ clborBercrBr4ero c rrocraBeHr,rre Kprrreprrv 3a no46op:

- sa o6crosreJlcrBara rlo r{Jr. 54, an 1, r. 1 or 3OlI - cBr,r,4erencrBo 3a c:b,qr4Mocr;
- sa o6cro-f,TeJlcrBoro rlo IIJI. 54,ur.1, r. 3 or 3OlI - y.4ocroBepeHr{e or opraHrrre

no fipuxoAvrre v yAocroBepeHkre or o6rquuara ro ceAaJrr'trlero Ha Bb3Jrolrr,rrers. v Ha
KAH 4!r AUT A n nh y l{acTllr4Ka;

- sa o6cro.f,TercrBoro rlo qJI. 54, al. 7, t, 6 - yAocroBepeHr4e or opfaHr,rre Ha
I4slplHrarenHa areHrlrr q " lraBH a r,rHcleKrlr.Ls rro rpy.qa" ;

oAIbp)KaHe Ha cr{cTeMa 3a yrrpaBJreHr4e Ha
38 oAcrB oro u I u lu rbpro Brl_f, Ta c MeArrrII4HcKI,r

Ha KarrecrBoro ISO 13485:2016 ululu

or 3axona 3a MepKr{rq cpeqy rr3rrr,rpaHe Ha

'*T

floAunc Ha rrpe4craBnrBarrloro nr4rre l,r

Hnronaft Acenon rlep

(uue, 6arqano u Sau
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"MHOIOIPOOI4AHA BOAHI4UA 3A AKTI4BHO AEr]EHI4E - AOBpt4rl" AA
AOEPI'III 9300 X yn."flanaftor Xrroe" 24 I 058/600488 gar<c 058/600414 E e-mail: oblb@bergon net

IlputtouceHue J\rl 2 - sadnnucumeileH oflpa3er4

TEXHI4TIE C K O IIPENJI OItEHIIE

flo4nrlcanntr HuKonaft AceHos rlepnaen, EfH 5005228008, B KarrecrBoro cra Ha
llrrpuor,rorr{HvrK Ha,,lIepQeKT MeAr4Ka" oO,4, cbc ceranrrnre: rp. Crapa 3aropa, aApec
ua y'npanneHr{e rp. Crapa 3aropa, y[. ,,FloBo3aropcKo TTToce" 6n. 1, EZK g33101609

'ItecToBe,

TECTOBE,

TecToBe,

LINE _

L flpe4cranxu o$ epr a 3a yqacrlre no o6oco6ena nosraqr,la :

! Nsl: flocranxa ua la6oparopHl4 KoHcyMarr4Br{, peaKTr{Brz r.r recroBe,
lpeAHa3Har{eHLI 3a XeMaTOJrOrr4t

! J\b 2: [ocraexa ua la6oparopHr4 KoHcyMutLrBr4, peaKTr.rBr.r z
lpeAHa3HaqeHV 3a xeMoKoafynar\vs, - 3a anapar START MAX

n J\! 3: [ocranxa ua la6oparopHr4 KoHcyMarr.rBr.r, peaKTr.rBpr 14

lpenHa3HarreHr4 3a KJrr4Hr4qHa xvrMlrfl, r4 r4MyHonorr4{
! Ns 4: .{ocranra ua na6oparopHr4 KoHcyMutLrBu, peaKTkrB:l lr

npe4Ha3HaqeHr,r 3a fJrroKoaHaJrr.r3aropr4 - 3a anapar BIOSEN C
EKF

! Ns 5: [ocranxa na ra6oparopHr4 KoHcyMarkrBrl peaKTrrBr4 a recroBe,
rpeAHa3HaqeHvr 3a KpsBHo-ra3oB aHaJrrr3 - 3a anapar RApIDpoINT 500 _
Siemens

PI KOHC

lpeAga3Har{eHr4 3a KpbBHo-ra3oB aHanr.r3 - 3a anapar ABL 5

J\b 7: [ocraBKa Ha recroBe 3a ypr4HeH aHanv3arop - 3a anapar DIItuI H-
300

(Monn om6enecrceme o6oco6eHama no3u14un, sa Ko,nmo npedcmaenme ofiepma)

2. AEKnAPZPAM,.Te:

lo3l,Iqns. 3a KorTo ) racTBaM;

He lpana q.sJlocrHo rlpeAJloxeHr4e rro Bcr,rqKr.r HoMeHKJrarypr4 or o6oco6egara
IIO34IIIA{, 3a KO_flTO ) {aCTBaM;

I4q, KOI4TO:

- ca [poI,I3BeAeHI4 or rIpoI43BoAI4TeJr, rcoffro npunafa u rroAAT,pxa cucreqa 3a
ynp{ueuue Ha KarlecrBoro ISO 9001:2015 ulunr crrcreMa 3a yrrpaBneHr.re Ha Kar{eclBoro Ha
MeAr,rur{HcKr.rre r43Aerzr I S O I 3 4 8 5 :20 I 6 uI utm eKBr4BaJreHl Ha.

- csorBercrBar Ha I,I3I,IcKBaHLIflTa Ha [upexrnna na Enponeitcxus. [apJraMeHT r,r

Crnpra ua Enpona 98179 EC sa MeAr4rlrrHcKr4re cpeAcrBa 3a Ar.rafHocrr4Ka (IVD).
- orroBap{T Ha r43rrcKBaHnflTa Ha qJr. 82, ur.1 or 3MI4;
- orfoBapflT Ha Apyft4Te I43I,IcKBaHI4{, rrocoqeHlr B TexHr4qecKr4Te cneqzQulcaquu
4. fiextapupaM cr,rnacl4ero cI4 c KJray3r4Te Ha npr4JroN(eHu-s rrpoeKT Ha AoroBop.

n

!
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"MHOIOilPOOI4AHA BOAHI4UA 3A AKTi4BHO AETIEHI4E - noBpt4r{"
AOEPIq9300Xyn"flaHa[orXrroB"24 I058/600488Sar<c058/600414 Ee-mail:oblb@bergon.net

5. [ernapupaM cpoK Ha BarII4AHocr Ha o(feprara: 3 (rpn) Meceqa or 1aruta,
KO'TO e [OCOrreHa 3a [ura Ha noAaBaHe Ha ooepTaTa.

6. llpueuaru cpoKa Ha Iz3IIbJrHeHr,re Ha [op:brrKara: 12 (gnanaAecer) Meoeqa or
cKIroqBaHeTo Ha lofoBopa.

7. llpzerualr cpoKa 3a nnarqaHe: Ao 60 (lrecr4ecer) KaneHAapHr{ IHV or
Lr3BbprrrBaHero Ha AocraBKara 14 pr3AaBaHero Ha (parrypa or rr3rrsJrHr{TeJr.[,

8. llpzenrau cpoKa Ha AocraBKa'. Ao 14 (uerzpuna4ecer) KaneHAapHr.r AHr{ or
MOMEHTA HA 3AflBflBAHETO OT B:F,3IO}(I4TEIS.

, 9. flpzeualr cpoKa Ha roAHocr: He rro-MilJrKo or 0 o/o (ruecr4ecer rrpoqeHra) or
66rriz{ cpoK Ha roAHocr KbM MoMeHTa Ha AocraBKara.

10. llprzenaaM ra LI3r:brHsBaM BcI4trKr4 r'I3zcKBaHr4t Ha Bb3Jroxvrem. ilocorleHz B
o 6ssreuu ero r,r Ao KyMeHTarI[sra 3 a yqacrr.re.

1 1. B cnyuafi, ve 6r4a onpe4eJleH 3a r43fr6JrHr4Ten Ha [opbrrKara, ce 3a.qbJr]KaBaM,
npl4 rloAlrzcBaHero Ha AoroBopa 3a o6rqecrnena [optbrrKa, Aa rrpe4craBs a6TyanHr4
AOKyMeHTTT yAocroBepflBanJr Jturncura Ha ocHoBaHrrfl, 3a oTcTpaH.rrBaHe oT npoqe[ypara)
KaKTo r,r c:sorBercrBrzero c rrocraBeHprre KprrrepLrur 3a no46op:

- sa o6crosreJlcrBara rlo r{JI. 54, ur. 1, r. 1 or 3OlI - cBuAereJrcrBo 3a cbAkrMocr;
- sa o6crosreJlcrBoro [o rur. 54, wt.1, r. 3 or 3OlI - y.4ocroBepeHr,re or o]lfaHr4Te

IIo lrpuxoAkrre rr yAocroBepeHl,Ie or o6Iqunara no ceAanr4rrlero Ha Bb3Jro]Kr4Te rrfl. vr Ha
KaHAr.rAaTa r4n[ yqacTHr,rKa;

- sa o6crosrercrBoro rlo qJr. 54, an I, t. 6 - yAocroBepeHr4e or oprar{rrre Ha
IzlgnnnnzrenHa af eHrlr{{ " f raBHa r,rHcneKur4r rro rpyAa " ;

- ceprz$zKar 3a npznaraHe 14 noAAbpxaHe Ha cr4creMa 3a yrtpaBneH2e Ha
rcaqdcrnoro ISO 9001:2015 s o6racrra Ha rpor43BoAcrBoro uluriurbproBr4;rra c MeAvrlr,rHcKrr
kr3\enus. ulutru crlcreMa sa ynpaBneHr{e Ha KaqecrBoro ISO 13485:2016 ululu
EKBIIBAJIEHTHA,

-- ,{exnapaqrzfl rro -rr.59 an. 1 r. 3 or 3arcoua 3a MepKrlTe cperuy r43rrr4paHe Ha

lloAnzc Ha npeAcraBnrBarrloro rr4ue H neqa
Hvxolafi Acenoe r{e

(uue, 6auluno N $au

rrapu

x
Highlight

x
Highlight



" MHOIOilPOQI4AHA BOAHIZ 3A AKTI4BHO AEr{EHI4E - AOSpI4r{" An[
AOBPT{q 9300 X yr "Ilauaior Xatoe" 24 E 058/600488 Qaxc 058/600414 E e-mail: oblb@bergon.net

IlpunonceHue Jyb 2 - saduucumerreH o6paeeq

TEXHI4qE C K O TIPEN JI O )ItEHI,IE

llo4nncaHusr Hvxoraft Aceuon gepriaen, EfH 5005228008, B Kar{ecrBoro cr.r Ha
ll'nnnovrorr{HmK na,,lIepQeKT MeAr4ra" oo[, cbc ce.4anr4ure: rp. Crapa 3aropa, aApec
Ha yrrpaBneHr4e rp. Crapa 3aropa, yt. ,,F{ono3aropcKo Trroce', 6n.I,EI4K g33101609

L flpe4cran-rvr o$epra3ayriacrkre no o6oco6eua noszqux:

J\b1: [ocranrca ua ra6oparopHpr KoHcyMarurBv. peaKTr4Br4 r4 TecroBe,
lpeAH a3HaqeHr,r 3 a xeMaTorou4_rr

l'lb 2: ,{ocranra na ra6oparopHrl KoHcyv,urvrBv\ peaKTrnBr4 }r recroBe,
rpeAHa3HaqeHr,r 3a xeMoKoarynarJvrfl - 3a anapar START MAX
Ns 3: [ocranxa ua ra6oparopHlr KoHoyMarr{Br4, peaKTr4BZ r{ TecroBe,
lpeAHiBHarIeHr4 3a KJII{HVqHa XkrMI?Ifl rr I,IMyHOnOTI'
Nb 4: .{ocranxa na la6oparopHr4 KoHcyMarr4Bvt, peaKTaBr{ rr recroBe,
NPEAHA3HAIIEHI,I 3A IJIIOKOAHAJII,I3ATOPI4 - 3A AilAPAT BIOSEN C LINE _
EKF
Ns 5: .{ocranra na ra6oparopHr4 KoHcyv'arvBvr, peaKTr{Br.r 14 TecroBe,
lpeAHa3HarreHr,r 3a Kp:bBHo-fa3oB aHaJrr43 - 3A ailApTr RApIDpoINT 500 -
Siemens

Ns 6: [ocranra ua ra6oparopHz KoncyMarvrBzl peaKTr4Br4 r{ TecroBe,
lpeAHa3Haqer:la3a KpbBHo-m3oB aHaJrr,r3 - 3aanaput ABL 5

II{UI H-34 VDI4H

(Monn om1enetrceme oSoco1eHama nosu4un, 3a Koflmo npedcmaenme o6epma)

2. AEKnAPI4PAM,.Te:

no3l.{uHt,3a KorTo ) tacTBaM;
He npanx rl.f,JrocrHo

IIO3I{IIZ{, 3a KOSTO r{acTBaM;

rrpeAnolr(eHue rro Bcr{qKr,r HoMeHKJraryptr or o6oco6esara

300

(Monn noduepmailme enpuomo)

3. llpe4naraM AocraBKara Ha Lr31ervrfl,, Kor4To:

r - ca [poI43BeAeHI4 or npol{3BoAr,rreJr, rofiro [pr4nata r4 rroAAbpxa crzcreMa
ynpaBneHrre Ha KaqecrBoro ISO 9001:2015 ulutr4 cllcreMa 3a yrrpaBneHr4e Ha KaqecrBoro
MeAr.r{LrHcKr.rre r43AeJrr4s IS O 1 3 48 5 :20 1 6 ul utm eKBkrBaJreHTHa.

- csorBercrBaT Ha usYrcKBaHLrsTa Ha [zperuana Ha Enpoueitcxux [apnaMeHT
C:snpra na Enpola 98179 EC ga MeAlrrlr.rHcKrrre cpeAcrBa 3a Ar,rafHocrr4Ka (IVD).

- orfoBaprr Ha r{3r{cKBaHvrflTa Ha qJr. 82, al. 1 or 3MZ;

3A
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"MHOfOIIPOOI4AHA BOAHI4UA 3A AKTI4BHO AETIEHI4E - AOEptr4r{" All
AOEPI4LI9300Xyr"flaHafiorXuroB"24 I058/600488Sanc058/600414 Ee-mail:oblb@bergonnet

- oTfoBaptT Ha IpyrI4Te I,I3I{0KBaHI,Ifl, [ocOqeHII B TeXHI,IqeCKI{Te crrequ(brrKarlu14
4. ,{exlapzpaM cbrJlacrlero cI,I c Knay3r4Te Ha [pr4nox(eHr4{ npoeKT Ha AoroBop.
5. [ernapupaM cpoK Ha BanLIAHocr Ha o{eprara: 3 (rpz) Meceqa or Aarara,

KOSTO e rrooorreHa 3A IATa Ha [OAaBaHe Ha OoepTara.
6. llpraelraavr cpoKa Ha LI3rIr,JIHeHr.re Ha nopbrrKara: 12 (gnanaAecer) Meceua or

cKJrrolrBaHeTo Ha AOf OBOpa.

7 ' llpulevau cpoKa 3a nnar{aHe: Ao 60 (ruecr4ecer) xareH4apHn IHr{ or
I{3BbpIIrBaHero Ha AocraBKara 14 n3AaBaHero Ha $arrypa or r{3rr:bJrHr4TeJrf,.

8' llpzevau cpoKa Ha AocraBKa: Ao 14 (uerupuua4ecer) KaneHAapHr4 nHr4 or
MOMCHTA HA 3A.SBSBAHETO OT BT,3IOXI,ITEIS.

9. llpnerraarra cpoKa Ha roAHocr: He no-MaJrKo or 60 Yo (mecrAecer npoqenra) or
o6lr\us cpoK Ha roAHocr KbM MoMeHTaHanocraBKara.

10. llpzevaM Ia r,r3nbrH_f,BaM Bcr4qKr4 r{3r4cKBaHr4fl Ha
o 6ssreuuero r{ AoKyMeHTarlrrrra 3 a yqacrr,re.

1 1. B cnyuaft, te 6t4a oupe4eJleH 3a r43rrbJrHr4Ter Ha [optrrKara, ce 3aA6Jr]KaBaM,
npl4 rIoAIII4cBaHero Ha AofoBopa 3a o6uecrnena [op6qKa, Aa rrpe.{craBs a6TyanHr4
AOKyMeHTZ yAOCTOBep{BaIrII4 lrlIngara Ha ocHoBaHLrfl 3a OTCTpaHrBaHe or rrpoqeIyputa,
KaKTo r,r cborBercrBlrero c rrocraBeHkrre Kprdrepw 3a rroA6op:

- sa o6cro-sreJlcrBara rlo qJI. 54, al. 1, r. 1 or 3OlI - cBr{AerencrBo 3a cbArrMocr;
- ga o6cro.sreJlcrBoro IIo .IJI. 54, an 1, r. 3 or 3OlI - yAocroBepeHr{e or opfaHr.rre

tro npzxoAIlTe kr yAocroBepeHue or o6IquHara no ceAanr4qero Ha Bb3Jro)Kr4Te rrs, Lr Ha
KaHAr{AaTa r4nu yqacTHnKa;

- sa o6crotreJrcrBoro rlo qJr. 54, al. l, t. 6 - yAocroBepeHr,re or opraHr4Te Ha
I,lsurrHurenHa areHrllr-fl " |lraB H a rzHcneKrlr{s no rpyAa " ;

- ceprnQuKar 3a rlpnnafaHe I4 noAAbpxaHe Ha clrcreMa 3a yrpaBJreHlre Ha
KaqecrBoro ISO 9001 :20I5 n o6lactra Ha rlpoll3BoAcrBoro ulutm rbproBr4sra c MeAr{rIr4HcKr,r
}I3AQnr-s ultutu cl4creMa 3a yrlpaBneHr4e Ha KaqecrBoro ISO 13485:2016 ulnnu
EKBI{BAJIEHTHA.

-- {exnaparlrls ro -rr.59 an. 1 r. 3 or 3ar<ona 3a MepKrrre cpeqy r43nr4paHe Ha
nappr

lloAnzc Ha rrpeAcraBJr{Barrloro Jrr{qe

Hzr<onaft AceHon
(uue, 6arruHo u Sa

Bb3JTOXI4ToJUI, IIOCOIIeHV B
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