
o6rrlecruegrare noplqKr4, ce cKrroqr4 Hacrofirrlr4.fiT AoroBop lXO)I(A]l ;, i::r r ,,,

"MHO| Orrpoor,rJrHA BorrHr,luA 34. nr<rr,rfiHo rilLunrp-Aonpn.t" AA
rp. ,{o6puu, cbc ceAaJrr.rrue u aApec Ha ynpaBJreHr4e: rp, l]o6prau, yr. "llaHaftor XuroB" 24,
rerl. 058/600160, {axc: 058/600414, e-mail: oblb(Ebergon,/+et, EI4K, 124141302,
rrpeAcraBJrflBaHo or A-p Cnerosap Baftqen llerpon I4snrniidrereH .{rapexrop Ha

Apy)KecrBoro, Hapr.rqaua Bb3JIOXI4TEJI 
i

VI

,,MEAI4IOII4M" EOO!, crc ceAanr{ue r4 aApec r{a yrpaBneHre rp Cocfux, pafion
flo4yrue, yr. ,,Becapa6ufl" Ile 1088, er, 1, BWK204844550, npeAcraBJrrBaHo or Au4a rlyue

z Mnpua 9yne, 3aeAHo, B KaqecrBoro r4M Ha yrrpaByrreJrz, onpeAeneHo 3a Lr3rrbJrr{r4TeJr c

Peureuue J\b 37 I 20.12.2019 roa. Ha Bb3Jror(vrrerfl, cneA rrpoBeAeHa npoueAypa 3a

Bb3JIafaHe sa o6ulecrBer{a nopbrrKa run "orKpr4ra rpoqeAypa" J\b 00083-2019-0073, c
npeAMer ",{ocranxa ua na6oparopHr4 KoHcyuaruBu) pe4KTr4Br,r H TecroBe 3a orAeJreuut
"Kruuuqsa uurpo6nolofu{", "Tpanc$ysr{oHHa xeMaroJrorx4a" n1 1'KruHr.rqHa rarororr4f,",
Hapr.rrraH I43IIbJIHI,ITEII. ": r"

Crpauute ce clopa3yMrxa 3a cJreAHoro:

TIPEAMET HA AO|OBOPA r4 rlEHr4

l.(1). I43IIbJIHI4TEJIflT AocraB.rr Ha Bb3IIOXI4TEJLfl ra6oparopHn
KoHcyMarHBI4, peaKTrzBH H Tecrone (napuuaHu no-Aony MeAHuHHcKvthe us1enut), za Kor,rro e
yqacrBan B orrpura rrpor{eAypa 3a Bb3JraraHe Ha o6ruectseua fiopr,qr(a 3a Bb3JralaHe Ha

o6qecrBena [opbrrKa no o6oco6eHa rro3urluq ]\e l: flocraexa ua na6oparopHh KoFtcywuruB]4,
peaKTI,IBlI I,I TecroBe 3a orAerreHue,,KluHIaqHa MHKpo6vroilotkttt", HoMeHKJrarypH J\bN 16 ll
18 uau ofiucanr4 n llpuloxreHrre KbM AoroBopa

(2), I{euou,Ire npeArroxeHr4r ua I,I3IIbJIHI4TEJIA, nocoqeHr4 B npr4nor(eHr4ero
rto [peAXoAHaTa aJlI,IHe.rr, ca Hepa3AeJrr{a r{acT oT HacToflrrlur AoroBop. I

(3) llporHo3Hlrre Korr4rrecrBa, rrocoqeHu B sta sa,t o6uecrneua
uopbqKa He ropaxAar 3aAbJr)r(enne 3a Bb3IOXI4TEIIS, ocoqeur4r o6en,r,

CPOKOBE 14 HAI{I4H HA INAIIIAHE
I

2, Cportr Ha Hacrorlqpu AofoBop e l2 vreceqa or Aaraia H.a no1rrtrcBaHero My.

.{oronoptt npoAtJlxaea Aeftcrsuero cr4 Ao cKrror{Bar{ero Ha AoroBop c llpyr H3nbJrrlvreJl
cneA rrpoBexAaHe ua o6ulecrBeHa nopbqKa,

3. lloco.IeHare B .rr. 1 ragAenr4s rrle 6tl.ar rocraBrHr4 or IzI3IIbIIIIVITEJII ua
Bb3JIOXI4TEJUI B cpoK to 14 (uerupnuaAecer) xareurapnvr Atrv, crre1 3aflBflBalero r,rM or
Bb3JIO}It14TEJUI.

4, flrnxturvrara Ha I43|IbIIHI4TEIIfl, cyMa no Bc.f,r(a orAerrHa gocranxa qe 6r,qe
IIJIareHa or Bb3JIOXI4TEJT.f, no 6aHKoeara cMerKa Ha rpogaBar{a B cpoK ao 60 (urecr4ecer)
KaneHAapHu p:r.lz' cneA r.r3.qaBaHero ua rlarcrypa or Z3IIT,JIEIUTEIIfl,.
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5. Cpoxrr Ha foAHocr Ha.4ocraBeHr4Te v3AeJrvflTpfllBa Aa e He no-KparbK or 60

% (urecr4ecer npoueHTa) or o6rql,ls cpoK Ha foAHocr KbM MoMeHTa 1ra Aocraerc?ira.

i

MJICTO HA I,I3IIT,JIHEHI4E 14 IIPEMI4HAB AHE HA C O B C TBEFI O C TTA

6. 3a N,rscro Ha AocraBqHe Ha v3!:errvflTa ce orrpeAen.f, "MEAJI-,{o6puv" AA, rp.

,{o6pu.r, y t. "llanairor Xzros " 24.

7. Co6crneuocrra Bbpxy AocraBrHVTe LI3AeIrus. n pI4cKT'T or rr:bJrHoro rrJrr{

qacrr.rqHoro rrM rrorurBaHe rrpeMkrHaBa Br,pxy Bb3JIOXI4TEJIfI or MoMer{ra Ha nplreMaHero
r,rM Ha M.rrcToTo Ha AocTaBqHe c nprreMo-[peAaBaTeJleH IlpoToKontunvT Apyf paBHo3HaLreH

AOKyMeHr.

IIP AB A I4 3 AAbNntE HI4II HA 14 3 I[b JIHI4 TE,"II-fl
'':

HneH 8. (1) I43[bnHI4TEJI-flT e AnbxeH au.n,f[gor oohbubp ru.roi"=nrJrHeHrre,
Koraro e o6.snrar B 3asBreHr.rero cr,r 3a yr{acrr4e rroJr3BaHerciiHa no4lrbnsmrzren; B cpox ao 3

AHr{ or cKnrorrBaHero Ha AoroBop 3a rroAr,I3trtJlHeHr4e vrrr4 Ha AorrbJrHr4Tenno chopa^:yMeHlre

34 3AMflHA Ha IIOCOqeH B 3a_gBJIeHI,IeTO nOAI43rIbnHI4TeJI r43tI:bnHZTEJItT lr3npalua KOIII4e Ha

AOfOBOpa VIrr4 Ha AOn:bJrHr,rreJrHOTO CrrOpa3yMeHI4e Ha Bb3Jrorrr,rrens SaeAHo c IoKa3areJrcrBa,
rre ca ra3rrbJrHeHr4 ycnoBr4{Ta rro qJr. 66, u.2 u ll or 3OlL

(2) lloavsrrbJrHlrreJrrrre Hf,Mar npaBo Aa npeBr,3Jrafar e4r:.a vrkl rroBeqe or
4eftuocrure, KoI4To ca BKJIroqeHr4 B rrpeAMera Ha AofoBopa 3a nolr.r3nr,JrHeHrre.

(3) Heganncuuo or Blb3Molr(Hocrra Ia ce r43rroJBBar rroAr43ntJrHvrreJrvr,

orroBopHocrra 3a pr3rrbJrHeHr.re Ha AoroBopa sa o6urecrnena ropt,qKa e na Z3lIbnHI4TEIIt.
(4) Bb3JIOXI4TEJUIT HsMa Ia r{3BbprrrBa AlrpexrHr{ pa3ilnarlaHr4.s c

NO.IIH3IIbJIHI4TCJILITE
I{les 9. I43IIbJIHI,ITEJUIT e AJrblr(eH Aa AocraB.fl MeAr4rIr4HcKr4 Lgrenus., Kor,rro:

1. uuar HaHeceHa "CE" MapK[poBKa B cborBercrBne c ug\tcKBalvflTaHa.{r. 15 or
3axona 3a MeALTIITTHcKLITe nsp1enufl. (3MIrI);

2. uv'at HaHeceH u4euru$uraulroHeH HoMep Haiterr4
at. 2 or 3MI4, Koraro nporleAypl4Te, onpeAeJIeHI,I B uape46gre
HaHacrHeTo My;

3. Lrrvrar HaHeceHI4 HaI{MeHoBaHVe v AIlpec Ha yIIpaBneIIIrIe

ulutu ynbnHoMorrleHr,rr [peAcraBureJl I4 BHocHTen{; I

4" utv.al LrHcrpyKrlr,rfl 3a ynorpe6a, c u3KrrorreHue Ha H3AeJrkrfl'ra, 3a Kor,rro roBa He

e npeABr{AeHo n 3MZ;
5. ca npugpyxeHr{ or BaJrprAeH ceprzSutcar, y.uocroBepqBalrl cborBercrBl4ero c:bc

cbuecrBeHllTe r,r3LrcKBaHvrfl,, rrpuJrox(r4Mr,r 3a r,r3AeJlvrero,v3rareH or HoruSuqupaq opraH.
6. ca upou3BeAeHz or npor43BoAureJr, rcofrro npznara pI noAAT,p)Ka ctrcreMa 3a

yrrpaBJreHpre Ha Kar{ecrBoro ISO 9001:2015 ulutpr cr4creMa 3a yrIpaBJIeHI{e Ha Kar{ecrBoro Ha

MeAr{rlrrHcKure v3rerfirs ISO 13485:2016 ulutu eKBI,IBaJIeHTHa. ' I 'i

9neu 10.(1) I43I'bIIHWTEIUIT B cpoKa Ha AoroBopa rpx6na Aa orfoBapn Ha

cneAHlITe }r3r,rcKBaHr4fl: 
r

1. Aa LrMa pa3perrreHr.re unr{ yAocroBepeHrre 3a rbproBr,r.f, Ha eApo clMeAuur4HcKr4

r4s ne rvrs, Lr3A aA eH o o r IrIs nr ru prr e ItHvrfl . rl4p e KTo p H a

2. ,{a nprznara v rroAAbpxa crrcreMa ecrBoro ISO
9001 :2015 s o6racrra Ha rrporr3BoAcrBoro ulutu rs sletws. nlutu
cncreMa 3a ynpaBneHlre Ha KaqecrBoro ISO 13485 /2016 vrlvtrpr eKBr4BzureHTFIa. i

l' , t,l. 
2

u-f, opraH no ur. 64,
or 3MZ, r43r4cKBar

I

Ha rrpor,r3BoAuTen.f,
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Q) VF/TT,IrHI4TEIIflT e Anr,)r(eH He3a6aBHo Aa yBeAoMra B:b:IOXI4TEJI-fl upn

orHeMaHe Ha cborBerHr4Te pa3perrreHr4.[ urul o6escuJlBaHe Ha yAocroBepel{I4t.
r{neH 1 1. Bcsra orAenHa AocraBKa rpr6ea Aa e [pl,IApyxeHa oT noKyMeHrI'l,

yAo TeJIfl, IIaprUI.HUA HOMep, Ha foAHocr I4

or (opurnua-uHl4,3aBepeHo 'oIIoBecreHI4J,

AOK cT,cTaBa u TeKyIIII{fl KOHT AenI4STa.
rllen 12. I43['hJIHI4TEIUIT e AJrr,)r(eH Aa u3narye B cpoK lQarrypa 3a

AOCTaBeHI4Te MeALIqUHCKI,I I'I3AenI{t.

IIPABA I4 3ANbNXEHI4' HA B:b3IIOXI4TEJI-{

tlnen 13.(1) B:b3IOXVITEJIflT r4Ma rrpaBo Aa rpoBeptBa Korll4rlecrBoro Ha BcflKa

oTAenHa AOCTaBKa, KaTO npI,I ycTaHoBflBaHe Ha HecboTBeTcTBI4e e Anb)I(eH Aa yBeAoMII

ITI3IIbJIHI4TEJUI B cpoK or 24'aaca.
(2) llpu ycraHoBrBaHe Ha Hec:borBercrBr.re B KaqecrBoro Ha. AocraBeHlrre

MeArrrlr4HcKrr vr.l;renvs. Bb3JIOXI4TEJIJIT e AnbxeH Aa yBeAoMu VI3IITIIHI4TEJI-fl B cpoK

or 24,aaca.
(3) HecrorBercrBrzero Ha KoJlr4qecrBoro r{ KarlecrBoro ce,ycraHoBsBa c IIporoKoJI,

cbcraBeH or KoMr.rcr4.rr, clbcraBeHa or AnbxHocrHI'ITe JII4ua Ha Bb3IIOXI4TEIflT.
(4) B cly.rair, ue I43IIbIIIII4TEJIfT B cpoK z,o.24 qaca crel yBeAoM.rBaHero IIo

al. 1 ocnoprr m.rcMeHo HecborBercrBlrero Ha Kar{ecrBoro, gpli rvroxtdiha LIcKa rlpoBepKara My

or yrrbnHoMoursH opraH utu r'a6oparopl{fl.
r{nen 14. Bb3nOXI4TEJUIT e Arrr,xeH nasannaruyroBopeHaru rl"iru B pa3Mepa,

[O HAIII{HA lI B CPOKA, OIPEAEJIEHI{ B HACTOflTIII4S AOTOBOP'

HEYCTOIZKI4

r{len 15.(1) Ilpra sa6asa Ha AocraBKa or crpaHa Ha npoAaBaq,a c IIoBerIe or 24

(,{saAecer u uerupu) uaca, Bb3JIOXI4TEJI.flT uvra rpaBo Aa ronyr{I4 Heycroilxa B pa3Mep Ha

0.1 (uyla u{Jro, eAHa Aecera) na cro or croftuocrra Ha sa6aseHara AocraBKa za scer<u 24
taacasa6asa. r.r.: 'il

(2) IIpu ycraHoBflBaHe Ha HecborBercrBrze e Koru.recrBoio, I43IIbIIHI4TEJI-flT e

AJrbxeH Aa AocTaBlI Jrr4rrcBaIIIoTO KOJIT4qeCTBO npu CnoABaIIIaTa AOCTaBKa, A TIpLr IO]ICKBaHe

or crpaHa Ha Bb3JIOXI4TEIUI B cpoK or 24 uaca. IIpz HeLI3rIr,JIHeHI4e Ha rosui :aArrx(eHl4e

Bb3JIOXLITEJUIT lrMa rrpaBo Aa nonyqr4 neycrofixa a 5 (ner) Ha cro or
croft uo crra Ha JII,IrIoB arlloro Ko JII,IqecrB o.

(3) llpu ycraHoBqBaHe Ha HecborBercrBl{e B 'ITI3IIbIIHI4TEJI.IT e

AJrbxeH Aa AocTaBr{ MeArrrIuHcKr4 r43AeIII4fl C yTOBOpeHOTO Kaq9CTBO rIpU CneABarUara

AocraBKa, a nprd rror{cKBaHe or crpaHa na Bb3JIOXI4TEJI-fl B ;cpoK or 24 uaca. llpu
Her43rrbJrHeHlre Ha roBa 3aAbJrxeHrre Bb3IIOXI4TEJI-flT I4Ma npaBoj.ua nony'ra neycrofira n

pa3Mep Ha 5 (ner) Ha cro or crofinocrra Ha HeKaqecrBeHara AocraBKa'
(4) B cnyqar.rre rro arrr.rHer{ 2 u 3, aKo I43IIbJIFTI4TEIIflT He AocraBpl

AofoBopeHoro, Bb3JIOXI4TEIIIIT raua npaBo Ia 3aKyrru ueo6xo4ztvtl,Ire My MeAUUI'IHOKI4

u31errkrfl. or Apyr AocraBqr4K, Karo pa3nr4Kara Mellt4y IIeHara no AoroBopa u geftctBl4reJlHo

3arrJrareHara uena e 3a cMerKa ua I'i3IIbJIHVITEIIA'
glen 16.(1) llpu orKa3 Ha LBITITHI4TEJUI ra AocraBI4 3aiIBeHI4re My

MeAr{rlrrHcKpr klr,1r'rrr4fl vrrr4 rrpu sa6asa noBerle or 48 (rrerl4pl4Aecer u ocel,r) .uaca,
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9nen 19. Heycroftrrare, o6e:rqeraHnflTa r4 rleuoBr4re pa3il4Kt4 rro
Morar ta 6rtar yAr,pxaHr4 or BcqKo A:bJrxrlrMo Ha I,I3|IbJIHI4TEJLfl nnarrlaHe.

lri riJi

rrpEKpAr-TBAHE HA noroBopA il i ttldl li

AOEPlftlS:OOXyn,"IlarailorXrrroa"24 I058/600488rlarcc058/600414 Ee-indit:oblb@bergonirer

I

Bb3IIOXI4TEJUIT LIMa npaBo Aa 3aKyrl4 Heo6xoAr{Mrrre My MeArrrtrr4HcKur ksilenrrfl. or Apyr
.40craBqI4K.

(2) B clyual4Te no ilperxoAHara alrvHee. pasnzrKura Me)KAy ueHara no AofoBopa 14

AeficrBplrenHo 3aurareHara rleHa e 3a cMerKa na I,l3lIbJIHWTEJIfl.
rlneu 17. Bb3JIOXIITELflT r4Ma npaBo p:arrcKa o6esruereulre B rrbrreH pa3Mep

Ha BpeAr,rre, Kor{To e flperbpilqn B pe3ynrat Ha sa5aleHara ulutm HeKar{ecrBe}rara AocraBKa.
9neu 18. llpu sa6ana Ha rrrrarqaHe or crpaHa ua B|b3JIOIKVITEIISIT, nocle4Huxr

Abnlrr4 sa I,I3IIbJIHI4TEIfl ueycrofira, B pa3Mep Ha 3aKoHHara Jrr,rxBa.

gn. 16, al.2

r{neu 20. [oroeoprr ce npeKparrBa:
1. c nsrIa-raHe Ha cpoKa, :a xofiro e cKJrroqeH, ocBeH ei xvnoresara Lra uteu 2,

I,I3peqeHr,re BTopo;
2. or I43rlpaBHara crpaHa rIpI4 cricreMHo Herr3rrbJrHeuue Ha 3aAbnr(eHr,rrra rro

.4oroBopa. fIoA cIacreMHo HeI43nr,JrHeH?re ce paz6upa raKoBa, I43BbprxeHo ilBa yrnv rroBerre
IIbTLI B paMKI,ITe Ha eALrH KaneHAapeH Me0eq, vI[ IOBeqe oT Tpr4 rr:r,Tr4 B paMKr4Te Ha cpoKa Ha

AOTOBOpa;

3. upu cb3.4aBaHero Ha ycnoBufl 3a nocraBKa Ha MeA4urlHcKt4 r,r3Aerrr4fl. crer
npoBexAaHero Ha rleHTpaJrr{3vpaHLr eneKTpoHHr4 TbpfoBe. ' i

4, rrpu HeBb3Mor(Hocr Aa ce ocr{rypr4 QraHaucupane sa r43rrr,JrHeHr,rero Ha

nopbqKara rlo rprlqr.rHrz, Kor4ro Bb3IIOXI4TEJIflT He e MoftJr Aa rrpeABr4Ar.r.

.4PyfI4 yCJIOBI4JI

rlnen 21. Crpanure rro AoroBopa He Mofar
rrpeABnAeHlr B rrJr. 116 or 3OlI.

tI'' A TT

ocBeH B cJryqakrTe,
I

Aa fo I43MeI'I'IT,

Hnen 22. Crpanure rlo AofoBopa ue pelraBar nreHnr<np-uure rro r,r3rrbJrHeHr4ero

cnopoBe IIo B3aIrMHo cbrJracue, a aKo roBa e HeBT,3MoxHo, no pe4h ua fflK, npeA poAoBo
KoMlereHTHLrflT cr4 e rp. [o6prau.

Hrclr, 23. 3a sca.ixz HeypeAeHI4 no Hacroflull4r AoroBop Br,npocr4 rrre ce npr4narar
pasnope46ure Ha 3OlI, lIlI3OlI, 33,{ u T3.

Hr,.eu 24.(1) 3a BaIrurHLr aApecr.r 3a npr4eMaHe Ha cro6uqeuur, cBbp3aHr4 c
HacToqull,lfl AOTOBOp Ce CMSTaT AI'peCIdTe, IrOCOqeHr4 B HaqaIOTO Ha AOIOBOpa.

Q) npu [poMtua Ha AaHH]ITe rro rpeAxoAHara aJrvrHefi-: crorsernhra crpaHa e
AJrbxHa Aa yBeAoMr.{ ApyraTa B TprrAHeBeH cpoK oT npoMrHaTa.

IIpIE cbcraBtHe Ha Hacroslqusr AoroBop cei npeAcraBlrxa or rl3rrbJrHureIrfl.
cneAHIITe AOKyMeHTI4 3a AOKa3BaHe n]uIilCArA Ha OCHOBaHT4T 3a OTCTpaH.f,naFre: 

,

- sa o6crosreJrcrBara rro qJr, 54, ax 1, r. 1 or 3OlI - cBuAerencrBo 3a cblr.rMocr;
- sa o6crosreJrcrBoro rro qJr. 54, u. 1, r. 3 or 3@lI - y4oiironepeHr4e or opraHr4re

no np]IxoAvrre vr yAocroBepgHr,re or o6ulranara no ceAaru[oro':HZr Bb3Jroxrr'rrerfl, v Ha

KaHAUAaTa r{nr4 yqacTHr,IKa; 
r

- sa o6crof,TeJlcrBoro IIo rrJL 54, an 1, r, 6 - yAocroB"epeHr{e or opraHure Ha

TlgurruzreJrHa areHrlr,r.s "fraeua r,rncneKrlr.u no rpyAa"; 
i
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- pa3perrreHr4e 34 rbpfoBr4q Ha eApo c MeAr4uvri8s" p# aAelro or I4AJI
r,rJrr,r Apyf AoKyMeHr, yAocroBep.flBarll npaBoro Ha yqacrfi{l.u aa c Inre4uquucrcu
u3Aelrurs.,I43AaIeH OT KOMrreTeHTeH opfaH Ha cboTBgTHaTa Abp)KABa: i,'

- cepru$uKar 3a rIpI4JIafaHe 14 no.44bpxale Ha cr4creMa :a ynlaueHrle Ha
KarlecrBoro ISO 9001 :2015 n o6racrra Ha rrpor43BoAcrBoro ululu lqproBusra cineAuquscr<rz
n34eIrurn ulntm crcreMa 3a yrrpaBJreHne Ha KaqecrBoro ISO 13485:2016 ulurm
EKBI4BAJICHTHA;

Hacroqqusr AoroBop ce cbcraBrr B Tpr4 eAHOOopa3HV eK3eMrrrrflpa, eAuH 3a
I43II'bJIHVITEJUI v aea:a B

Bb3JIOXZTEJI: HVIT

ti
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x
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AOEPtlq SSOO El yr.,,flaHailor Xuroa,, 24 g 058

ITpwoucenue Jlh 4 - sadtnucumaneH ohpaseq

T EXHTI qE CK O TIPE.[JI O )ItE HI4E

Ilo4nucanu xr I anar a paauu
cLr Ha llgnrmrureJreH lr,rpeKrop u lI MeAurruu
T?I#-"y:f ::*:y?:i!r:r_ylTp,cbc.ce^arrlrili;c;i;,-;;;;;:"ffi ;ffiffi:rp. CoQrar 7517,yn.,,Eecapa6ux,'J,{b 10gB, er. 1, Fl14K204g44550.

1' flpan'r cneA'oro npeAJloxeHue 3a LI3rrbJrHeHr{e Ha [opbqKara B crorBercTBr.re cTEXHI,IqECKUTE CUCqUQ NKALI:/'LI VI VI3VICKBAHYTfrT A HA Bb3JIO)KI4TEJI.,I :
llpe4larau AocraBrar a Ha v31elrvrs., Kovtroi
- ca [polt3BeAeHI'I or rIpoI'I3BoAvreJr, rofiro npuJrara !r no4gbpxa clrcreMa 3ayrIpaBJIeHI'Ie Ha KaqecrBoro ISO 9001:2015 u/unu cllcreMa 3a yrpaBJregr{e Ha KaqeorBoro HaMEAI,IUI,IHCKI'T T E U3 AE TTT45. I S O 1 3 4 8 5 :20 T 6 U/ NNN EKBIIBAJIEHTHA.
- cborBercrBar Ha u3ncriBa:f^wITa Ha [Iaperrrzna na Enponeftcrcus, [apJraMeHT Hctnera na Enpona 98/79 EC sa MeApIqLIHcKrru 

"p.a.""b 
.u Arrafnocrurxa (IVD), Koraro elpr4Jloxr,rMo"

- oTfoBapfiT Ha r.r3rrcKBa*uflTa Ha rr,'. 92, at, 1 or 3MI4;
- orfoBaptr Ha ApyryITe I43I'ICKBaHV$, [OCOqeHr,r B TexH]rqecKure cneqz$r,rKallHr{,
2' fiercnapupaM cbulacl4ero cLI c KJlaygr.rre Ha npr.JroxeHr{fi rIpoeKT Ha AoroBop,3. .{ernapprpaM cpoK Ha BaJrr.rAgocr Ha oSeprara: 3 (rpu) Meceqa or .qaTara,KofiTo e nocoqeHa 3a Aara Ha [oAaBaHe ua o([eprara.
4' llpzerraau cpoKa Ha I{srbJIHeHr4e Ha nopbqKara: 12 (gsan44ecer) Meceqa orcKJrroqBaHeTo Ha AofoBopa.
5. flpzevau cpoKa 34 n14rr\4He: Ao 60 (ruecr4ecet) REUTeHAapH 14 r1u or

I,I3BbPIIIBAHETO HA AOCTABKATA N TIaAABAHETO HA SATTYPA OT I,I3IbJIHI,ITEJI..
6. flpnerrrarra cpoKa Ha AocraBKa: Ao l4luerupunagecer) K€rJreHAapHr.r AHr.r or

MOMEHTA HA 3AflBfrBAHETO OT Bb3JIOXI,ITEJUI.

T.IIpuetvrav cpoKa Ha roAnocr: He no-Mairfto or 60 Yo QnecrAecer npoqenra) oro6qur cpoK Ha roAHocr KbM MoMeHTa Ha AocraBKara.

- 8. flpuelrlavr Aa I'rc''cJIHrBaM BcI,IqKr,r r.r3r,rcKBa*vr. Ha B63Jroxc.rreJur, nocoqeH' Bo6snneHrero r{ Aoryr{enTarlprrra 3a fracrae.
9' B cnyraft, ue 6rva onpereJleu 3a H3nbJruureJr Ha floptqKara, ce 3aAsJIXaBaM,rIpI4 rIo'4III'IcBaHero Ha AoroBopa 3a o6uectgena rlopbqKa, ra flpeAcraaff aKTyaJrHr4

AOKWeHTI'I yAOCTOBepSBaITII{ fivffrcara Ha ocHoBaHug. 3a orcrpEur.rrBaHe OT flpoqelypara,
KaKTo r{ cborBercrB}rero c nocraBeHr{Te Kp}rrepuv gano46op:

- ga o6crogrencrBara uo qr. 54, a1.1, r. 1 or 3OlI - cBr.rAerencrBo 3a cbAr,rMocr;
- ga o6crosreJrcrBoro ro rrJr. 54, an.1, r, 3 or 3OlI _ yAocroBepegue or opraHnreno nplIxoAPITe vI yAocroBepeH[Ie or o6rqunata rro ceAanr,rrlero Ha Bl3Jroxtrre tn u ga

KAH Ar4 \AT A pr rrv wacTHLrKa;
- sa o6ctotreJrcrBoro no rrJL 54, at, 1, r. 6 - yAocroBepeur{e or opfaHr.rre Ha

I4gnrlnateJrua afenrlr.rs "f raBna r,rHc[eKrlr,r, no rpyAa" ;
- pa3perrreHl{e 3a rbproBl'It Ha e.qpo c MeAI,rqr4HcKn r.r3[eJlr.rfl, rr3AaAego or I,l

r,rJiH .4pyr
I,I3AEJIl{.fi,

AOKYIIIEHT, YAOCTOBEP'BAIII IIPABOTO HA r{ACTHPTKA AA TBPryBA C MEAII
IEAAAEH OT KOMIETCHTEH OPIAH HA C6OTBCTHATA AbPXABA. PASPEUEH ,/oJ

lIM E'^rd
/!t ^
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ffirolPoor4^HA BOAHT4 944KTI4BHO AETIEHI4E - AOBpI4r{" A.4
AOtPt+{ Sf OO I yr."flauafior Xuror,, 24 I 058/600488 Qarc 058/600414 E e-mail: oblb@bergon.net

He ce II3lIcKBa or npol'I3BoAHTeJIIITe Ha MeALIquHcKr4 I{3A9JII{fi, ycraHoBeH[
ua Peuy6nvKaBrrnapvs;

. C€PTI,ISI4KAT 34 IIPI,IJIATAHE I{ ilOIAbPXAHE HA CI{CTEMA 34 YNPABJIEH}IE HA
ISo 9001 :2015 B o6nacrra Ha npor.r3BoAcrBoro lvrrilurbproBvrra c MeAr{ur.rHcKr{

Eau{ cHcreMa 3a yrrpaBJreHlre Ha KarrocrBoro ISo 134g5:2016 mlunu

lloalr.rc Ha [peAcraBJlrBarrloro Jrr,rqe tl rerrar:.:

Palunna Oznunona
flrnnouoru:r^urc I

Zgurnurare"neu

(ume, 6auluuo u fiavnnut, gnrNHocr)
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Ilputoweuue Jlb 5 - sadnnrcumeileH o6paw4

IIEHOBO TIPEAJIOXEHI,IE 3A I,I3IIbJIHEHI4E HA IIOPbIIKATA

or Me4uruzu EOO{
cbc ceAalrr,rqe B rp. CoQux o6quna Croill.rHa r4 aApec Ha
yrpaBneHr{e rp. CoQzx 1517, yn. ,,Eecapa6krfl', Jrlb 10gB, er. I
EVIK / BYJICTAT 204844550
rlpolcTonnqRaH or Pa4unla Orzneea - Touena

uto"orotn"KN
KaqecrBoro My Ha Zsnrmrrarenen Ar4peKTop Lr

rIeHoBo rrpeAnoxeHpre 3a r,r3fr6JrHeHr{e Ha nopsqKara, no o6oco6eHa

16, Karo npkrnaraM no.4rrr.rcaHo llpunoNeuze J\b 1 "cnracrr Ha
KOHCYMATI4BT4, PEAKTI4BI4 VI TECTOBE 3A OTAEJIEHI,IC ''KNZNIAqHA

llpanr
rro3r,rqu-r{ J\b: 16

Irb
na6oparopnure
nazrcpo6rzonoil{f,".

(uonn, om6eneaceme o6oco6eHama nxuqufl 3a Koflmo npedcmaenme o$epma)

yRA3AHnfl sa nonbn*aHe Hu npuilouceHuflma;
B npunoaceHuemo Nb I, Np 2 u/wtu JW 3, 3a HoA4eHKnomypama no Kotmo

npedcmaen o$epma, sceKu yttqcmHuK cnedea da non'anuu cneduume KonoHu u pedoee;
B xonona 6 yuacmuuKbm nocoqna npoussodumenn ua npednazaHomo usdenue.
B xonoua 7 yuacmuuKbm nocottna sMecmuMocmma ua npednazaHama onaKo1Ka 6

MepHu eduuuqu (ctznacuo nocoqeHomo B KoroHa 3 unu 3.1), rcozamo e npunoyrcurvro.
B xonoua I yvacmuuKbm nocovea npednazaHama ueHq Ha onaKonKa e neea 6es

IIC, Kozqmo e npuJto)tcuJvto, Kamo qeHama Hq onaKonKa mpa6ea da e sarcpuzneHa do emopun
suarc cned decemuquqma 3anema.n.

B xonona 9 yvacmuuKbm nocouea npednazaHomq eduuuquama r4eHa Ha MepHa
eduuur4a s ileaa 6es IIC. Eduuu,luama qeHa Ha MepHa eduuuqa B KoroHa 9 ce nonyulaea,
Kamo qeHama 3q onclKosKa Ha Bc.flKo usdenue noomdenuo ce pasdenu Ha sMecmut rocmmq
(6pon MepHu eduuuqu) e edua onaKaBKa (rcon. B ; Kon. 7). EduuuvHamq qeHa Ha rvtepHa
eduuuqa cnedea da e sarcpuzneHa do uemeapmu.fl sHaK cned decemuqHama saneman.

Ronona 10 ce nonbnna caMo no oH%u HoMeHwtamypu, KoLtmo c.udupcrcam e ce6e
cunoduoueHKnqmypu: l,6,7,15,16, IB,23,26,33,34,54,60,63,67,6g,70,72,75 u77. B
KoJroHa 10 yuacmuuKbm nocoqea nltouseedeuuemo Mnrcdy npozuuHomo Konwtecm1o om
KonoHa 4 u qeuama 3a MepHa eduuut4a, nocoqeHa om yttqcmHuKa B Konoua 9 (rcon. 4 x rcon. g.
Iro uoneuKnamype Jyb 7l ,o4eemumanHu cemone,, He ce nonbnBa rconoua 10.

Ha pedoeeme "O6u4o no HoMeH<Jtamypa llb......rl c6opa
om cmouHocmume He 6ceKu ped om KoloHcr 10. C6opum ce
decemuquama 3aneman.

do suarc cned

Pa4uula Ounzn
llrnnorvrorqnur /

(uue, fiarruno u $awtulu4 4nrNnocr)

J4r-

Ar,rpeKTop
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''MHOIONPOOI4AHA BOAHUI 3A AKTZBHO AEr{EHI4E _ AOEPI4T{"
AOEPHT{ 9300 El y.n,,,ftaxafior Xr.rros,, 24 8 058/600488 rfarc 058/500414 El e_mail: obtb@bergonner

Ifpunoucenue lV! 4 - sad.onatcumefleH o1paseu

TEXHI4 tIE CK O TIPEAJI OI(EHLIE

floAnucauuflTla*arapa,quula Ounena _1 
10, n rauecTBoTocEEaHsnrffIureJIeHA[peKTopI,I|IuHotrloIIHI{K@M)uaMe.uurrrr,rrrt

Eoon (usnucea ce uMemo Hq yltacmHuKo), c'cceiunL'q; ;,"i;;;,"*iit;Ha yrrpaBrreHr.rerp. CoQux 15i7, yn. ,,,Becapa6us,,Ns 10gB, er. 1, niXlOqgq4550.

1' flparx cneAHoro npeAJloxeHrre 3a H3[bJr'eHr.re Ha nop'qKara B cboTBercrBr.re cT€XTMTIC CKZ'E CN EqU $ .,.*AIJLIII }I II3LI CKB AH II,,T A HA B b3 I O XI{TET.fi :
flpe4larau AocraBKara Ha rB AenLrfr, Kol,rro :- ca [poH3BeAeHI4 or rIpoH3Bo.4I'ITeJI, r<ofiro [pI,IJIafa r.I ttoAlbpxa cucreMa 3afIlpoBr:IeHI{e Ha KaqecrBoro ISo 9001 :2015 ulunu c'creMa 3a ylpaBJreHr,re Ha KaqecrBoro Hax€AErIr.HcKu r e H3 Ae Jrvs. I S O 1 3 4 g 5 :20 I 6 u I unu eKBr,rBaJreHrHa"
- cboTBeTcrBar Ha I{3HcKBaHI{tra Ha,{uperrzna ua Enponeffcrug napJraMeHT r4ctsera ua Enpona 98179 EC sa MeAI{III'IHcKr'rre cpeAcrBa 3a A'afHocrr{rca (IvD), Koraro enpEnoxr,rMo"
_ orroBaprr Ha a3r.rcKBtruuflTaHa qr" g2, an.1 or 3MZ;
- orroBaptr Ha Apyrlzre I43I'IcKBaHrIt, rocoqeHr,r B Texur4qecKure cnequ$r.rKaUr{n"2' flewrapupaM cbrJlacuero cI{ c Kilay3r,rre Ha npkrJroxeH'.s npoe*T Ha AoroBop.3. [ex"rrapfipaM cpoK Ha Barrr.rr'ocr Ha oQeprara: 3 (rpuj nn...uu or ,qarara,Ko.rro e nocoqena 3d Ea.ta Ha [oAar]aHe Ha oQeprara"
4. llpuenaau cpoKa Ha H3nBJrHeHLre Ha nopbqKara: 12 (gnanaAecer) Meceqa orcKJrroqBaHeTo Ha AoroBopa.
5' llpueuau cpoKa 3a nJIaIrIaHer ro 60 (ruecr4ecer) KilreHAapH rr EHu orB3B6PIIIBAHCTO HA AOCTABKATAU T43EABAHETO HA $ArcrYPA OT I,I3IIJIIII{TEJUI.
6' llpnerraalr cpo*a Ha AocraBKa: Ao l4luerupu*agecer) KarreHAapHr4 AHr{ orMOMEHTA HA 3ASBflBAHETO OT B63JIOXHTEJIf .

7' flpuel'rana cpoKa Ha I'oAHocr: He rro-MaJrKo or 60 yo $tecrAecer npoqenra) oro6rqfis cpoK Ha roAHocr KbM MoMeHTa Ha.4ocraBKara.
8' llpuenaarvr .4a I'3nbnHtBaM BcI4rrKI4 rI3I{cKB'rIvIfr. HaBb3JIo}cI{TeJUI, nocoqeHl,I Bo6rsneHaero H AoKyN( etTarrusra3a fracrae.
9' B cnylaft, ue 6r4a olpeAeJleH 3a lz3[bJrHrireJr Ha [opbrrKara, ce 3aAbJrxaBaM,trpld rlo'{nl{cBaHero Ha .qoroBoput 3a o6uecrseHa flopbqKa, ra npeAcraBr aKTyaJrHr{roKyMeHTI'I yAOCTOBep.[BaIqu ilLrnca.Ta Ha ocHoBaHUs. sa orcrpaH.rrBaHe or rrpoqeAypaTa,KaKTo rr c'orBercrBr.rero c nocraBelrr.rre KpHTepHH ga noA6op;
- sa o6cro'{TeJlcrBara no qJI' 54, at' 1, r. 1 or 3oh - cBr4.qereJrcrBo 3a cbAr{Mocr;- ga o6crosreJrcrBoro ro qJr. 54, an.1, r. 3 or 3OII _ Va*r""af.rr. o, opraHr.rreno flpllxoAnre vI yAocroBepeHl'Ie or o6Irlusara no ceAaJprrlero Ha Bb3Jroxr,rre[, H HaKAHAUAATaKrrvwacTHr4:(A:
- ga o6crorreJrcrBoro flo tur, 54, ax, 1, r. 6 - yAocroBepeHr,re or opragr,rre HaI4snrrHr.rteJrHa areHllr.r.fi " f raBHa Lt HcneKrILu rro rpyAa,, ;- pa:|perrreHne sa Tbpr.ol3r.r, Ha eApo c MeAr{rIr.rHcKr{

HJrr4 Apyf AoKyMeHT, yAOCTOBeprBarr{ [paBoTo Ha rracTHr,rKau34eIrvs, L3AaEeIJ or KoM[ereHTeH opraH Ha cborBerHara

r.r3AeJrr{ff, rBAaAeHo or I4AJI
Aa BpryBa C Me.4zrILrH

{

446 '

AbpxaBa. Pasperuenue

x
Highlight

x
Highlight



" MHOfllI POOIIAHA B OAH 14 UA 3A AKTH BH O AETIEHH E - AOSpt4rI "

AOEPIIqSfOOEI yr."IlaHahorXnros"24 8058i600488Sarc058/600414 Ele.mail: oblb@bergon.net

yAocToBeperu{e He ce II3LlcKBa oT npoI,r3BoAr,rTeJIr,rT0 Ha MeALrquHcKr4 r43Ae[rnfl., y,cTaHoBeHE

Ea repfirop wna Ha Peny6nrEra Ernraprar;
- ceprH(bl,IKar 3a flp]rJlaraHe r4 rroMbpxaHe Ha cl4creMa 3a y[paBJreHr{e Ha

KarrecrBoro ISO 9001 :2015 B o6racrra Ha [polr3Bo,qcrBoro ulutu rbproBr.If,ra c MeAr4rII,IHcKr{

E34eiur yrJutru crcreMa 3a yrpaBrIeHI,Ie Ha KaqecrBoro ISO 13485:2016 ulnnu
EKBSBAJIEHTHA;

floAnnc Ha rrpeAcraBJrlrBarrloro Jlr.rqe la nerrar:.....

flsrgoruorqnnK I ,"#

_ t4+-
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Ilpwtoxcenue llb 5 _ sadanrcumereH o6paze4

UEHOBO NPEANOXI]HI4E 3A I43IIbJIHEHIIE HA IIOPbqKATA

or MeAr4rnuu EOO{
cbc ceAirnrlnle B fp. cosr,ra o6rqzHa cromzqHa lr arpec Ha
ynpaBrrerrr{e rp. Co(fzs lSlT , yn. ,,Becap a6vfl,, Nb 10gB, e,r. I
EVIK / EYJICTAT 204844 5 5 O

rlpeAcraBntBaH or pa4vra;ra Oznena _ ToqesaEfr- (aqecrBoro My Ha Llsn:brH,nrereH Ar{peKrop rrllrnnorvrorrtHH'.

rIeHoBo rrpeAnolKeHLre 3a v3rr:bJrHeHr4e Ha rropbqKara, no o60co6ena
llpan_r

rro3r4ur4r J\b: 18

Ilb 18, Karo rlpI4naraM rloAnl4caHo llpzloNenr.re }lb I ,,Crrzcsr 
Hana6oparopnure KoHclMarr{BLI, peaKTaBr4 14 TecroBe 3a orAeneHr4e ,,KrIaHvqHa

nruxpo6zolorkrq".

(tt onn, o m6 en e crc e m e o 6 o c o 6 e H ama fo r rrro s a Kormo np e d cmaenm e o e epma)

yRAgAHnfl sa nonbrnaHe Ha ma;B npunotrceHuemo Nb l, Nb 3, 3a HoMeHK,,tamypama no Konmonpedcmaea oQepma, sceKu yqacmHuK ,cnedea u cnednum, *oror'u-u pedoee;
B xonona 6 yuacmuuKbm nocottna npou3lodumenn ua npednazoHomo usdenue.B xonoHu 7 yuacmuuKbm nocott,e BMecmuMocmma ua npeilnazqHama onqKo,Ka BJvtepHu eduuut4u (ctznacno nocoqeHomo B KotroHa 3 unu 3.1), rcozamo e npunojcuMo.B xonorua I yuacmuuKbm nocoltea npednazaiama ?4eHa Ha onaKo1Ka e neea 6estrtrc' Kozamo e npunoucuMo, Kamo ?4eLtama Ha oneKonKa mpn6ea da e sarcpteJteHa do smopunsuarc cned decemuquama 3anemar.

npeonqzqHama eduuutmama qeHa Ha JvtepHa
q MepHa eduuu4a I KotroHa 9 ,e nonyv)eo,
noomoenuo ce pasdenu Ha rMecmltr4ocmma
8 : rcon. 7). EdunuuHamo t4eHa Ha MepHa

suarc cned decemuuuama 3anema,
Hesu HoMeHuamypu, Ko?tmo cadapcrcam e ce6ecunoduoueHmamyput 1,6,7, lJ, 16, 1g,23,26,33,34,54,60,63,67,6g,70,72,75 u77. BRonoHa 10 yuacmuuKbm nocoqsa npctuseedeuuemo MeJrcdy npozuor,o*o Korruvecm*o om

;::"::^:::::::'3y?:i:!unuwa, nocoHeHa om.yqacmHuKa B Konoua e (rcon. 4 x rcon. e), \^vJL, A L KUJ|. >/.Iro uomeurutamypa Jyb zI 'to4eemumenHu cemoee,, He ce nonb,Ga rconoua r0.
Ha pedoeeme "o6u4o no HoMeHluramvpa rvb...... tn n/-,?nuan n6nnn

nlb rwnltu^?w.ttun,,^ ^^^-.-. -^^\om cmouHocmume Ha BceKu ped om KonoHe 10. C6optm c
^--^----.-.,. -.,,oecemuuHama 3aneman.

lloAnzc Ha npeAcranJUrB?rrlroro Jrr4rle 14 rreqar:. ..

Pa4nrrzna @uilauoea ..
llrnuououluur< / \'.

(arr,re, 6anlzHo u tfiarv'ulux,4nrNuocr)

- l,14 *
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