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'$1. 112 u c:r. or 3aroua ga

o6rlecTeeHl'rT e uoprb ce oKJIIOqU HacTotIqIiqT AO|OBOp

CKA TEXHUKA I{HXEHEP OO,{, clc ceAannrqe B rP.

ynpaBJIeHI{e: x.r<. "M:ra4ocr: 1 "

"MHOfo I4AHA BO 3A AKTI,IBHO

AOToBOP

,.!.{.,..rot roA, B rp. ,{o6Pra'r, na ocu

r CronuqHa, Pafton Mlagocr, agPec

528, npe4crauq3411e e1 tr4onra

-AOEPUTI AA
14 g e-maili oblb@bergon net

Xpncrora ferona-XPr'rcranoea,
ga uuaoaau*n" ua o6rqectseHa

er: llepllogzvna AocraBKa Ha

uapuvan IIPO,{ABAq I4

oT IaTaTa Ha noAnI'ICBaI{ero

,qocrastI{t4 or [poAaBarIa Ha

eHTa Ha 3a.f,BtBaHeTO OT CTpaHa Ha

Jtlb 24, snego ,,Eonnu'rna anrer<a 
"

MEAI4III4HCKI,I U3AEIfuIfi. 14 PI'ICK6T OT

MEAIiIIIIHCKiI II3A 3a HYXrI4re ua ,,MEAJ1-[o6Puu"
,.MHO rrPool4JIHA EOIHUUA 3.A HO JIEqEHI4E-AOEPI{q,, AA

rp. ,{o6puu, c:rc n aApec Ha )ryrpaslreHlre: rp. yn. "Ilauarior Xurou" 24,

rerl 058/600160,
lpeAcTaBrsBaHo 0T

EI4K 124141302,

- I4snibrrnurereu ,{trPerroP ua

ApyI(ecTBOTo, Hap KYTYBAI{.

ce cfiopa3yMtxa 3a oJIeAHOTO:

HA AOTOBOPA I4 IIEHI'I
r{neu 1 (1) llpogan avtr IIPoAaBa Ha MEAI,II{I4HCKIITE [3Aenl{t tlo

e yqacTBaJr B
o6oco6esa
oTKpIrTaTa

Ns 52: MeazudHcKll H3Aerht 3a afiapaTrr., 3a KOTTO

3a B63JIaraHe ua o6rqectnena nop:s

(2) II HA MCAI4III4 HCKI4TE U3AEIII.'{TA NO o6oco6esu IIo3IrqrrI4 ca

ct'rJracHo IIeH rroeaJloxeHl4e Ha yqacTHI4KA.

(3) o3HItTg KOrI{qecTBa, nocoqeHl{ B AoKyMeHTaqlrtra ga o6 IecreeHa

3a.[6,II)KeHIre 3a KyrlyBasa 
^a 

rr4 s nocoqeHzs o6el\4.
opbqKa He

CoSur 1750,

288, EI{K 83164
oflpeAeneH 3a

uopn vra run "

CPOIT
9nes 2

9nell
KylyBaqa B CpoK

BTsNOXI,ITEI'.
9les

"MEAJI-[o6Pn't"
9neu

fl5JIHO IIJII,I

I{M HA M'CTOTO

AOKyMeHT.

reJr cIeI npoBeAeHa npoq

" Ne 00083-2017-000* c

Saxc: 058i600414, e-mail: oblb

[-p Tprl$ou Bna4nuupoe I4opAaHo

BE I,I H.AqI4H HA NJIAIqAI]E
Coorsr ua nacroslqus Aorosop e 12

A,{ rp. ,{o6puv, yn. "Ilauafior Xuron

uy. ,{oronoPt'r ,4r,lNana 4eftcrurero clr Ao Ha AO|OBOp C Apyf u3nbnHl',ITen

cJreA rlp oBexAarre o6rqec'rneua noPtuna.
Me.urauuncrure I43AeJII'IS ule

72 (cexev,Eece'r rE 4na) uaca or

nrnxuuara sa [PoAaBaqa c]a{a Bcrxa orAeJIHa AocraBKa lr1e 6t4e

IJIATEHA OT no 6anr<osara cMerKa Ha qa B cpoK ao 60 (urecraecer)

KareHAapHI4 AHIzi

9lert
a r{3AaBaHero Ha QaKrYPa or npo qa,

Cportr ua ro,4gocr Ha A Me.[r4uItHCKi :'l.34eIr\4fl e He I1O-

MaJIKo or 60 o/o <tt IO,4HOCT B MOMOHTA HA

M-'I O HA I43II:bJIHEHI4E I4 IIP HACOECTBEHOCTTA

9reu . 3a u.rcro Ha AocraBtHe Ha M v34erfr.fi. ce o peAejrt

I4M rroflrBaHe rIpeMI{HaBa B6pxy qa oT MOMeHTa Ha flpl4eMarrero
Co6ctseuocrra B6PXY A

npoTOKoJI I{IIi ApyI pABHO3HA!]9}J/4

/#
AOCTaBtITe c npi{oMo-



I yn."nadafim XuroB" 24 I 058/600488 Oaxc

"MHOro I,{AHA BO 3A AKTI4BHO HI4E - AOEPI4T{"
14 g e-mai| oblb@bergon net

3A.[:bJIXEHI4' HA IIPOAABA
(1) Ilpo.uanaur'r e ArrGx(eH ,44 AOTOBOp 3a rIoArI3[6JrHeHI'{e,

cn 3a rracTrre rIoJI3BaH Ha roAlr3rlr,Jlulrrel. B cPor 4o 3

Ha AoIIbJIHUTeJTT{o cnopa3}MeHl're
Ha AOTOBOp 3a IIO,UI'I3IIt'JIHOHI4e I'IJIII

r43[paIJIa Konlie Ha

3a 3aMtHa Ha noco B 3MBIeHI'IeTO IIO,$I3IITTJIHI'ITen
3aeAHo C AOKa3aTercTBa,clopa3yMeHlre Ha

IIPABA
9neu L

(2) rlo HrMar npaBo Aa

aefiHocrl{Te, roI4TO BKrIOqeHu B [peAMeTa Ha AoroBopa [O.UI43TIT'JIIIEHI4E.

(3) H O OT B!3MO}I(HOCTTA AA Il3nor3BaT Il oAlt3 n6Jl H I{Tet P.,

orfoBopHoc'ITa 3a ua 4oronopa :a o6 ilop6qKa e Ha rlpoAaBaqa.

(4) K T HtMa Aa Ir3BspIIrBa AI{peKTHI.l c noAI43rI6 JIHI'ITeIIZTe

Kofaro e o6.[Brir B

AHI4 OT

,4OrOBOpa I'II4 IIa
qE CA II3IIbJIHEHI4

rhen 9.

3.

IIopsqKa.
9len I

yAocroBepeHlre 3a

4uperroP na I4AJI
9nen

CIICTEMA 3A

OKBI,IBAJIEHTHA, C

vsnetluf.
9len

MEAI,IUIIECKI{ I43A

fio qn. 66, wr.2 u 11 or 3OII'

IaBaqlbT e AnTrXeH Aa AocTaBt Ml

r Ha lr3lrcKBaHutra na ql. 82, a;r'

Brrt Ha eApo c MeAUIIItHcKIt

pe4a iia 3Mtr{.

eAHA tt]/I rloBeqe oT

cKI4 I43,UeJrr{t, KoI4TO:

or 3MI4;

HA 14 3IICKBAHI4-'ITA HA ua Enponeftcrut raPJraMeHT Ii

Ctnera na EnPona 8179 EC 3a MeAuqItHoKIrre cpeAcrBa 4r.raruocruxa (IVD) - cauo aa uu

$ 1, r. 12 ot,{P ua 3MI4.
BrrTpo AI{arE ME,{iIqI,IHCK,I II3AEJIIIq IIO CMI4 C6JIA

Ha I43ITCKBaHI{tra, IlocoqeHl4 AoKyMeHTaqI4tra sa o6ulecreeHa

IlpoAanaqtr B cpoKa Ha AoroBopa .trJI6]IteH Aa ItMa pa3peueHue I{JII4

rBAaAeHo or tr4gnlmrfirennuq

, flpoAa.naqrr B cpoKa Ha AoroBopa

"""1 "u 
KarrecrBoro EN ISO 9001

.rlr6xeH ,4a [plrJlafa I,I IIo.{,46p)Ka

r:na EN ISO 13485/13488, u/mv

xBar B ObJlaCT'ra Ha uluru ffiProsusra c MeAI4uIrrrcKI4

2. Ilpo4anavlr e ,{JrB)fieH Aa B cpoK oal{T)?a 3a AocraBeHr4re

[P 11 3A.IIT,JDKEHI4fl HA KYIIYBA
BeptBa KOnnqecTBoTo Ha BcsKa

r{lerl 13.(1) I(YnYnavtr I'IMa rIPaBo Aa
e AJI6n(eH Aa yBeAoMI{

orAeII{a KaTO rlpir ycTaHoBsBaHe Ha

[poAaBaqa B cpo or 24'$ca.
B (AAICCTBOTO HA AOCTABEHI{TE

a) ycTaHoB.f,BaHe Ha
AaBarra B cPor< or 24 uaca'

MeAI4qrlHcI{14 Ky[yBarrT'T e AJI6XeH Aa yBeAoMI4

(3) ETO HA KOTI4IIECTBOTO u KaTIeoTBOTO ce ycTaHOBtBa c

OT KOMI{CI4$, CTTCTaBeHa OT nrlla Ha KynyBaqa'
npoToKOJr,

(4) B qe npoAaBaqsT B Opolt Ao qaca cneA yBeAoMtBaHero rlo an 1

ocllopu nlrcMeHo HECSOT]]ETCTBI'IETO HA (AqECTBOTO' MO)I(e Aa IrcKa fipoBepKara My or

qpe3 B3eMase Ha o6pa-rqu or .qocraBKara' rrJII{
yrIbJIHOMOiqeHa
qpe3 cpa3HtBalr HA,UOCTASEHIITE MEAI4IIITHCI{U eJrrrt c IIp eAcTaBeHIrTe MocTpI'I'

OflI'CAHI{€} I4JIII npfl 1,^racrl',ero s o6ulec'reeua'ra opBrffa,

9nen 14. KyrrYnau'sr e AJIt,xeH Aa vroBopeHara IIeHa B pa3Mepa, no

HaqIrHa Ir B Cpo oflpeaejreHlz B Hacrof,ull4t AoroBop'

HEY fiKt4
15.(1) I-IPu ga6asa ua AocraBra or rpaHa Ha npoAaBaqa c noBeqe o'?1 ,

nolyuu neycrofiKa B pa3Mep Ha u'I/i'

/,rLst
(anaAecer n ) uaoa, rYnYna.rtr r{Ma rrpaBo
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) ua cro or croinocrra Ha AOCTaBKa 3a Bce(u 24 'raca

(2) rIP
AJlbxeH Aa ,q

B gpor or 24 taca' \lPu u
oT CTpaHa Ha

KyIIyBaqlbT EMa

JII,INCBAIqOTO

(nyra urlo, e'una

za6asa.

KylyBarr6T I'IMa

AOCTaBqI{K, KaTO

3a cMeTKa I{a flpo

rr3Aenlrt HJIU np.a

sar<ynr,r neo6x

AeficrBLTerHo
!hetlr

Bpe,qltTe, KoI'ITO e

9nen

9ren

VCTAHOBSBAT{E HA HECbOTBETCTBI{E

orn"uutqo"o KOJII4TTe0TBO npl',{ CJIeAB

v3AenAA C yfoBopeHoTo Ka'rs'

Ha Ky[yBaqa B cpoK oT z+

6.(1) tlPu orKa3 Ha npoAaBaqa Aa

a6aBa noBeqe or 48 (ueT uPugecer r'I

7. Kvnysaql''r uMa npaBo ra Ircxa

o"*on"n B Pe3ynrar ua :a6aeeuara t

8. flpu sa6aaa Ha fliraurare or

. [oronoPrr ce uPeKpartBa

rrlrale Ha cpoKa, 3a xofiro e crmo

B KOi irlecTBoTo, [PoAaBaq'I'r e

AOCTaBKa, a IIpI{ ilofiCl{BaHe

EHIIE EA TOBA 3A,46JIXEHI'IE

5 (ner) na cro or crofiEocrra sa

llpu uer*ntnuenl{e Ha ToBa

HeKaqecTBeHaTa AOCTaBKa'

Ha KyIIyBaqa, flO CJIeAHIttT AT'IXI4

ocBeH B cry{alrTe no -r:r' 2' u:P'

no KoJIIrqecrBo u/rlff] raqecrso

Aa rroryql4 ueYcroftra B Pa3MeP

, flpoAaBaqbT e AJIbxeH
(3) ycraHoBtBar{e Ha HgCSOTBercrBr4e^B

lDI4 CJre,[BauIaTa AocTaBKa' a npll

AA AOCTABI{

3aAGJIXeHIte
qTrT I{Ma npaBo Aa rIoJIyrII4 H B pa3Mep ua 5 (ner) Ha cro orIOIICKBAIIE OT

crofiHocrra Ha AOCTaBKa. T He AocTaB[ AOroBopeHoTo'
(4) B rro aJII{Her'I 2 u 3, aro

r{lert

Aa 3aKYrIu neo6xogllrrure MeTI4UI4HCKI4 l1,gl:eIlrlfl oT Apyr

.neftcrsflreruo 3 arlJlareuara IIeHa I
MexAy IIeHara IIo AoroBopa

3aJIBoHUTe My MoAI4qITHCKI4

) uaca, rYnYnaur,r I4Ma rIPaBo aa

My M9AI4UI',IHCKI'r Il3AeJrI4t oT AO CTABI{I.I K .

MexAy ueHaTa IIo AoroBopa n

Q)TI IIo IIpeAxo,[,HaTa aJIItHet

qeHa e 3a cMeTKa Ha flpo
o6egrqereuue B rl'bJreH Pa3MeP Ha

Ha IlpoAaBaqa H B pa3M9p Ha 3aKoHHaTa
oBlrre pa3rI4KIr no ql' i6, an' 2

r{neH 19. Heycrofirure, o6esrqeteHnnra r'r

uorar Aa 6t,4ar' or BCTKO AbJlt(ItMO Ha Irpo IIJIATqAHE.

AT.flBAHE HA AO|OBOPA

1. c

BTOpo.
CI'ICTEMHO HEI43II6JIIIEHI{E HA

or cTpaHa Ha lasaqa. IIoA clrcreMuo HeIr3rI6JrH

I{JII-{ TIOBEI{C flI' B DAMKI{TE IIA EAI4H KAJIEHAAPEH

Ha cpoKa Ha Bopa;

flpeAMel Ua

ornaAne neoei

AOroBopa;
5.

[opT,qKaTa nc) KOT.ITO KynyBar{bT He e M

npeABI,I,qeHIt B

9JI

ce pa:6rpa raxoBa, I43BbpIrIeHIr ABa

E.rrI4 rIOBeqe oT TpI4 n5TI4 B paMKI4Te

3. c63AaBaHero Ha ycnoBl'If 3aA I{A MEAI{III4HCKI'ITE zt3TEIIIdfr '

cJreA IrpoBexAaHeTO rra eneKTpOHn TT,prolle'

4.8 cryuafi, ue 6l4e nPolrenena ypeg6a, n Pe3yrrar Ha Koero

ocTra or AOCTaBKaTa Ha M cKfiTe I43AeJIItt, KOItro ca flpeAMer Ha

Qunancupane 3a Ir3IrbJIHeHr{ero Ha

AA IIPCABIIAI4'
HeB!3MOXHOCT Aa ce ocl4fypfl

YCJIOBI{fl ra ro I,I3MeHsr, ocBeH B Cryqal'ITe',
21. CrPanrare rro AoroBopa He Mo

116 or 3OII.
B63HI4KHAII4TC IIO II3II6JIHEH ETO

22. C'rpanure rro AoroBopa rle

9[opoBe [o o c6fJra0!re, a aro TOBa e xHo, no peaa Ha l[lK nPeg Poaoeo
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KOMICTEHTHUST C!,.[ rp. Acr6puq, ocBeH B cnyqal4Te, rrpeTeHrIH.rITa e npe.qtBeHa rlo

peAa Ha 3arroBeAH IIpou3Bo.4cTBo.
r{nen 23. 3a scuqKu HeypeAeHI{ rro Hacro-alqu.s B6rlpOCn rqe ce npu,lrarar

pa:nope46nre na IIII3OII,33,{ z T3.

9,reH i2 (1) 3a na"ru4ltu a,4pecl4 3a e na cto6qeuvfl., cB'bp3ann c

HacTottqlrt loroBOp
(2) IIpn

AJrbnGa Aa yBe,qoMI'I

AOKyMeHTIT :34 ,qo

npeAcraBeHlr npli

cMrTaT aApocltTe, nocoqeHu B Ha AOfOBOpa,

MtHa Ha naHHlire IIo lpeAxo IIJII,IHE'. CGOTBETHATA CTPAHA E

B TpUAHeBeH CpO( OT I]

ftpir

flpur (5M AOTOBOpa:

1.7 N)EJIJIO)I(EHIIE 3A I{3N6JII{EHIIE

OT IZ3NCJIHI,ITEJI'

KATO TAKIIBA CA

6oflH4C:
7--l '4, 1/"i/ '. 

';i. \, 5:\.! \ 'q,."4- i u.f 
''a l6i

,, 

j-

Ira HacTotlql{flT aofollop He npeAcTaBrrxa

Irr4rlca'fa Ha ocHoBaHa-tr 3a T"btl

Ha AoroBop Ns 39 / 29.09 1'7 roA.

nopbrrKaTa;

2. I\euo npeAno)I(eHIre.

HacT o AOroBop cbcraBlr B TpIr e oo6pasuu eK3eM[r.{pa, eAIIH 3a

lpoAaBaqa u ABa 3a

t-,x
. \?\::\ \ ',r \

4ia\'--
:#? I -,-47 /:
1r'"t./

l'1-,^;;;r1li'
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l:f {ff#J#'i:'#t';
MnaAocr: 1,61, 28E /Ytt'

Ilpunouceuue
Ilpedcmaon ce

IloAntlcauust/

Iltluouoqnur c n

(Monn nocou

2,4
nocoqeHa 3a Aara Ha no

3. Ilpueuau
Ha AOfoBOpa.

4, IIPr'Ievan

AOCTAB(ATA H II3AABAIIET(

5' IlPnenav
3MBtBaEero or cTpaHa

6. Ilpueuav

AOCTaBKa. 1,4
BKJIIOqEHII B

8,

o6.sgreHI'rero It

s Texltu'{ecKara cneqfl
10. ,{ernaP
11, B

fioArII{CBaHeTO Ha

yAOCroBeptBarqti

flOCTABEHIITE

npI4XOAI4Te n yAocTo

yqacTHUKa;

aferrquf "lnagga uH

AOKyMeHT'
KOMneTeHTeH Opras

npoIt3BOAl{TeJMTe Ha

- vwyr4Y:

ISO 9001 r obnacrra

ynpaBJIeHIre Ha

fioAmc

IIpn

[am 12.07.2.017

\4 5\":

EN

4 - z adrntrcumenen odPaseq

ecnra o6oco6eua no3ullw' 3a

TEXHI'IqECKO IIPEA

a [raalna 
ganlaPona EtunaPoea',

- 3aBeDeHo IIbIHOMOu{H0 ('l3n'crl

L fusnucea ce uMeln) Ha yqacfttttut<'

yr.',,4ur'rur:oP Vt"tt::l'l'^ ?ll??#
i,'ftl"nn'"""1, EI4K 83164I 52t''

o6epra sa )^racrne no o6oco6ega lc'

,r'rorrPo ua o6ocoOeuamo nltu!!:.

"pon'"u 
Bart4AHocr Ha o$ePra'ret:

ua o$ePtara.

"J "t*nin"""t. 
na noP'svrara: I

3a rlrra IaHe: go 60 (ruec'rgecer)

na $arcrYPa or I'BnbJIHI'ITen:^ /
cpoKa rra aocraBKa: AO /z \

[Ta 3a yracTl'Ie.

KOH]IEHTP ATI'I 3A XEMOAI{AJI]{3 A

c5fJracrleTo Cn c KJIay3rrTe Ha

ve 6rga orrpe,4eJrel{ 3a

sa o6lqecrneHa [opbqKa'

"i orno"u"t" 3a ororpa'tBa*e or

ot o6rquuara no

crBoro rlo .c,n. 54, ut' 1' T' 6 - YA

no rpyAa";

r\.\c*.-\.\\.\

(pauaAecet) Meceqa or cKJIlorlB anero

KaJIeHAapHIr AI{fl oT I43BlpIIBar{eTo Ha

u gta) 'raca or MoMeI{Ta Ha

or opraHlrre Ira tr'{gntrulure;rna

L$AeIItq' I'I3AaAeH I,IJII{ APYI

c MeAItquHCKI4
rI3AaAeH OT

rllnr yA cI4 143I,1C(Ba or

naP usi

xreHl4.fi flpoeKr Ha AOfoBOp'

rru nopi"ra"a, ce 3a['',xaBaM' 
''Pl4-,qu 

ttpai"t*" aKTyarHI'r AonyNte'rlr

,6uualyp-u, Karcro I4 csor'BerorBrrero c

- cBr4,4ereIcTBO 3a cbAI4MOCr;

3OIl - ygocronepenl4e or oprafiI'Ire rlo
.'t,n 

"taoo*"ta 
15 a HA KA]i.NnAtrIa 141114

o ce nodaea otfrePmu \ ,. /| il\-/
oxEHr{E |)\ | \/

,t ! Jt
IH 8?10260598, n rauec're$1b cu ua

ce d wrctcuocnmd) Ha ,,Mo#irinuoKa

'],,f;":'mroTff 
',?'f#,]l'il:

863IIOXIITEJIf'
%o or o6qara ro,4lrocr B MoMeHTa Ha

Ea roAlrocr: He no-rualro or

I1o BorlqKr'r uoMeHKIIarypI4'
qe cbM EanpaBur qeHoBU

BKrroqBa HOMeHrua'rypr)'
nogroq"" (Lo.aro o6oco6enara n

IIa Bb3JIOX(IrTeJItt, ITOCOqeHIT B

,4A I,I3N6JIH'BAM BCIIIIKII

HA l1l3LlcKBallrflta, n0 coqeHti

3a TBploBnt na gApo c McAu

q ,rpiuo"o Ha YlasrHur* Aa

cbOTBeTIIaTa AGP}(aBa' rasP(

rr4rrl4HCKM'r3AeJIItfi , ycTaEOBeHfl Ha

' 34 lprurarane u IlonA5pxaHe Ha

,,poruiu o4"tu o"o Yf T*:P,-Y11:
EN ISO 13485113488 ulunu

lpeACTaBJItBaIqoTO ruqe u Ilgqar: '

Aw srtar{ras$a?on a Eruna1
'(tarrle, 

6arqrano u Qauulu'r'

ffuu+


