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AOTOBOP

Anec......... ...'.....2018 loa. B rp. Ao6purt, Ha ocHoBaHue qn. l12 u cJI" or 3axoua:la

o6uecleeuHTe flopbt{Ktt, ce cKJtIotIIj HacrotIuIrflT nof oBop Me)KAy:

";IIOEAJI MEAI4KT\JI" OOA, cbc c'3Aaruule B fp. co$ur 1700. paftoH

IlogeueU, aApec Ha ynpaBneHl4e: yl. "froplau Clyeie:r' 20, er. 2, arr. 4, El4I( 2022558(\t5-

[peAcraBnqBaHo or CranucJrae feoprnen fouee, o[l)eAeneH 3av3il'bIlHl.lTen cneA npoBeAel{a

npouelypa 3a Bb3Jrararile Ha o6rqecreeHa IropbqKa .ruil "olKpura" Ilb 00083-2018-0008. c

lpeAMeT: .{ocranxa Ha Me.4I{UI,IHoKII l'z'34enl4a' 3a opToIeAI4qHa, xupypruqHa H

HeBpoxupyprr4qHa 4efiuocr 3a Hyx(Ar4Te Ha "MHor,cnpo(lunua 6olunua 3a aKTI4BHo JIeqeHlle-

!o6puu" AA, rp.[o6puu, HapHr{aH IPOAABAT{
14

"MHOrOilPOOI4JIHA EOJIHT{UA 3 A AKTI4BHO IEqEI{I,IE-/[O6PI4I{ " AA

rp. [o6puu, cr,c ceAaJrnule H aApec Ha yrIpaBxeHI,Ie: rp. [o6puu, yl. "l laHafior Xuros" 2'4.

rerr. 058/600160, $arc: 058/600414, e-mail: oblb@bergon.net, EI4K 124141307.

rrpeAcraBnsBaHo or [-p Cnerorap Bafives - I4:trsJIHHreJIeH l]upercrop Ha ,npyxec'rBo'to,

HapHqaHa KYtIYBAT{.

Crpaultre ce cnopa3yMtxa 3a cnegHoro:

nPEAN{ET HA AO|OBOPA 14 UEHI,I
tl:ren l. flp,oAana.rr,T flponaBa Ha Kyn]'Baqa MeAHITITHcKIT Ir3Jleruq ilo O6oco6e Ila

no3r4ur.rs J,,ls 5: MeauqlrHcKrr vu\enufl 3a HeBpoxtlp'yprt{qHa Aefrsocr- BapHaHT 1, no |leutl.

nOCOqeHH B qeHoBOTo [peAnoxeH]1'e Ha flpoAaBaqa, KoerTo e Hepa3jlenHa r]aCT '0T HaCT(Ji[tltl'lJ{

AOfoBOp.

CPOKOBE 14 HAqI4H HA TIJIAUIAIIE
t{nes 2" Cporrr Ha Hacroqulufl.qoroBop e lll ueceUa or Aarara Ha [o.1n]'IcBtlHel'o

rry. {oronopbr trpoAr,JrxaBa Aei.rcrBHero cu .[o cKJIK)qBaHe]'o Ha AofoBop c Ap),r l{3llbiluI4'leJI

cneA npoBelKraHe na o6utecrBeHa rlopT"qKa.

9,rerr 3. flOcO.{eFrrire B lrJr. L ue,4llUr.rr{CK14 H'lAeiIHt ule r5l1ar JIOcTaBttFIH of
npoAaBaqa r{a Ky[)'Batta r] cpoK no 72 (ce.ueuAecel n 4na) qaca. cleA 3atBqBaHero HM.

tlrerr 4. .Il,'s:rxHrrlara Ha llpoAaBaqa CyNla IlO BCqKa OTAeJIHa AOCTIIBKa IIIi] 5],lle

rrJrareHa or KylyBaqa. 1to 6aHxosara cNIerKa Ha [poAaBaqa B cpoK Ao 60 (urecr':lecer)

KaJreHAapHI{ nHI{ cJIeA n3]IaBaHero ua rfarrl'pa or np'oAaBaqa.

{.neu 5. Cpoxrr Ha l:oAHoc1 rra AocraBeHlr-fe MeAI'IuHIIcK:a L43neIrLIfl. 'rpx6nar Jir e

He rro-MaJlbrc or I (eana ) ro4nHa KT,M r.roNfeHT'a Ha AocraBKara.

M'CTO H:A I43IIbJIHEHI4E I,1 |IPE]VI4H,A.BAHE HA COBCTBI]HOCTT'A
qles 6. lla nrscro Ha AocraBf,He rHa MeAuUt{HcKHTe v3lJenus ce olpeAentl

"MBAJl-Ao6pu.r" AA rp.[o6prrv. y:r. "llaHafior Xrrton" ]le 24,3BeHo,,Bo:tttl.luHa arreKa'',
t{leu 7. C,o6crseHocrra Br,pxy AOcraBtHuTe MeIul-l}IHcKLI H3AeIrl{tt v pucKTrr o'r

rrbrtHo HJIH qaCTr.rqHO rrOfHBaI{e Ha CTOKHTe [pr3MI{HaBa BT,pXy KynyBaqa oT MOMeHTa lla
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rrpr{eMaHeTo I4M Ha MtcToTo Ha AocTatsqHe c [pIIeMo-[peAaBaTeneH IIpoTOKOn nnu 'cpyf
paBHO3Har{eH AOKyMeHT'

IIPABA L{ 3AA:bnxEHI4t HA nPoAABAqA
gneu 8. (1) llpoaaBaqbT e AIT,)KeH,Aa CKrIOqn AOfOBop 3a rIollIl3IIL'rHeIIlI(1.

Kotaro e o6flBr{Jr B :}aqnireHl4eTo cI{ 3a yqacrl,Ie [IoJl3l]aHero Ha IIoAn3nr'JIrIureJI. B cpotc gc' 3

AHH oT cKJlIoqBaHeTo Ha AofoBop 3a rtoAI'I3lr:bJrHeI{IrtJ ltjrl{ Ha .4orIbJtHHTenFIo c[opa3yMeHlzle

3a 3aMgHa Ha llocoqeH B 3aflBJIeHI4eTo IOAII3IIbJIHLITeJI U3IIbIHATeIqT rr:]npaua KoIlple IIa

AofoBopa vJTv Ha AonT,.rIHHTeJrHOllO Cnopa3yMeHI{e Ha Bb3tloxl{Tent 3aeAHo c ArJKa3aTeJICTBa.

qe ca r43[r,JIHeHI,I ycnoBr{tra no ttJI. 66, ast.2 u 11 or :3OII'

(2) tlorrrasrrrJJrHlrTellrTe HrMar IIpaBO ,na [peBT,3JIafaT eAHa HnI'I [OBeqe o1'

.[efiHOcTI4Te, KOITTO Ca I]KJIIoqeH14 B [peAMeTa Ha AOroBopa 3a [OAI'I3nbJIHeHne'

(3) He:aeHcuvo o'r Bb3MOXHOCTTa lA Ce n3roJI3BaT IIo.IIn3nbIHuTeJlh.

oTfoBopHocTTa 3a H3nbrrHeHI,Ie Ha AofoBopa 3a o6rqer;rseHa llopbqKa e Ha npoAaBaqa'

(4) KynynaLrT,T H.rrMa ,[a r43Br,pur]a ArrpeK'IHI4 pa3nnaual]^l'ds C [OA]r3rIbJIHI'I'rern'I'e

gneu 9. llpo.uanau:sT e AnbxeH Aa AOCTaR.u Me.{nUIIHCKLI Ll3!eIIHs" KOITTO:

1. nuar Hat;IeceHa "CE" MapKHpoBKa B ct'ortsercrBl4e c H3I'I0KBaHI4 flTa Ha'{n. I5

or 3aKoHa 3a MeAI4lIrHoKI4re v3l'envs (3MI );
2. u.y,ar HaHeceH rrAeHTu$r4KauHoHeH HoMep ua HoruQa\upaHre, opfaH tlo tl.]].

64. at.2 or 3M14, Kofaro rpoqeAypure, orpeAeJIeHI'I B HapeAonre IIo qI' l8 o'r 3Mlt'l'

I43I4CKBaT HaHaCqHeTO lvIY ;

3. ltuar HaHeceHrr Har,IMeHoBaHve v a.Dpec Ha yrlpaBneHlre Ha npol43BOjII4Te.IUl

ul utu yrIT,nHoMo uIeH H tt rpeAcra.BIlTeJI 14 B Ho curert ;

4. |{uat'uHOTpyKUItq 3a ynorpe6a, c r4:rKJtIor{eHI{e Ha I43lIeJIprflTa, 3a Kol'ITo 1'oBa He

e rpeABrnAeuo n 3MI4;
5. ca lpr{Al]y)KeHr.r oT BiL[r.rAeH CepTuouKar, yAocToBeptBau cborBeTcTBI4eTo cbc

cbrrrecrBeHgTe tr3r1cKBierHprq, npu;loxrlMkr3av31enzrero. ll3AaAeH or Horlr(buuuPau opraH'

6. ca npou3BeAeHr.r or rrpor.r3BoAlrre,r, KofiTo IIpHJrara I4 rloAA:bp)(a cHcreMa la

yrrpaBneH'e Ha Ka.;ecrBoro EN ISO 9001 nlwstu EiN ISO 13485i 13488 ulenu eKBHBiulerlrltrl c

O6xsar B O6naC:rTa Ha IIpOI13BOAOTBOTS Ha KOrlKpeTHIl'Ie' MS.IHUIIHCKH v3neily's'

7. cborsercr.Bar Ha u3r.rcKBaHn.g KT,N{ Ll3r,enuqra tto cT,orBerHara o6oc'o6ena

fro3HqHq, locoqeltl4 B onllcaHllero. AaAeHo n [Ipuloxesne ']{b 6: Cneqlltfurcaltur Hal

N{eAI{tIHrIcKHTe l43Aenpls OT AoKyMeHTaUIltlTa 3a yI{acTIte e 06UIeCrseHaTa IIOpt'LIKa'

t{rreg10.l'lpoaanau:bTBcpoKaHaAoroBopaeAJIbxeHAa,LIMapa3peneHIIeH-IH

yAocroBepeHr{e 3a rbpfoBuq Ha eApo c N{eAIlutrHcKa I43Aenlrtr, H3AaAeHo or Il[lnlJlHl]TeJl]llHtt

nr{peKrop Hal4AJl no PeAa Ha 3MI'I.
Llren 1 1. IlpoAaeaqtr B cpoKa Ha nofoBopa e AJI'br(eII Aa rlpunara H IIOiI,ilr'pr(a

cucreMa 3a yrpaBneHlre Ha KaqecrBoro EN ISCI 9'001 ulustu uN ISo 1348:5/13488" ulvnvr

eKBr{Ba!,reHTHa. c o6xsar B o6nacrra Ha npor.r3BO.qcrBOTo nlutlt ltbproB}'lsra c M9AHIII'lHcKlt

T43TCTljfl,
gnen 12. flpoAanarlr,r e Anr,xeH na II3AilAe B cpoK QaKTypa 3a '[ocTaBel(14Te

Me.n lt uH H cKLl V3 Ae nvs"

IIPABA I,I 3ANbN]{GHI4' I-IA KYIIY BA'I{A
gleu 13.(1) Kylynaurr HMa flpaBo Aa npoBeptBa KoJIHqecTBoTo ]Ii.I Bct{Kll

oTAenHa AocTaBKa, FiaTo [ph ycTaHoBtBaHe Ha HecT,oTBeTCTBHe e AI:bxelH Aa ]I]eIOMl4

rpoAaBaqa B cpoK or 24 qaca.

\1,
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(2)|lpn)/cTaHoBqBaHeHaHeCboTBeTCTBI.l€BKaqecTBo'foHaAocTaI}eH}{Te
MSAITUpIHCK V IBLenLlflICyIIyBaqbT'e AI'b111eH Aa yBe)ACrMn lpoAaBatla B cpoK or 24 qaca'

(3) Hecbo'reercTBI,IeTO Ha KOJII4I{eCTBOro v KaqecTBOTO ce 'yc'I'aHoBflBa c

IIpoToKoJI,cbcTaBeHol]KoMI4cl,Iq.cbcTaBeHao'IAJlT,XHocTHHTenpluaHaKynyBaqa.
(4) B cnyuail, qe npoouuu":b, u apon J\o 24 ,$ca cneA yBeAoMsBaHero Iro a-n' I

ocflopr4 nucMeHo HecT,OTBeTCTBIIeTo Ha KaqecTBOro' rofi MO)Ke Aa IICKa [poBepKaTa \4y or

yilT,nHoMOIIIeH opfaH Irnl{ na6oparoplls'
grreg14.KynynaurreAn,b)KeHAa:}aIIJlaTuyfoBopeHaTaueHaBpa3Mepa,I]o

HaqIrHa LI B CpoKa, onpeAeneHl'I I! Hacrof,lllm AOfoB()p'

HEYCTOIAKI4
r{nen 15.(1) llpra sa6aea Ha AoclaBKa or crpaHa Ha rpoAaBar{a c rloBeqe ot 24

(AsaAecer n uerupu) qaca, Ky[lyBaqbT I4Ma IIpaBo Aa nonyqu Heycrofixa B pa3Mep 'tra 0'x

(uyna qrro, eAHa Aecrera) ua cro ot clrofi"octtu tu :a6aeeHara AocraBKa 3a BceKH '24 ''aca

za6asa.
(2) flpu ycTaHOBflBaHe Ha IIecT'oTBe'fcTIlI'Ie B KOJIIIqecTBOTO' IIpOA?B&LIr'll t3

AJIbxeHAaAocTaBnlHncBa[loToKoJIHqecTBoIlpHcneABatuaTaAocTaBKa,aflpu[ol4cKBaHe
oTCTpaHaHaKy[yBarraBcpoKor24uaca'flpr'rHeU3n:L'JIHeHLIeHaro]Ba3a'll'r',Jlx(erlue
KynyBaqbr rrMa [paBO .[a Ilonytlu Heycrofixa B pa:]Mep ua 5 (ner) Ha cTo or cTOfrHOC'rret Ha

JI},ItICBA1IIOTO KOI UqECTBO'

(3) |lpu )/cT.aHoBqBaHe Ha HecboTBeTcl.B}ie B KaqecTBoTo, IIpoAaI}aqbT e jlJll,;il(ert

AaAocTaBuMeAI4uI,{HcKL|t.l3Kel|,lg,cyfoBopeHoT0l:aqecTBoIIpI4cneABaIIIaTaAocTaBKa'aflpu
rror4cKBaHe or crpana Ha Ky'yBaqu u ipon or 24 uaca' llpra Heu3rI:bJIlIeHI{e Ha roE}a

3aAbJrxeHue KyIIyBaqbT uMa rtpaBo Aa llonyql4 neycrofira B pa3Mep na 5 (ner) Ha cro O'r

crofinocrra Ha HeKaqecrBeHara AocraBKa'

(4)BcnyqauTe[C|ZUI!IHeI{2u3,aKonpo.qaB&gTlTHeAocTaBuAofoBOpeHOTo.

KylryBaqbT r.rMa rrpaBo na 3;aKylu geo6xoAt{ttture My Me'llnquHCKI4 t43]]elvs oT 'up:/r

AOCTaBT{HK, KaTo pa3JIHKaTa MexAy ueHaTa ilo AOr'lBOpa H '4eficreHTeJIIIO 
3annaTel{af ii ueHa e

3a cN{eTKa IIa [po.[,aBaqa'
qleH16.(l)|lpuoTKa3HaIIpOAaB,aa]aI,a.[ocTaBH3agBeHI,tTeMyMeAlluil|lcl{tl

,oreJfirs.r{nn npr{ zaduuant"au. or 48 (.qe'lnpuAecer u oceu)r{aca' KyrlyBar{r'r l4N{a IIpaBo 'Aa

3aKy[uneo6xo4nrvtuiTeMyI\,IeAHuIIHc,KIIIt3AenH'()TApyfAocTilI]quK.
(2)tlc:r.rqal{TeIIonpenxoAl{aTaa,rll{H',3qpa3JlI'lKaTAMexAyqeHaTaIIoACrI-OBOpttu

.l,efrcrsurerHo 3aflJlareHara ueHa e 3a cMerKa Hi] rlpor\aBaqa'

tlrrerrli/.KynynaLgbTHM€IflpaBojlithlJKao6esu-(ereHlleBII,bJIeHpa3MepHa

BpeAIITe, KoI,ITo e npe]-bpnqn B pe3ynTaT rra ga6aseHaTa ulnlu HeKaqecTBeHa,Ta AocTa]BKie'

gnes 1il. ffpt gafiaea Ha rIJIaIuaHe 01'crpaHa Ha KyllyBar{a' rlocreAHl4tT Il:bJI)l(H

Ha [poAaBaua neycr:oiiKa, n pirMep Ha:]aKoHHara JIHI{Ba'

9:ren 19. Heycroilxr'ile, O6e:ruereHu'sra H UeHOIIIjre pa3JIUKI4 IIO LIJI' 16' er-rr' 2

Morar Aa 6tAar )',nr'prtiaHn or BctIKo n'r'nxl{Mo Ha npiJAallaqa IIJIauraHe'

flP tlKPAT-flBAHE HA lIOf OBOI'A
Lhen 20. .{oronoprr ce rpeKparqBa:

1.cu:r.n.{aHeHa.cpoKa,gartlfirclecKJIloqeH'OcBeHBXI,tIoTe3aTatta.|.[eH2.
H3peqeHI'Ie BTopo;

2. <>t LI3nPaBHara crpaHa rlplr

AoroBopa. flo.q cucreMHo Hel43[r'JlneHue

cucl'eMl{oHeH3I]bIHeHlleHa:]aAbtlxel{I4',f,TaII0
ce pa:6npa raKoBa. I43BTrpueHO ABa I4'[]a iloBeqe



''MHOIOIIPOOI4AHA BC)AHI4UA 3A AK'I'I,IBHO AEI]EHI,IE - AOEP[4T{'' An
AOEPl4tl 9l0Olid],n"llaHai:iolXnros"24 I058i600488tpaxc058/600414 Ee-rnatl: oblb(albergonnet

IItTII B paMKlITe Ha eAI{l1 KaneHAapeH MeCeU. IUII{ IloBeqe OT'tpll IIbT]I B paMKI'ITe Ha cpoKa Ha

AOfoBOpa;
3. npu cb3,(aBaHeTo Ha ycnoBufl. 3a AocraBKa Ha rlreAHrluHcKr,r pr3AeJrrrr cJrg/{

rrpoBexAaHeTo Ha ueHTlpaJrr43vpaHv eneKTpoHHLI T6proBe.
4. n cryuafi, ve 6r4e nporraeHer{a HopMarrrBHara ypeA6a, B pe3ynlar Ha Koero

ornaAHe Heo6xoAr4NrocTTa oT AocTaBKaTa Ha r,r3AennrTa, KorlTo ca [peAMeT H? !rc1-ssspn'
5. npu Hen:b3Mo)r(Hocr Aa ce ocurypl4 $uHaucupaue 3a H3IIT,.rIHeHHel'o Ha

nopbqKaTa IIO [puqI'IHI4. KOHTO K]'nyBaqbT He e MOrl','I Aa IIpeABIIllt4.

APvfr4 vCJIOBI4'
r{len 21. Clpauure rro AofoBopa He Molar Aa ro u3MeHsr. ocBeH B cryqar4Te.

rpeABrrAeHr.r B rrJr. 116 or 3OII.
Yrcln 22. CrpaHure fio AofoBopa ue penaBar nb3Hr.rKnaJrr4Te [o rrr3rrr,JrHeunelo

crlopoBe rro B3auMHo cbf,'racue, a aKo ToBa e HeB'b3MoxHo, [o pela Ha fflK, npeA po,[or]io

KoMrrereHTHlrsr cbA B fp. Ao6puq.
t{nen 23. 3a scuqru HeypeAeHra rro Haclo.f,ulrrt AoroBOp Bbnpocu rqe ce rpn.-raferr

pa3ropeA6r.rre Ha 3ofl, flfl3oil, 33[ u -f3.

r{neu 24.(I) 3a BaJruAHn aApecrr 3a rppleMaue Ha cbo6IIIeHIn.s, cBT,p3ar{Lr c

Hacrosrquq AoroBop ce cMrrar aApecure. [ocoqeHl4 B Har{aJloro Ha AofoBopa.
(2) llpu npoMrHa Ha AaHHure no [peAxoAHara aJrvHefl, cr,orBerr]rara crpaHa e

AnbxHa Aa yBeAoMr4 .{pyfara B rprrAHeBeH cpoK or npoMtrHara.

llpu cbcra[].sHe Ha Hacroqillu.flT AoroBop ce flpe21craBr,rxa or r43rrr'JrHurert
cnellHHTe ,4OKyMeHTr4 3i1 AOKiBBaHe JIL{fiCara Ha OCHOBaHUq 3a OTC'tpaHqBaHe:

- 3a o6croqleJrcrBara rro qJr. 54, m.l, :r. I or'3Oll - cBuAereJrcrBo 3a cbALIN{ocr:,
_ 3a o6cTosreJrcrBoro rro rrJr. 54, ,ut. I , r.. 3 o.r 3Ofl _ )/AocroBepeHr4r3 or opraHr4re

no npuxoAr{Te 14 yAocroBepeHlre or o6rquuara tlo ceAaltlr[tero Ha Bb3Jro;xI.ITeIIs. pJ Ha

KaHAHnaTa I'IJ'II4 )'qaCTH I4 Ka;

- 3a o6croq'reJrcrBoro rro rrJr" 54, a,r. 1, r.6 - yAoc'roBepeHlle or opraHrf'le IIa
I,1:nusurenHa afeHurrr "l-,TaBHa uHcileKunq rto rpyAa";

- ceprudlzr(ar 3a np,r4nafaHe H noA4r,pxaue Ha crlcreMa 3a yripaBneHr4e rra

KaqecrBoro EN ISO 9001 vlutrr EN ISO 13485/13488 ulutll eKBIlBar'IeHrHil. c o6>lgar e

o6lacrra Ha rrpoH3BoAcrBoro ulutu r:tproBnsla c MeAHIILIHcKLI ]'I3AerIut.

l{acrosulrlrr AoroBoll ce c'bc'r'aBpr B rpn i3AHoo6pznuu eK3eMnnrpa. eAr.rH 3a

npoAaBar{a r.r ABa 3a KyrryBarra.

IIPONABA9: KYIIVBATI:
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flputtoctcettue tY! 4 - sud.b.rt;)tcuftrc;rctt (16po:te4

IIPEAJIO)KEHI4E

/
|IO4NUCAHU flT/AHATA CIAHI,{CJIAB |EOPfI,IEB pOIUEB, E]-H ,/U

ff;;ff:;,:,":::,:"rABr4rErr 
(usnucea ce dnucrcttocntma) Ha,,rrodAl rr,IrAarcAr,.ooA

co ant s, i n noi? a;:"';r#:;k ;;: ;;H;tr's rffi . 
c o @ r4r, aApe c H a v r p a Brr e rr u e r- r,

l. flpe,qcraarv o$epra 3a yqacr.He rro o6oco6eHa no3nIII4fl:

Ns 1: OcreocHHTe3HH cpeACrea 3a oproneAnvua 4efiHOcr- aapn'Hr l;J\b 2: OcreocHHTe3HH cpencrBa 3a oproneruqua Aeliuo cr_ zaptrartr 2;J\b 3: OcreocHHre3HH cpeAcrea 3a opro.eAuqHa !,elZuocr_ aapuaur 3;
"l'.b 4: Ocreocr'rHTe3Hll cpeA.rBa 3a oprorreAuqna Aeruocr- aapnaHr 4:(ffi3lvra,r*rHcK, 

^rozl^"3a HeBpoxhpypr,qHa AefiHocr - aapaaur l:i\b 6: MeauLrLrHcKH H3Ae,'rHrr 3a HeBpoxHpypfHqHa 4eftuocr - zapuant 2;J\b 7: MeauLu4HcKH vr,Aerln 3a HeBpoxnpypfHqHa AehHocr _ napuaH.r 3;J\s g: MeaurIr4HCKH Hs*ervn 3a HeBpox,pypf,r{Ha AefrHOcr - aapuaur 4;J\b9: l\4eauuHHcKu r.r3AeJrHlr 3a xupyprHvHa 4eiHocr.

(Monn om^ereaceme cbc sua,x x, ,,r uou no dpye nodxodnul HaHuH o(ior:o6en'muno s uqust/o 6 0 c o 6 e uu' nt e no s ur4uu, s a rc oam o / rco unt o npe d c r* ouirr, 
" 

o Q e pm a)

2' AEKJIAPHPAM' qe [paBt qtJlocrHo .peAJro)(eHae ro BcHqKH HoMerr{Jrarypr,r olo6oco6euar a 
Hutos/o6oco6euur" n oarqr r, :a rcorro/rco,To yqacrBaM :(p

.- -t' - ' l-t l'

:f: ' (Monn om^enetrcen'te 6flpH.)n1o cbc 3tteK x, ,l unu no ctplz nodxodsu4 Haqurt

3' flpe4:ral'aHHTe IlIeAHuHHcKtl ,*Ae.u4t cborBercrB a.T Ha v3r4cKBaHHrr.a, ,r:)corr*lr[.r BKoJIoHll 2 u 3 or flpuloxeHae J\t 6: Cnerlurpurcaua, Ha MeAHuHHcKhre 1a3)le1rvrg Lr uaH3HcKBaHHrra rro ,{J,1. 92, al. I or 3MH.

TEXHUqECKO

4. {ercna.pupaM cpoK Ha Beurut(Hocr Ha
nocor{eHa 3a Aara ua noAaBar{e ua o$eprara,

5. llpueruraM cpoKa Ha H3[bJrHeHne
cK,.rrcqBaileTO Ha AorOBoDa.

\ri
\ ,Ylii

'/l\i
' ,l,I,

o0eprala: 3 (rpra) Mscella or Aarari:r, Ko.,r.ro e

Ha nopbr{r(ara: 12 (pzanaaecer) ,uecejlla or
6' llpneualt cpoKa 3a nrau-laHe: -qo 60 (ruecr4ecer) xale,uAapul ,(H, o.r.H3B*'puBaHero Ha Ac'craBKara vt H3AaBaHelo rra (raxrypr, o, ,anorHrlre!,rr.

:larBqBaHer,T' 
flPueval\' cpoKa Ha AocraBKa: Nt 72 (cele,u,ece,r u 4ea) qacer or Movre',ra 

'a
AocraBKara.B' 

flpnevraNl cpo*a Ha foAHoc'r: He Ilo-M€LlKo or I (eaua) roAhHa KbM Mr)!1err fa Ha

9' llpnel'raM Aa H3rtbtlHtBatlt BcHqKH Ll3r4cKBaHI4fl Ha BT,3JIo)KI4Te,.rn, [c]coqeHu Bo6ss,'renuero H AoKyf{e}rrar1Hrra 3a yqacrue.
l0' {exnarpupaM cb.nacptero c}'t c KJIay3HTe Ha .,p,no]ieH,r npoeKT Fra AoroBcrp.ll' B c"rry'raii' qe 6rAa o[peAereH 3a u3r'nHr.r]'er r3 ropbqKara, ce:iall.bnx{a'aN,r, ,pl.rnoAnHCBaHero Ha A.ufoBopa :a o6ulecrBeta n0pbriKa, Aa npeACTaB.q aKTyarHr.r l(ox1,1,1a,,.,.,.,)'AOCTOBeprBaulH ,.lLjrncaTa Ha ocHOBaHl.t, 3A OTCTpaHqBaHe oT |IpoueAypaTa. tiaK,r() r,lcborBe'rcrBliero c nocraBeHHle KpHreplrH :a noA6op:
-:ao6crorreJrcrBaranoqr.54,at,l,r. 

Ior30Ir-cBHAere,lcTBO3&cbllHrvr.)c.r.i



- 3a o,6crotrercrBoro no LUL 54,al. 1, r'. 3 or 3Ofl - yAocroBepeHue or opr.aHtrre ilo
npHXoAl{Te H yAooroBePeHne or o6qnnala no ocAa.lrktrqoro Ha Bb3Jtorfl4Terg, u Ha l(anrural.a Hn}..t
yqacTr{HKa;

- sa o6crotreJlcrBoro tlo ttJI. 54, al. 1, r.6 - yAoc'toBepenne oT opfaHhre Ha
I4gnrlHureJlHa aI'eHuHt "fJIaBHa HHcneKuHt no rpyAa";

- pa3peueHue 3a rbpfoBHr Ha eApo c MeAHr.lr4HcKLl ngheilvfl,, H3IaAoHO clr hA.lI r.t"rtn
Apyr AOKyMeHT' yAOCrOBeptBaq npaBoTO Ha yqacTHHKa Aa lbpryBa c MeAHIlt4t1(JKt4 t43Aerfir.
I43AaAeH or KoMrereHTeH opfaH Ha cborBerHara A'bp)r(aaa. Paspeue+Ve vlv yAool'oBepeHHe He
cll h3HCKBa 0T rlpoH3BoII4TeJII4Te Ha MeAuUHHCKA U3AerH.q, ycraHoBeHu Ha rer)r.lroDrrrra rra
Peny6luxa Etlrapnr;

- cep:ra<[nrcar 3a npnnaraHe H noAA'bp)r(€rHe Ha c]lereMa 3a ynpaBlreHue Ha Ka.qecrg()T.o
EN ISo 900 I e o6racrra rla rlpon3Botr(clBoro nlntw r"bproBnrra c MeAHr{prHcKH r{3llerLn nlnnu
cl4creMa 3a ynpaBJleHue Ha KaqecrBoro EN ISO 13485113488 ulunu eKBuBarreHrHa:

floAnuc Ha [peAcraBJrrBa[_\oro ituue v neqar:

CraH[rc,ras feopruea fouree - Vnpanure,r
(uue, 6aulrHo ll $arranlHq, An.blKHocT)
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