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CbNbP}ItAHI{E

Ha AOKyMelrTaquflTa 3a yrlacTue B IIpoIIeAypa 3a Bb3JrafaHe

Ha oouecrBeHa rropbqKar cbrJracHo rrJr. 31' ar. 1 or 3OII

1. Peueure 3a oTKprrBar{e Ha nporleAypa 3a Bs3Jrafa}re Ha o6ulecTBeHa flop:bqKa -
B orAeneH oafin.

2, O6nrcuue, c Koero ce oloBecrsBa orKplrBarrero Ha rlpolleAypara - B orAeneH

Safi:r.
3. Texnuqecra cnequiburcailils.
4. Y rcazasus,3a noAroroBra Ha oSeprara.
5. llpoerr na 4oroBop c flp]4noxeHus Kt'M Hero.

6, O6pasuu Ha ,qoKyMeHTI,I - B orAeJIeH 0aftJr:
6. 1 . llprlnoxcenue N 1.1 - 3a,urrrrxvTeJreH o6pa3erl: Texnuqecro [peAJIoxeHI4e IIo

o6oco6eHa flo3uuu.f, Ng 1 Aocra.eKa, BsBex,4aHe B eKCnJrOaTaUrrt u fapaHIII4oHHo

rro,trn6pxaHe Ha BnAeofao r.pocKon, c:bBMecTr4M C eHAOCKonC(a CrrcTeMa EVIS EXERA III
OLYMPUS

6.2. llpnroncenue Ns 1.2 - 3aAbJrxIrreJIeH o6paseq: Texnuqec(o npeaJloxeHl4e Iro

o6oco6ena no3uqt4r Ne 2 ,{ocrama, B6BexaaHe B e(CnIOaTarIUfl I4 fapaHql{OIIHO

noA.46plr€He Ha B[COKOqeCrOreU 6unonapeu alrapaT 3a Jrrzr[paHe v ps3aEe Ha c6.qoBe 3a

Jranapoc(oIIcKa xr4pypf I{{.
6.3. llpu:roNeuue Ne 1.3 - 3aItJIXIrrereH o6pa.rer1: Texnnqecro npeAJro)r(eulre rro

o6OCO6eua rrg3rrrlr4r No 3 .{OC'ralra, BBBeXAaHe B eKCnJIOaTaIlut 14 rapaHqIIoHHO

rro.DA6pxar{e Ha [oryaBToMaTur{err KoaryJraTop.

6.4. llpnnoxeuue J\1!: 1.4 - 3a,4EJIXI'ITeleH o6pa3ell: Texnltqecro [peAJIo)I{eHIre rro

o6oco6eHa IIo3I{qut J\b 4 ,[ocrasxa, BGBexAaHe B erclJloarallllt u rapafiq oHHo

IroAAbpXaHe Ha eHAO9KOnCKLI MOHI4TOp.

6.5. llpunoNenue Ns 1,5 - 3anbJIXI4TeJIeH o6pa-:eq: Texnu'recro npe.qJroxeHl4e no

o6oco6ena no3nq[r Jtlb 5 .{ocrasra Ha o6opyABarre 14 IrHcrpyMeHTIr 3a JlarrapocKoncKl'I

o[eparlr4rr, cr,BMecrrrMrr c eJleKrpoHox ERBE 200.
6.6, llpraloNeuue Ne 2.1 - saAbJlx4reneH o6paseq: I-{euoeo npegnoxoHl{e fio

o6oco6eua no:uquq Ns 1.

6,7. llpnnoNenue Ng 2,2 - 3aar,Jrxl{TeJieu o6pa:eq: I{enono npe4loxeHl{e no

o6oco6eua nosrlqut Ne 2.

6.8. Ilpuroxeriue Ne 2.3 - 3aAbJI)IctJeneH o6pa3ell: I{enono npe4loxeHl{e flo

o6oco6ena no:vqzq J\b 3.

6.9. llpunoxcenrae Ns 2,4 - 3a,46JIXItreJreH o6pa3eq: I{enono npe4lo}I(eHl4e no

o6oco6eua nosnuus Ns 4.
6.10. flpunoxeune Nb 2.5 - 3anbJIXt4TeJIeH o6pa:eq: I{enono npe4lo)I(eHl4e rro

o6oco6ena noguqus Ns 5.

6.1 1 . llplrnoNeulre Ne 3 - 3aAtrxlreJreu o6pa:eq: ,{erlapaqua uo vn. 6, ast. 2 or
3axona sa MepKltre cpeuy I.r3rII4paH e Ha napv crjuracHo llpraloxeuue Ns 2 (sN{ 'm. 17 ' aL 2

or lIfI3MI4lI;
6.12. CraupapteH o6pa3ell Ha eAuIrHIrt erponeftcrl'I AoKyMeHT 3a o6qecrBsHl4

roptqKu (EEAOI).
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TEXHI4qECKA CTIEIII{OIIKAIIIUI

1. TEXHI4qECKA CIIEIII'IOI4KAIIIfl no O6ocodeHa ro3uqus Ne 1:

.itocranxa, BbBexAaHe B eKcrlJroaraqlrq u rapaHqr{oHno noAAr'pxaHe Ha

BuAeoracrpocrorl' cbBMecruM c eH,qocKorlcxa cucreua EVIS EXERA III OLYMPUS'

Texnu.lecru r.r3ucKBaHus nbM AqcraBqHara MeA Ilt{HcKa anaparypa 
I

I

q 
-r*.

B"nure" ArnuMer"p Ha pa6ornata 'lacr:,\oaKc' 9'2 odM'

fiaarr.rerup na pa6orHus rcana,r: Mr'rH. 2.8 Laaa' 
-

Muuurrtyr,t 4 nporpavzpyeurz 6yrona na rpuQa na eAnocxona

lErrNu"a ua pa6otHara 'Iacr Ha anapar4: itazH' 1030 MAa'

fTexno:ror"s 3a uBeroBo $ulrprpaHe 3aBrzcyan.a3atJ:z.t Ha pa:rnl{ r{3MeHeHI4t Ha

| ,rurarr.rqara qpes cneuuareH onru ret{ (bhrlr'p

florca
3ATEJI

Ne

1

2

3

4

5

6

7

I Tecrep ga xePueruquocr

2, TEXHI4qECKA
,I[ocranra, Br'BexAaHe B

Brrcoroqecroren 6unolnPeu
JraIIapocKoncKa xupyprllfl.

CIIEUIIOIIKAUVIfl' no O6oco6esa nocrq q Nb 2:

erccn,roaraquri u rapaHIII'roHHo nogbpxcaue Ha

anapaT 3a JllrfupaHe u ps3aue Ha cr'AoBe 3a

rIora
3ATEJI

J\!
1

Koun.nercronrca Texnuqecrr.r u3ucKBauuq KT,M orAeJrHrrre
qACTU OT KOMIIJIEKTOBKATA

Ener<rpoxapyprr.rven 6unompen
rcHepaTop 3a paAEoqecToTHa

eHepfl{.,I

1 .1 . C nrpa,ueHa $ylmqua 3a HerlpeKr'cnaro

MqHI4TOpI4paHe cT'cTo.,{HI{eTo Ha TbKaHTa B

peaJrHo BpeMe;

1.2. C $ynr<uur 3a aBToMarI{qHo onpeAer.{He

Ha KOII4qeCTBOTO eHepffit Ir BpeMeTo Ha

AKTIIBAIIU';
1.3. C $yurqua 34 aBToMarItqHo

pa3no3HaBaHe lra cB:hp3aHI4t IIHCTp)MeHT;

1.4. C nrpa4en r.ru<poprr.raquonen Azcnlefi;
1.5. C ay.quoeugyanHa czrHaJlv3arll4t;
1.6. (Dynnqnouareq recr;
7,7 . tr4sxoryta MoIrIHocr: ABysApeH flpoqecop

2 x 150 kWl
1 .8. r{ecrora ua pa6ora: 460 kIZ-
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3, TEXHIITIECKA CIEUI{OIIKAIIIIfl ro O6oco6eHa ro3rlqltfl }1} 3:

,I[ocrasxa, BbBexAaHe B eKc[roararlus u rapanqrlorrHo noaAr'pxaHe Ha

noJryaBToMaTl{rreH KoaryJraTop.

1.9. llgxoAn: 3a cBbp3Bane Ha IrHcrplueHr; 3a

cB6p3Barre Ha KpaqeH IIeAaI I{ 3a 3axpaHBarq

ra6er.
1,20. 3axpansarl Ka6er: He o-Krbc or 5 rr,r.

2.7. finaverlp ua uat|ra: 5 utu.;

2.2, Pa6otna A6JITI(IIHa: ne no-ua:rr<o or 440

MM.;

2.3. Pora\us na ura$'ra: 360', n Asere
IIOCOKTl;

2,4. lt'ttxuua Ha JrerupaHe: He no-MaJIKo or
25 uu.;
2,5. [rrrxuua Ha pt3aHe: ne no-ua:no or 23

MM.;
2.6, Cu.rra rta sarficK: 100 - 200 N;
2.7: Hanu,tue Ha MexaHr436M 3a 3axrloqBaHe

Ha ApsxKara;
2.8, I{reruo KoAITPaH;

2,9,3arnapxue IIr'PBo Ha BGPXa;

2 ,10 . Jlurnpane or lltc'turur4fl KrbM

rrpqKcnManl {t Bpsx;
2.Tl.IInrupaue Ha cbAoBe Ao 7Ir'II\r. rrl';
2,12. Axrusa\ut c eAuoKparHo HarucKane;

2.13. BsgMoxnocr 3a xeMocra3a c Bbpxa Ha

14HCTpyMeHTa;

2.14. CryAeuo pt3aHe

AByCTpaHHO3aTOT{eHO OCTpUe, rlpe3 oT,{ereH

cIIyqbK Ha ApbxKaTa Ha IrHcTpyMeHTa;

2.15. BmuoNsocr 3a yrIpaBJIeHIre c KpaqeH

fieAarr, plrlHo c 6yron Ha LIHcrpyMeHra IrnE

pr,Euo c 6yron na reneParoPa;
2.16. fpacrl.upauq
2.17 . [ucewlus;
2.18. Br,nuHa reMlleparypa Ha rrerlocrra: Ao

40P:

2. i 9. PasnpocrpaHsBaf{e Ha ronJll{Irara Bbpxy

IIHcTpyMeHT 34

14 pffaHe Ha

:run{uz ctAose - 6

IIorca
3ATEJI

t\!

IlaparrlerPr.r TexHu.recru u3ucKBagus KbM

aocraBflHara MeAIrquIrcKa a[apaTypa

I Ocuossr4 [apaMerpll PT. APTT, Fibrinogen, Thrombin

2 lorunuurelHu rlapaMerpr{ Peurura:no npeirae; Oarcrop V; Oamop
VII; Oaxrop VIII; @axrop IX,
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4. TEXHI4qECKA CIIEqI{(DIIKAIII{fl ro O6oco6eHa ro3lrqun N} 4:

,I[ocranxan BrBerxgaue B eKcrrJroaTau{fl rr fapaHIILIOHHO IIOggLprxaHe Ha eHAocKofIcKI'I

MOHr{TOp.

aKrr.rBnpau nporeuu C (APC); flporetlt
C; llporeuu S; Jlynyceu
aHT14KOaf y,'laHT.

3

4

Oraopeua cucrelra Btglroxnocr sa fiporpaMlrpar{e Ha

Apyrrr recroBe or norpe6r,mers

Telrnepr.rpane na peaKTI{BI{Te Terrnepnpaue Ha peaKTI'IBI'ITs npu 37oC

c ro;repanc F/- 0.5'C c 16 rIo3I4qIrI{ 3a

unr<y6aqus Ha KIoBerIz, 4 I'BMepBarenHu

KaHaJra I{ 2 nosr.rqr.rrn sa pearcrunu,

KorrrpoJr ua u Hry6aqurra.

5 Erexrpouua cnr,p3aua nl4fiera 3a

HaKarrBaHe Ha peaKTt4 Br{Te U CTapTI'IpaHe

Ha I43MepBaxeTo

Harlrlque

6 Tevuorpracraleu ceu3opegl4pgll_ Ha,ruque

7 Brguoxnocr ga cBT,P3BaHe c OaPKoA

qeTeq
Hwlra,aue

8 flpeAeapure,'r Ho n porpaM hpaH H recroBe Haruqr,re

9 -0orpe6rre:rcrr HI{Ba Ha .ttocr6n He no-lranno or 5

10 Pe:ynTaru sec, %, INR, g/1, mg/dl, IU/m1

11 lloprone Bpr:ra c LIS, ne no-ualro oT 2 noPra

USB, nopr RS-232

IIoxa
3ATEJI

Ilb

Texuu.recK Ir3lIcRBaHIrff Kr'M a

fhovsrc, c yrrpa BIrcoKa pa3Ae44Igrgel

ocTaB.sHaTa MeAIrqI.rHcKa anaparypa

)nocobHocr. t uLL irui
2 Pasrraep: He fino-Ma:rlsK or 26"

3 Pesorroqzt He no-HEcKa or 1920 x 108( II14KCEJIA

4 TFT nane:r

5 LED noAcserKa
6 (Dopruar ua xap'ruua'ra 16:9

7 BpeIr,re :a pearufi.fl: I{aKc 8 s

8 3pr,rrereu :br6JI xopl,I3onTaJleu/neprurar en: ne nO-l,aalr<O OT 170o

9 B""a"rI r"A* "*"-: H" no-r',rarr o or DVI-D; DVI-I;2 x SDI/HD-SDI (BNC);

RGB/HD-RGB (BHC x 5 zru HD-15); 2 x S-Video (DIN-4 uru 2 x BNC);

COMPOSITE (BNC); VGA (HD-15)

10 I&."A"rI 
""a"o 

tt*an'. H" ro-MarlKo or DVI-D; SDVHD-SDI (BNC); HD-RGB
(BHC x 5 unz DVI-I); S-Video (DIN-4)

11 Oyuxqus ga anroMarllquo Ll36elpaqg r4 trI{Agge4lllana

T2 @yuKqrlx HrpaMoAalluocr (KaprI4Ha B kaprl'IHa)

KorrlnneKroera: S-Video ra6en; 2 x Co: nposite xa6en; VGA rca6e:r; DVI ra6el.
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5. TEXHI4qECKA CIIEIII{@III{AIII{fl no O6oco6eHa no3urlus }l! 5:

,{ocranrca na obopyAnane u urrcrpyMeHT[ 3a JranapocKorlcKll o[epaquur cr'BMecrI'rMIr c

erercrponox ERBE 200

J\! Komnnerraqug Fpofi Texnuqecru ngncKBaHI,rfl

1 Mouonolrpna KaHIoJra 3a

acnvpawfr p rat\ufl c
MOHOnOffpeH eJIeKTpoA C

B63MO)I(HOCT 3a pS3aHe n
KOaryraqEs

10 Crepzreu; 3a eAnoKparua yuorpe6a; L

Soprr.ra na rtpxa; 4aofiuo leftcreau;
Ar4aMeTr,p 5 r\.ru; 4t.nxzna 340 rraIr.t.

2 bu[onrpeH AIToeKIII4OHeH

lraxpo&opueuc, rpacnep
6 Creplrneu; 3a eAuoKparHa ynorpeda;

Ar{ar4erbp 5 lru; AtnNuna 310 uira.

J MononorxpHa AptxKa crrc

3AKJIIOqBAIII MCXAHII36M

1 Ctgllecru\da c MoHorIoJI.gpHLr

lrucrpln,reHTl4 Ecxynan

4 Bunorrpeu rca6er 2 8/4 Ivru, crnuecurM c aflapaTypa ua Erbe,
Stroz, Olympus rl r,rHcrpyMeHTLI Ecxyran

5 Monononxpen ica6en 2 4trltrl3,5 M, crBMecrlrM c anaparypa Erbe
ACC/ICC/VIO z Olympus ESG-400 n
MouorroJrrpHl4 Itncrpyuenru Ecxyran
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YKA3AHI4fl 3A. TIONIOTOBKA HA OOEPTATA

1, IloAroronra ua ot[ePrara:
1.1. IIpn rloAroroBKara na oifeprute )rr{acrHl{ur{Te ca Anbxgrl 'ua cfla3Bar

,13UCKBAH:,rA"fA Ha Bb3JroxuTeJrr. o$eprara cneAPa Aa oTfoBapt Ha IBI{CKBIUIu'Ta' [ocorleHlt

B perrreHrrero, o6ssreHfiero 14 AoKyMeHTaqIl flTa sa y.c,acrrre B flporleAypara I{ Aa obAe

o$opr'rena rro npI,IJIoxeHI4re KbM AoK]MeHTauIttra o6pasuu, Koraro roBa ce r'I3I{c(Ba'

Orronopuoc'rra 3a [paBIrJIHoro B!3IrpveMaHe Ha AoKyMeHTaIIltfrTa 3a yrlacrlie ce EocI'I

eAt4 HCTBeHO OT yr{acTHI4UI'ITe.

1.2. O<fepru're ce lr3rorBtr ua 6slrapcr<z esur' '{oryuenu{, 
Kot4To ca Ha qyxA

e3hK ce npe.lcraBtr l'I B DpeBoA ua 6t'lrapcxu.
1.3. ,{o u:ruuauero Ha cpoKa 3a no,qalar{e ua oifeprnre, BceKIr f{acrHrrK Moxe

Aa rrpoMsHl4, Aa AOII6JIHII I{Jrn Aa oTTerIII olpepTara cu'

1.4. flpe4cranaHero Ha o$epra sa4r:rNaBa yqacrHnl{a Aa IIprIeMe HaJItnHo

BCIIqKT4 II3ITCKBaHtIfl tlyAnO 4fl., [OCOrreHI4 B peIIreHIIeTO' O6qSJIeBnero n AoKyMeHTaqIIgTa 3a

)^{acrr4e B rlpoqoAypara.' 
i.s. Bcer<u yuacrurar< B rrporleAypara rrMa flpaBo Aa rrpeAcTaBrr cauo e4na o<pepra.

1.6. Jlzue, Koero )^{acrBa n o6e,qrlueur're I4JIu e AaJIo ctrJracue Aa 6tAe

noAr,r3rrbJIHIrreJI Ha Apyf yqaorHuK, He MolKe Aa rIoAaBa caMocrotrrelna o$epra'

1.7. B npoqe4ypa 3a B63JIaraHe na o6rqectneua rtopcqKa oAHo Qll3ltqecKo I4nu

roprrAriqecKo JrIiI{e Mo)Ke Aa fracrBa caMo n eAso o6eAvseuue'

1 . 8 . Cntp:anu JII{IIa He Morar Aa 6rgar cavocrolrerHll yqacrut4lll4 B eAHa 14

cbua npolleaypa. flo.q "cn6psaHr'r nr4qa" cJreABa Aa ce uMa rIpeABI4A onpegelenuero no $ 2'

r. 45 or nP na 3OII.
1.9. Y.{acrHuqfiTe MofaT Aa Ce TIO3OBaT Ha KaIIaqIITeTa Ha TpeTII JIII{a,

Ee3aBr4clrMo oT rrpaBHaTa BpBKa MexAy T.sx, flo oTHolueHlre Ha KpI4TepI{I4Te' CB6p3aHV C

I4KOHOMI{qoCKOTO U $r.ruarcororo cEcTotHI{e, TexHI4qecKIITe cnocooHocTl4 pl

npooecuonanuara KoMrreTeHTHocT. 3a rperure Jruqa ce flpi{nala rII. 65 or 3OII.

1.10. YqacrnzqnTe rrocoqBaT n Oseprara cI4 IIOATB nT'J1HLt TeJII,lTe I4 AeJIa oT

rlopr,r{Kara, ItofiTo rqe I{M Blb3Jloxar, aro Bt3naMeptBar Aa fi3noJlgsar raruna 3a

loAr3nlrHlrrerl4To ce npurara qr. 66 or 3OlI'
Hesanncr.ruo oT Bb3MOXHOCTTa 34 I{3IIOJBBaIIe HA nOAI43[T'JIH]',ITenI4

OT;OBOpHOCTTa 3a IfiIItbJIHgHI{e Ha 4OrOnOpa ea O6lqeCTBeHa [OprrIKa e Ha I{3[6JIHI1TeJIq'

Br,:noxvrersr HtMa Aa I43BcplIrBa Ar4peKTHIr pa3nnalqaHlrt c

ITO,[I43N5NHIITEJII4TE.

1 .1 1 . Yqacrur{IlEre Morar Aa fiocoqBar n o$eptrare cu uu(lopr'tlarlu{' Kotro

cMrTaT 3a ron$uAeuquanua B5B Bp!3Ka c HaJIIIqIIeTO Ha TtproBcKa raftria. Koraro

yqacTHr4r_l[Te ca ce fro3oBaJrr{ na KoHsuAeu[aaJIIIoCT, CboTBernara unsoprvraqut ne ce

pa3KpaBa oT B63JrO)KI{TeJI[, vuacruuqu.re He MofaT Aa ce no3oBaBaT na rcon$u4enqualnocr

rro orHoIIreHI{e Ea rlpeAnoxeHvtra or oQepunre nM' Kolrro IIoaJIe)I(ar Ha oqeura'

1.12.8cl{qKuAoKyMeHTI,Icenpe4branxrBopI4fIIHaJIIIJIIIKoIIu',3aBopeHl,toT
yrracrHnKa c "B.rpuo c opuruuana". Aernapaquure II 6anr<onnre mpaHllt4s, Koraro raKIrBa ce

r43I4CKBaT, Ce npoAcTaBtr caMo B opl{rl4HaJr.
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1.13. Jlzqara Morar Aa rroucKar rrrrcMeuo or B!3JIoxI{TeJrt pa3tcneHlrt rro

perrreHrrero, o6rBreHuero r,r aoKyr\4eHTau tra 3a o6rqecrBeHaTa nopstlKa Ao 10 AHU npeAz
rr3TrrqaHe Ha cpoKa 3a noryqaBaHe Ha ooepTl4Te, a KofaTo cpoKsT e csKpaTeH nplr
Heo6xoAr4Mocr or cnerrrHo Bb3JraxaHe - lo 7 AHrl BtgroNlrremr npe,4ocraBt ptrtcHeHlr.fiTa B

4-Anenen cpor or floryrraBaue Ha ucKarrero, Hp He rlo-r<lcHo or 6 Anu npeA]r cpol(a 3a

floryrraBaHe Ha o6epru, a Koraro cpoKbr e cbKpareH nopa4u ireo6xo,qrrMocr or crrerrrHo

BT,3JraraHe - Io 4 p.ll^u npeAr,r ro3rr cpoK. B pa3.f,cueHl4tra He ce nocoqBa JIIrIIero, HarIpaBIrJIo

3arlurBauero. Bt g:roNurersr He npe,4ocralt pa3tcHeHlrt, aro r4cKanero e rlocrtnl4Jlo cJle.q

cpoKa rro fi3perreHr,re nrpro. Pat.rcnerli4.rrra ce fipeAocraB.f,T vpes uy6ruxynaue na npoQuna
Ha KylyBaqa.

2, IloAasaue ua or[ep'rara:
) 1 IT^Vr,r'AUTrrT'..3, CBlbp3ar{u c yqacrr4ero B rrporleAypara, ce flpeAcraBtr or

YIIACTHHKA, I{JII4 OT YNBJIHOMOIIIEH OT HETO IIPEACTABI{TEJI - JII'qHO NIU qPE3 NOIIIEHCKA I{JIE

apyra KypHepcKa ycJryra c npenopr:'qaHa rlparKa c o6par:ua pa3nl,IcKa, Ha aApeca Ha

B!3JroxrrreJrr: rp. ,{o6puu 9300, y:r. "flaHaftoT Xrtros" 24.
11 tr^v\,^Gnrdr...J Ce npeAcTaBrT B 3areqaTarra Henpo3paqHa orraKoBKa, Bspxy

KO.STO Ce [OCOqBaT: HaI4MeHOBaHUeTO Ha yqaCTH[Ka, BKJIIOqI4ToJIHO yrIaCTH]rIII4Te B

o6e4unenrnero, Kofaro e flpunoxrrMo; aApec 3a KopecnoHAeurlu.s, renetfou u no B63MoxHocr
- Sarc u eJreKTpoHeH aApec; HauMeHoBaHrrero Ha rropbqKara, a Koraro e npr4JroxrrMo *
o6oco6enure no3r4qlrr4, 3a Korrro [oAaBar AoKyMoHTrrre.

2.3. 3a noly.renvre oibeprr4 npr4 B63noxr{TeJu ce Bo,qrl per]4crcp, e xoftro ce
or6elx:nar: noAareJr ua o<peprara; HoMep, aara u rrac Ba oryrraBaHe; fipnqlrHvre 3a

Bpcqarre ua o$eprara, Koraro e npfinoxr.rMo.
2.4. tlpu rroJryqaBaHe Ha o(beprara BFpxy olaroBrara ce or6en.f,ssar flopeAHr,rffr

HOMep, AaTaTa rz qac6T Ha noJryqaBaHeTo, 3a KoeTo Ha nprrHocrrTeJrr ce r43AaBa AoKyMeHT.
2.5. He ce flprreMar orfepru, Kor{To oa [peAcraBgHn creA r43Tr4qafie Ha KpafiHr.rt

cpoK 3a IlollyqaBarle r4JrH ca B He3arreqaTar{a onaKoBKa r4Jrr4 B orraKoBKa c HapyueHa rlsnocT.
2.6. Koraro KlsM MoMeHTa Ha r3Tur.rane na rpafiuux cpoK 3a nonf{aBane Ha

o{epru upe4 M.rrcroro, olpeAeJreHo 3a rrxHoro rroAaBaHe, Bce oqe r4Ma qaftarqlr Jrrrqa, Te ce
BKJIIoqBaT B cnltc6K, KofrTo ce rIoAnI,IcBa 0T [peAcraBETeJr Ha Bb3JIoxItreJIt 14 or
rrpaclcrBarrlr4Te Jrr4rla. O$eprr.rre Ha Jlr4rlara qr cnl4cclta ce 3aBexAar B perurcrbpa Ha

B63Jroxr4TeJUr. He ce 4onycra rrpueMaHe na oQepru or Jrrrua, Kor4To He ca BKJrrorreHri B

cIIvc6Ka.
2.7. B ctryua:,zrte, Koraro olbeprara be ugnpaura ro norlara rrJrr4 c Kyprrepcxa

cryx6a, yqacrHr4rtT cJreABa Aa oclrryplr HefiHoro cBoeBpeMeHHo npr{crr{raHe rrpear{
3Tr4q re Ha cpora 3a noAaBane ua o$epru. PucKsr or za6asa unu:ary6naHe ua o<feprara e

3a yrracTHliKa.

3. Crgrpxauue Ha 3arreqaraHara Henpo3parrHa orraKoBKa u yKa3aH[q 3a
noIIbJIBaHe HA AOKyMeHTI,tTe B Hefl:

? 1 nEH^ u4 nhar..* ..r,-lcTaBeHHTe .IIOKyMeHTV.

3.2. C'rau4apreu o6pa-:eq sa zAnHHITA enponeiicru AoKIMeHT :a o6rqecroeuu
flopGrIKlI (EEIO[I) 3a fracrHuKa, a Koraro e npfino)nr4Mo - 3a Bcertl.r or yrracrHr4rlr4Te B

o6e4uueuuero, Koero He e ropnAr.rqecKo Jrnqe, ga BceKu rroAri3rrlJrur,rreJr r{ 3a BcrKo Jrr.rue,
qliuro pecypcrl rqe 6rAar aHraNilpaxr4 B r{3rrtnueHvero Ha rroplqKara.

IIpu no4roronrara ua EE,{OI cneABa Aa ce zMa [peABr4A cJreArroro:
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3.2.1. rlpe: EEAOII yqacrHLIKBT AeKJraplzpa Itr4ficara Ha ocHoBallfitra 3a

orcrparrrBaHe v ctorBercrBfie c KpI4TepIrIrre sa uo46op. B nero ce npe,uocraBt c:lorBerHara
znQoplraqrar, r43r.rcKBar{a or BT,3JloxI,ITeJIs, It ce npeAcraBtr .4aHHLI oruocuo ny6;ruuuure
pe rcrpr4, B Korrro ce ctArbpxa un$opltaqu.r 3a AeKJlapvpanure o6crosrercrBa vIfil 3a

KoMrrereHTHr,rr opfaH, KofrTo cbrJlacHo 3aKoHoAarencrBoro Ha csorBerHara AbpxaBa e
AJrbxeH Aa npeAocranr r.rHtf opuaru4s 3aregv o6cro.gretrcraa cnyxe6no Ha Bt3JIoxIireJIt.

3.2.2. B uacm II, 6yxaa "A: I4uQopuaqun 3a ukottouwtecrcua onepamop", u

pa3Aena "LldeumuQuxaqun" ytactuwxrr cnelBa Aa orroBopl,I B c:r,orBercrBlre c
perucrpaqr4sra crl B llproBcKrlf, peflrcrbp LrItLr 4pyr penrcrtp cto6pa,:uo HaulroHailHoro cII
3AKOHOIATEJICTBO.

3.2.3. B ,1acm II, 6yxea "A: Anrlopamt4ua 3a uKoHoA4weua'ta onepamop", e

pa3AeJra "@opna ua yuacmue" ua EE{OI yqacrHlzKrT cJIeaBa Aa orroBoplr aaJII{ yqacrBa B

flpoue,qypara Karo vacr or o6e4uueune.
3,2,4, B ,aacm II, 6yxea "A: LluQopuaqun 3a uKoHot4uqecxun onepamop", u

pBAeJra "O6oco6enu nosuquu" ua EE{O|I yqacrrlltKtT cneABa Aa nocoql4 rro KoI{
o6oco6eun no3nqal,r npeacraar olpepra.

3.2.5. B qqcm II, 6yxea "8. I4u$opnaqw za npedcmaewnerume Ha

uKoHoi4arccKun onepamop", yqacrHI.IKtT cneABa .&a ortoBoplt B clorBercrBlre c
perncrparrrrrra crr B TT,proBcKur porrrcrlp nJrrr Apyf perl4crbp cro6pasuo HaIIfioHuIJrHoro cI4

3axoHoAaTeJIcTBO .

3,2,,8 vacm II, 6yxea "B: tr4ufropnat4ua omHoctlo tfinor3actHemo Ha Kanat4umelnct

ua dpyzu cy6exmu", y{acrHr4Kcr cre Ba ra orroBoprr AaJiv rre rr3[oJr3Ba Ka[arlr4Tera Ha

TpeTr.r nfiqa rro oTHorrreHze Ha KprrTepr{r.rTe, cBlr'p3aHLI c l4xoHoMvqecKoro r.r $unauconoro
cr,crorHr{e, rexHhqecr}ire cnoco6nocru u npoQeclr oualHara KoM[ereHruocr. 3a scsKo
Tpero nrxle ce flpe.4craar orAeJreH EEAOII.

3,2.7 , B qacm II, 6yxea "B: ?luQopuatlw omHocuo u3non3BaHemo a
Kanat4umema na dpyzu cy6ercmu", yqacrnnK:br cneABa aa orroBopri Aanv rqe r{3noJBBa
KarraqrrTeTa Ha TpeTrr Jrr{qa no oTHorrreHrre Ha KpnTepuI.ITe, cBsp3aIII4 c llKoHoMrrqecKoTo r.r

$uuauconoro ctcrorHrre, Texr {qecKrrre croco6nocru u npo$ecuonanHara (oMrreroHTHocr.

3a ecrro rpero nr4rle ce [peAcraBr orAeJreH EEAOII.
3.2.8. B qacm II, 6yrcea "f : tr4uQopnaqtn sa noduzn'bnvumenu, ,luitmo

Kanaqumem uKoHouwtecKlutm onepamop ualt:a da usnoneea", yqacrufiKbr cneABa Aa
orroBoprr Korr ca no,4rr3lrr,rHlrrerl4Te, KoI4To rue rIoJr3Ba.

3a scexa noAr,r3rrbJrHrrren ce npeActaB.f, orAeJreH EEAOIL lloAzsnunure.nure
tpx6ya ga orroBaprr Ha ctorBerHr{Te KprlTepulr :a uo,46op cro6pa:uo Br4Aa r.r Aena or
nopbqKara, KofrTo rqe u3rrrrrHsBar, u 3arxx Aa He ca Hanr4rle ocHoBalrrd 3a orcrparrrBaHe or
npoqe.4ypaTa.

IIoAzsmrHnT earr rrocoqBa KaqecrBoro cI4 Ha [oAl43n6JrHr.rreJr B vacm II, 6yrcea

"A: tr4uQopnaqut 3q uKoHovu+ecKwr onepambp", n pasgeta "@opua ua yuacmue" ua
EE{OI, r<ofito npe4cran.. B mo4rca a) sa v'uJus, pa3Aen noAr43n:brurcrer.sr rrocoqBa
[oerr4Te 3aA6JrxeHr.rr ctrJracno un. 66, an. 1, uspl nropo or 3Oli,

3.2.9. B ,racm III, 6yrcea "A: Ocuoeauun, c6bp3aHu c Haka3amerHu npuct'du"
yracrr{xrbr Aerrapr4pa HaJrr.rqr4ero Ha o6crosrercrsara 3a orcrpalrBaHe or yrracrne B

flporle4ypara rro vr. 54, al. 1, r. I u 2 or 3OlI (oclN4aue 3a rrpecrtrrJreHr.rr ro qJr. 108a, vl.
159a-159r, wr. I92a, w.209-273,.rr. 301-307, '$.321 u 'an.321a or HK uru ar{arrornqHr4 B

Apyra ABpxaBa qJreHKa rrJrrr rpera cr:paua), KaKTo rr peA[pr{errrre MepKrr 3a HaAexAHocr rro
q:r. 56 or 3OlI, roraro e npr4Jroxr{Mo. Teglr ocuosanur ce oruacsr 3a rr{rlara, Koriro
IIpoACTaBJTTBaT yqacTHrrKa, qJreHoB9Te Ha FrpaBr4TenHr4 II Haa3opHII OpftlHll I,I 3a ,qpyrl,I JIl4IIa,
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KOuTo I]MaT rrpa3oMolqlit Aa y[paxHqBaT KOHTpOJI [pU B3eMaHeTO Ha pe IeHI'It OT re3l4

opraHr.r. JII4IIara, 3aA6JrxeHI4 Aa AeKJIapI4par o6crotrercrBara rlo qJI. 54, wL I' r. 1 u 2 ca

nbcoqeun s q,II. 40. an. 2 or IIII3OII. Koraro I{3I'lcKBaxI4tra Iro 'rr' 54, an' 1, r. 1 r'r 2 or 3OlI
ce orHacrr 3a rloBeqe or eaHo nu{e, BoI4.IKI4 JrI4IIa IIoArIIrcBar eauu u cuu EE4OII' Koraro e

naluue neo6xoauMocT oT 3aurrTa Ha Jrr4qHIlTe llAH:eITl lrrfit flpu pa3JIIIque n o6croarenctnara,

CB6p3aHr{ c JII{qH6TO CtbcTOtHIIe, UUQOpUaUr.rpa OTHOCHO I43I4CKBaHI4qTa nO r{JI. 54, al. I' r. I
u 2 or 3OlI cg 11o111,JIBa B oTAeJIeH EEAOI 3a BctKO JII4U9 I{JlIi 3a HtKoI4 oT JIt4IIaTa. B

cryr{afiTe, KoraTo ce noaasa noBeqe oT eAvH EE.{O[, o6ctosrercrsata, cBcp3aHI4 c

Kprzrepl, {Te :a no46op, ce cbA.bpxar caruo n EE,{OI' [oAIIIrcax or JII{qe' Koero Moxe

caMocrosreJlno Aa npeAcraBntBa cborBernus cronancxu cy6er<r'

3.2.10. B ,racm III, 6yrcea "E: Ocuoeauun, csbp3dHu c luau4aHemo ua dauu4u u

coqucuytoocuzypumenuu euocxu" yracruUr<tr AeKJlapupa HaJIIIqIIeTO ua o6ctogrelctgata sa

orcrpaHtBaHe or yrlacrl4e B rlpolleAypara no un. 54, a,r' 1, 'r' 3 or 3OfI, T'e' Lanv vMa

3a.{6nXeHI4s 3a AaHcIIu I{ 3aI6nXItTeJIHI4 oCItrypI,ITeJIHz BHOCKI4 11o 9M1ICGJIa l'j'awt. 162, an

2, r. 1 or.{O[IK, narcro II npeAllpHerfiTe MepKI{ sa HaAexAHocr no q:r. 56 or 3OlI, Koraro e

IlplrJroxIrMo.
3.2.11. B ,tacm III, 6yxaa "B: Ocuoeauun, csz,p3aHu c HecbcmotmenHocm,

xouQnuxm Ha wflxepecu unu npoQecuoHottHo Hapyweuue" ya49111tour aernapupa

HaJrnqrieTo ua O6cro.sr:encrBaTa 3a OTcTpaI{tBaHs oT yqacT}le B IIpoUeAypaTa IIo IIJL 54" Wt. I'
r. 4" 5. 6 u 7 or 3OlI. Oclronauusra no ql. 54, r. 7 or 3OII ce oTHacf,T 3a Jrr{rlara, KoI4To

rrpeA9TaBJrrBaT yqacTHuKa, qIeHoBere Ha yIIpaBvTeiIHI4 II HaA3OpHIt OpraHI{ Ii 3a ,4pyrlI JII{qa,

KOTTTO r4MaT npaBoMoIIIIls Aa yflpaxH.f,BaT KOHTpOJI npII BeMaI{eTO Ha peIIeHIIt OT Te3I'I

opraHz. Jllluara, 3aAbJr)I(eHI{ Aa AeKJrapllpar o6ctoqrercrnata iio qJr. 54, an, 7, r. 7 ca

rocoqeHn rvr.40, ar,2 o"r nIBOII. Kora'ro usrcKsaulrtra no rrJI' 54,wL l"r.7 or3OfIce
orgacrr 3a rroBeqe or eAHo JII{qe, BcI'IqKIt nuqa floAfllrcBar gAI4H I{ CT,III EEAOI' KOraro e

nalaqe neo6xoAzMocT OT 3aIIIItTa Ha JI qHIITe Aap,Hu I{n[ npn pA3I qve n o6ctolrelctnata,
cB6p3arrlr c rr,rrrHOTO ctcTotHre, raHrf oprraaqzara OTHocHo Il3IIcKBaHpItTa nO qJI. 54, att. 1' r,7
Or 3OII ce [orr6JrBa B oTAeJIeH EEAOI 3a BctKo JII{qe LIJIII 3a HsKOt4 oT JInqaTa. B Clylaure,
KOfaTO C9 rrOAaBa noBeqe oT gAr.rH EEAO||, o6cTosTeIcTBaTA, CB\p3aHLr C Kpr,rTepvr4Te 3a

no46op, ce cr'Acpxar cauo o EE{O[I, noArII4caH or nlrqe, (oero Mo)I(e caMocrosrerEo aa

npe.4craBnrBa c6orBerHus crorIaHcKI,I cy6er<T . IIo4 "xon$:raxr ua unrepecu" cJIeABa Aa ce

pa36upa orlpeAeJlegl4ero, AaAeI{o B $ 2, r,21' or ,{P Ha 3Ofi, roraro Bb3JIoxI'ITeJItr, IreroBlr

cJIyXIITenI-{ I{JII{ HaeTa oT Hefo II4qa v3B6H HeroBaTa cTpyKTypa, KoI]To )4IacTBaT B

lO.[roToBrCaTa I4JII4 Btb3JIaIaHeTO na o6qeCrsegaTa [OpbrIKa I4II4 MoraT Aa IOBIIi.{ST Ha

p..3yrfiara or Het, fiMar IlHTepec, r<oftro uoNe aa soAlz Ao o6Jlam no cMI'IcGJIa Ha'rr. 54 or
3arcona sa upo.rznogeiicrerre Ha (opy[r{u sTa 14 3a oTHeMaHe Ha He3aKOHHO rpfi4O6uro
riMyulocrBo r.r sa (ofiro 6u lrorno Aa ce rrp1reMg, rre Bru.se Ha TrxHaTa 6esnpucrpacrnocr u
HesaBricrrMocr BbB Bpt,3(a c Bb3Jlarauero Ha o6qecrBeuara nopbqKa.

3.2,12.8 uacm III, $'xea "f: ,{pyzu ocHo&at7ltt 3a u3wtoqaaHe' xoumo aozre da

6t dam npedeudeuu a uat4uoHa.rHomo saxouodamencmto Ha ab3razau4w opzdH uJtu

B'Bno)rcumewL Ha d'apcrcaeama qneHrca" y'lac"rrruK:rr AeKJlapupa Hajlnqlrero Ha:

3.2.12,1. O6crogrercrsara 3a orcrpau.f,Baue or yqacrl4e B npolleAypara no rIJr,

54, m. 1, r. 1 n 2 or 3OlI (ocrn<.4aHe 3a rIpecrErIJIeHI4t no {rI. 172,'ttr. 794-208, '{r' 213a-

217,':ut. 219-252 u 'ut. 253-260 u 'fi, 352-353e or HK pI:na aHarIorI4qHIr B Apyra AGpxaBa
qJTeHKa r4Jrrr rpera Crpaua). Tegu ocnOnasIE ce OTHactT 3a Ifi IaTa, KOUTO npeAcTaBI.rBaT

yqacTHrr(a, qJreHoBeTe Ha yIIpaBIlTenHv II Han3opHII opraHII I{ 3a Apyfl4 JIIiqa, KOI'ITO I4MaT

rrpa3oMorqur Aa ynpaxHtBar KoHTpoJr IrpI4 BgMaHero Ha peIxeHI'It or re3I'I opraHI'I. IIwJata,
3aAT,.JrXeHIr Aa Ae1rapupaT o6crosrercrnara 11o qJr. 54, a:t. 1, r. I u 2 ca nocoqeHr4 n 'r:r. 40,
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ut.2 ot IIII3OII. Koraro zsncrnaHrrfrTa ro un. 54, an. 1, r. 1 u 2 or 3OII ce orHactr 3a

IIOBEqE OT EAHO JII{qE, BCI,IqKII JII4IIA NOANIICBAT EAIIH II Clt'Iq EEAON. KOTATO E TTAIUqE

HeO6Xo,qgMOCT oT 3aIqLITa Ha JIIiqHIITe lalunt4 LtJlu [pI4 pa3II4qI4e B O6cTotTeICTBaTa,

cBbp3aHr,r c ffrqHoro c1,cTotHl{e, I4HoopMaqlrtTa oTHocHo lrsI,IcKBaHI4flTa IIO qJI. 54, al. 1, r. I
z 2 or 3OlI ce nonT,JIBa B orAeJIeH EEAO|I 3a Bctro JIIrqe I4nI{ 3a HtKoI{ or JrI'rIIara. B
cJryqMTe, KofaTo ce noAaBa noBeqe or oAHH EEAOil, OoCTOtTerCTBaTa, CB6p3aHIr C

Kpnreprrnre 3a noA6op, ce clAspxar cavo n EE{OI, no,4nltcaH or Jrnqe, Koero Moxe
caMocroqrerHo Aa [peAcraBntBa c6orBerH[s croIIaHcI{I,I cy6eKT.

3,2,12,2. Cntpsanocr c Apyr yqacrlrr4n B rlpolloAypara rro cMtlctna na $ 2, r. 44

or.{P na 3OlI, nln Bp:BKa c $ 1, t. 13 n 14 or,{P Ha 3a.KoHa 3a ny6lzvnoro rpe.4raraxe Ha

IIEHHI{ KHI4XA.

3.2.12.3,llpevxu 3a yqacrl4e s o6 lee'rsenn [opGrrKI4 no ul, 3, r. 8 or 3axona ga

rrKoHoMnqecKHTe u tpr,tuauconure orHoIrIeHIrt c ,{pyxecTBaTa, per cTplrpaHlt B IopI{cAI4KquI'I

c npe$epenuua;reH .qaurrlgH pgxl{M, cB6p3axlrre c rtx JIIzqa 14 TexHI4Te 4eftcrnrnelnrl
co6cr:nenuuu. ocBen axo e Eailnqe IcKrloqegnero no .rr. 4 or cr,ulut 3aKoH.

3,2,12.4. flpe4nplrerure MepKu 3a Ira,4exAHocr no qn. 56 or 3Ofl, Koraro e

flpunoxlrMo I4JrI,I Hailliqlzero Ha I43Krroqeufit no qr. 4 or 3ar<ona 3a I,IKoHoMuqecKIrrg I{

$unanconure orHorrreur4r c apy?(ecrBara, perlrcrplrpaun B ropIrcAIrKIIIru c npeSepeHur.ranen

AaHt,qeH pexorM, cB6p3aHlrre c rtx JIIrqa u rexuure geilcrBr4TerHlt co6crneuzqu;
3 ,2,73 , Ysacr:uwllrre ca AJTGXHLI Aa yBe.{oMsr nficMeHo B63Jlo)Ifl4relr n 3-gueneu

cpoK or r{acrr,rrBaHe Ha o6crosreJrcrBo rro un. 54, an. 1 or 3OlI, AeKrapl4paso or rtx B qacrli

II u III sa EEIIOil.
3.2.14. B 'aacm IV, 6yrrca "A: foduocm" B moqKa 1) ua ra5twlan yuacrlIl4Ktr

rrocoqBa AoK)MeHTa, c KoitTo AoKa3Ba cr'orBercrBl4ero cI{ no pa3.qeJl III.1.1) or o6tBreHuero
3a oroBecr.sBaHe na o6rqecrneHara fiopt'rrKa: ,{a ca rspronql4 Ha eApo c Me,4irIII4HcKt4

E3AeJrrrr r{Jrx [por]3BoArrTen Ha MeAuur{HcKI4 Ii3AeJII,It, yCTaHOBeH Ha repUTOpLIsra Ha

Peny6rma Ernrapu.x.
3.2.15, B ,racm IV, 6yrcea "B: Texuuqecrcu u npobecuoHaJtHu cnoco6Hocmutt s

mow<a 10) Ha ra6,:ruqara yr{acrnl4(6T nocoqBa KaKBa r{acr (npoqeurno ltspa:nenue) or
[opbrrKaTa ule BG3JroxIr Ha [oALI3[SJIHIrTeJI.

3.2.16. B ,aacm IV, 1yrcea "8": TexuuqecKu u nporPecuouanuu cnocoduocmu" e

mourca 4) na ra6ruqara yqacrHuKbr uocoqBa AoKyMeHTa, c KoiiTo AoKa3Ba clorBercrBl4ero
cu rro pa3AsJr iII.1,3) or o6.fisrenaero sa cinonecrqsaue ua o6rqecrnenara rroptqKa:
Cepru$urcar, ylocroBeprBarq BHeApeHa cl{creMa 3a y[paBJIeHI{e Ha KarlecrBoro EN ISO
9001 ululu EN ISO 13485/13488 r4lvnu ar.B Buregrua, c o6xsaT s o6racrra Ha

[porr3BoAcrBoro tr/ vwt rRpr oBrtflTa c Me,quql,IHc(r4 u34e[rpr[
3.2.17 . Y\aqturlr,rre Morar Aa r{3rroJr3Bar EEIOI, rcofito seqe e 6u:r fisnor:nau

fipri npeaxoaHa rrpoqeAypa sa o6rqecreeHa rropr,qra, rlpu yclloBl4e, qe norBtpA.trT, qe

ccArbpxaqara ce B Hero uu<fopuaqrn.r Bce orqe e aKTyaJIHa, rrpu ycJloBlrsra Ha \r. 44, ur.2
or lIfI3OlI.

3.3. lor<yrnrenru no vr. 45, M. 2 or IIII3OII 3a ,{oKa3BaIre Ha npeanplrerl{Te
MepKrr 3a HaAe)KIHocr no ql. 56 or 3OII, Koraro e llpllJroxlzMo.

3.4. tlpu yqacrHrruu o6eAr.rHegr4s, Korrro He ca rcpr4,{I{qecKl4 JII{ua - Korlue or
AoKl'l,teHT, or r<oilro Aa e Br4.quo npaBuoro ocrroBaHue 3a cb3AaBaHe ua o6e4unenuero, KaKTo

r{ cJreruara lru{oprrraqirx B:r,B Bpr*Ka c KouKperuara o6rqecrneua rroptqKa: paBma u
3aAtJr)r(eur{rra Ha J {acrurlrlzre s o6eafiHenuero; pa3npeAeJleHl4ero Ha orroBopuocrra
Mexay rrreHoBere na o6e4unenueTo; 4eftnocrure, KoHTo rle I{3rlbJrrrqBa BceKI,I rIJleH Ha

o6erltrenuero.
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3.5. Texunqecro fipe,qJroxeHue, cT,AT,pr€ Io;
3.5.i. TexuuqecKo npgAJroxenr4e - no 3aAb,lrxrzrereu o6pa:eq flpunorreuue No

L1,1,2, 1,3,1.4 ttlytt'tr 1,4 rrn 4onyueHTarlr4rra 3a yqacrr{e, B 3aBI4cI4Mocr or o6oco6enara
no3r4qr4r, no Korro yqacrHr.rxr,T flpe.4craur oQepra.

B rosra AorlMeHT yqacrHr{(lT:
- llocoqna MapKa, MoAeJr, [por,r3Bo.qltreJl, to4rana Ha rrpou3Bo,qcrBo Ha

Me,4I{qIrHCKaTa anapaTypa, KorTo,qocTaBr,
- llocoqna cr,orBercrBr,rero Ha fipeAnaraxara Me.ququHcra arraparypa c

r{3r{cKBaur{rra rra rexHrrrrecKara cueqlr$uraqvrr, Karo rIontJIBa 'ta5rlutlata n ro,txa 2 Ha

AOKyMeHra.
- flpwnanrno ann-rJKOBeTe Ha .{OCTaBKa, Ha B6Be}I(AaI{e B eKCnJTOaTaULU II Ha

o6yueHue Ha clequaJl crl4Te Ha Bb3roxurers,
- ler<napzpa cpoKa Ha fapatHuuoHno o6cnyxnane.
- ,[erclapr,rpa cpoKa Ha BaJrnaHocr ua oQeprara,
- ,{euapr.rpa ctorBercrBrrero Ha AocraBrHara MeAr{r{uHcKa afiaparypa c

I,I3I,ICKBAHI{'TA HA BS3JIOXI4TEJI'.
- .{er:rapzpa cr, racrrero crr c KJray3nre Ha rlpl4roxeHlrt npoer{T Ha AoroBop;
- ,{eruapupa npyrx o6croqrercrBa. H3HcKBaHh or B'b3Jlo)r(HreJre 14 nocorreHr4 B

o6paseqa ua 4oryuenra,
3.5.2. .{oryueur 3a y[bnHoMorqaBaHe, Koraro Jrrruero, Koero noqara o$eprara,

He e 3aKoHHLIrr rrpeAcTaBl4Ten Ha yqacTHvKa.

3.5.3. Ilpocner<Tn, Karruro3rr, [poAyKToBn rfircrtr rrru Ap].rv paBHo3uaqr{r4

IoKyMeHTr{ Ha rrporl3BoAr4TeJur, [peBeAeHr,r Ha 6r:rrapcru e3r.rK, AoKa3BarIu cborBercrBr.rero
Ha [peAJro)KeHI,IeTO C r,r3rrcKBaH[f,Ta KT,M AOCTaAtHaTa MeAnrIrrHCKa AflApATypA
($yurqzona;ruu, TexHr,rqecKr4 Li3vrcKBa'ovt, pa6oruu xapaKTepr{craKr4 u onorrlnner<ronra). B
Te3r.r IoKy\4eHTr,r yqacTHr4ncT 3aALJrxuTe.,'rHo rpndra ga oroerexu (nog.reprae) u
HoMeprrpa BceKrr or napaMerpr,rre no KoJroHa 2 (uttu 2 u 3) ua r:a6rrutlata uo ro.rKa 2 or
c6orBerHr4r 3aA6Jrxr4TeJreH o6pa":eq na "TexHra.{ecKoro npe4roNeuue" flpunoNenue Ns 1 .1 -
1.5 raxa, qe rro rceH Har{r.rH Aa ce ycraHoBr.r Harr4.{uero Ha c:borBernr.rre Syunqrzoualuu,
TexHr4qecKn r43lrcKBaHr4s, pa6ornr.r xapaxrepltcrl4Klr 14 oKoMrIJreKToBKa.

3.5.4. Koraro yrracrurzK no4ana orfepra 3a rroBgrre or eAHa o6oco6eua rro3rrqutr,
3a BCrKa OT [O3r4rlr.rr4Te Ce npeACTaB.{T TTOOTAeTHO KOMnneKTyBasr4 AOKyMeHTTi nO TOrrKr.r

3.5.1 - 3.5.3. KortrnrerT onanero Moxe Aa e B orAeJren rrJruK, rranxa, 4No6 sa goryuerTr4 wrvl
oprarru3upaxo no Apyr Haqr.rH, no xofiro 

^4a 
Moxe Aa ce ycraHonu ga ros o6oco6ena [o3r4rlut

ce oTHac.sT,qoKyMeHTI,ITe.

3.9. I-{enoeo npeAnoxeHr4e, c6A6pxalrlo [peAnoxenrrero Ha f{acrHrrKa orr{ocno
rleHara 3a npr.rAo6r,mane - no 3aAcJrxr4TeJreH o6pa:eq flpranoxenze Nr 2.1,2.2,2.3,2.4 u/utu
2.5 r:sna AoKyMeHTaqI4rra 3a y.uacrrre, B 3aBucuMocr or o6oco6enara rto3r.rrlr4.f,, no Korro
yqacrHr.rKGT flpe4cranx olpepra.

3.9.1. Ilpe4loxteHrrre rleHr4 'tpx6na la ca B rreBa,6es AAC, 3aKpbrneHrr Ao
BTOpII' 3HaK CJIeA AeCeTI4qHaTA 3aneTAs.,

3.9.2. Koraro yrracrHur no,qaBa oQepra 3a roBerJe or eAHa o6oco6ena no3r4rlrrr,
3a Bcr(a or rro3uuur.rrg ce fipeAcraBr orAenuo rIeHoBo rrpeAJroxeuue llpunoxenr,re Ng 2.1 *
a<

Idenonoro npegJroxeurre Mor{e Aa He ce nocraBq B orAeJreu 3aneqaran n.,'tHK,

Tbf Karo Bb3Jror(HTeJrffT e npeABr{ArrJr pa3r,texAarrero Ha AoKyMeHTrrre Aa craHe no
peaa Ha qrr. 104, a.n, 2 or 3OIL
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Br,gJroxlrre"rsr He rr3lrcnBa [peAcraBeHure or yrracrHltlllrre AoKyMeHTIT Aa

6r,nar nocraseHrr B orAeJtHIr nJrltKoBet nanrcl r/nnr'r Axodone :a gorcyuenru. B

cJryqarrre, Koraro AoKyMenrure rprdna Aa 6rAar KoM[JreKToBaHIr no orAeJIHIt

o6oco6enu rlo3ltlluut yqacrHltK!,T Moxe Aa rlt KoMrr,'reKToBa lro HaqItHr KofiTo HaMepn

3a noAxoAsll.

4. Pagr.nerrAane na or[ePrlrre:
4.1. Ilory.reuzre o<peprr.r ce orBap{T Ha rly6nzuuo 3aceAar{ue' Ha Koero Morar Aa

NPI.ICBCTBAT YI{ACTHI4IIUTC B IPOIICA}PATA VJIII TEXHII YIII'JIIIOMOIIIEHII IIPEACTABI'ITEJII'I, (AKTO

ri npeAcraBrrreJrr{ Ha cpeAcrBara 3a MacoBo ocBeAoMtBar{e.

4.2. B:rg:roxurcJltr npe4Bvx.qa pa3rnexAaHero ua oQeprure 4a ce I'I3B6pIuI4 Iro

peAa Ha vl. 104, a* 2 o't 3OlI, npz Koero oIIeHKara Ha rexHurrecKl{Te u rIeHoBI4Te

NPEAJIOXEHII' HA YI{ACTHIIIII.ITE UIE CE V3B6PI[I,I IIPEAII TIPOBEXAAHCTO HA NPEABAPI4TENHI'I'

no46op.
4.3. Aeftcrsusra Ha KoMltcl{tra 3a Il3BBpIIrBaHe ua no46op Ha KaHAI'I,{arI'rre u

yqacrHErlnre, pa3rJlexAaHe r,I oqenrca na orfeprrzre (rcor\azcutra IIo r{r. 103, al. 1 or 3OlI) ce

I,I3B6pIrrBar B CneAHaTa nocneAoBaT9JIHOCT:

4.3,1. rcolrucuqra orBap.f, [o peAa Ha rtxuoro rlocrbnBarre 3aneqaraHl4Te

Henpo3parlHu orraKoBKI{ 14 OIIoBeCTtBa TTXHOTO C6A6pXaXIIe, BKJI}OqIITeJIHO npeAJIOXeHfiqTa

Ha yqacrur,rqr-JTe rro [oKa3areJlt 3a oueHKa na o$eprure;
4.3.2. rexnuqecroro Ir ueHoBoro rrpe,qJlo]Keulre Ha BceKH or yqacrullllvre ce

rloAlucBar Harl-ManKo or rplrMa qJreHoBg Ha KoMltclrtra I4 ge npeAJlara no eAI'IH or
rrpr4cr,crBaqr4Te npgAcraBl,ITenlr Ha Apyrlrre yilaorHuuli Aa ra noAIIIrrIe, c xoero ly6lzulrara
qacT oT 3acoAar{{eTo [pI,IKrIoqBa;

4.3.3. xotttucusra pa3fnexAa rlpeAcraBeHlrre o$epru u oIIeHtBa cGfJIacHo

uz6pauut rcpureplrfi 3a BT'3JraraHe re3It or r.f,x, Koliro csorBgrcrBar Ha rIpeABapHTeJIHo

o6rnenure yc:ronu.a;
4.3,4. KoMucr.i.tra pa3rJIg)I(Aa AoKyMeHTr4re, cBlbp3aHv c JIIzqHoro cT'crotHl4e I'I

Kpprrep[r4Te sa noA6op, Ha yrracrHlllure B EI43xoAs[{ peA cnptMo noJIyqeHI4Te oIIeHKh;

4.3.5. Koraro ycrauoBir lfiirrca, HentJlHora vlfir HectorBercrBIre Ha

r.rn$opuaquxra, BKJrIoqr4TerHo HepeAoBuocr r.rlu Sarruvecr<a rpeIIIKa, I{JIIr HectorBercrBl4e c

I43IICKBAHU'TA K6M IUIIHOTO CbCTO'HI4E I{JII,I KPI4TEPI4I{TC :A NO46OP, KOMI4CIZSTA III4CMEHO

yBeaoMrBa yr{acTHuKa;

4.3.6. n cporc ao 5 pa6orua,4HE or noryqaBaHero Ira yBeAoMJIeHI{ero yr.IacrHI'{KGT

Moxe Aa npeAcraBu uon EE,{OI ulnrl.u xpyrl AoK}MeHTLI, KoI4To ctAtpxar rlpoMeHeua

u/u:ru Aorrcnueua un$opl'raqux;
4.3.7. xo*tucusra pa3 IexAa aoKla4eHTI{Te, cBr'p3anlr c Jrr4quoro c:bcro.sHfie v

(pr,rreprrrrrg sa no46op Ao ycraHoBsBaue Ha ct,orBercrBlre c I.t3I{cKBaI{trflTa Ha raaMa
yqacrHr,rq[, Kor4ro Knacupa Ha nr'pBo n BTopo Mtcrol ocraHaJII,ITe yqacrHnuu, vuraro oipepru
ca oqeHeHH, He ce KJraclrpaT.
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NPOEKT

CTAHAAPTII3I{PAH OEPA3EU HA

AO|OBOP 3A OBIIIECTBEHA IIOPbIIKA
3A.iIOCTABKA HA CIIEUIIA./'III3I'IPAHA MEAI4qI4HCKA AIIAPATyPA

It!................/

Anec ....... ......,2018 ro,q., n rp. ,{o6puv uex,4y:

"MHO|OIIPOOI,IJTHA EOJIHI{qA 3A AKTI4BHO nEqEHI4E-AOBPnr{" A,4
rp. ,{o6puu, cbc ceaaJlunre v aqpec Ha ynpaBJIeHIze: rp. ,{o6pu'r, yr, "IlaHaftor Xutos" 24,

rerr. 058/600160, $arc: 0581600414, e-mai1: oblb@bergon.net, EVIK 124141302,

rrpe.4cralJurBruro or ,{-p Tprz$on Blagul,,tupon ftopAauon - Zgn:rmrure:ren .{uperrop na

ApyxecrBoro, HapnqaHa Hapl4rran/a,/o sa rparrocr Bb3"IIOXUTEJI, or e4Ha crpana,
v

clbc ceAaJrrrqe B

uapuuaula/o sa rcparxocr I{3IITrJIHI4TE",rI, or Apyra crpaHa,

B:b3IOXI4TEI-ST u I43IIT'JIHVITEIIflT lr'apn.ual;'v :ae4uo ,,Crpauure" o a
BceKu or r.rrx [oorAerHo ,,C'rpana", Ha ooHoBaHrre 'rJL. 112 I4 cjr. or 3axona sa

o6rlecrnenure ropGqKx (,,3OII') r-r Perreuze ..r....................... sa BTT3JIOXI'ITEJI-f, ga

orpeAemHe sa I43II|bJIHIITEJI na o6uecrBena noptqKa c rpeAMer: .{ocralrca lra
MearrqurrcKa afiapar)?a 3a Hyx.qlrre ua "MEAJI-,{o6puu" A,{

ce cxlrroqu To3rr AoroBop (,,.{oronopa./.{oronoplr") 3a B63raxaHe na o6rqecrseua
rropbqKa 3a,4ocraBKa Ha MeAI4iIIrHCKara arlaparypa flprl cJIeaHuTe ycJloBl4t:

I. TIPEAMETHAAO|OBOPA

rl.nen 1. Ilpegner
(1) Br,snoNlrrertr B63JIara, a Llsnlqnurenar npueMa Aa AocraBli u fipexBtpnu

co6crsegocrra Ha Bt:roxnters Ha

aaaparypa. ..... . ...(,.Me4uuuscxa/ra
cfieqvanr€HpaHa MeA}lqI{HcKa

anaparypa"), CT'|JIACHO

Texnh.{ecrara cneqzrbnxaqng na BtsroNl,Irerl u 4eraftluo or[caua e TexH['{ecKoro I'I

I feuono npe4ro)r(eHlre Ha Azn'sttautenx, Hepa3AeJrHa rracr or ,{oronopa cpeqy
3a,qbJixeunero Ha Brgrioxnrers Aa t rlprleMe I{ Aa 3arrJlarlr AotoBopeHara IIeHa clrJlacHo
ycnoBurTa, I1ocorreHu [o-Aony.

[ocraaruara naeguqnucra aflaparypa IrMa cneAHlzre rexHnrlecKu napaMerpz:

(2) Ocnen AocraBrara no aJrltHet 1, npe4rr.lerrr ua ,{orooopa BKJIIoTIBa u
H3nrJl HeHI,Iero Ha creAHHTe AefiHocrl.I:
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1. Aocrasr<a Ha Me,qI4III,IHcKara anaparypa Ao Mtcroro Ha,qocraBKa, rlocoqeHo B

HacTorqfit AoroBop;
2, tvtoulax/uttcraJlaqlm It BbBe)KAaHe B eKcnJloarallv{ Ha .qocraBeHara

MeAuuuucna anaparypa;
3. o6yuenue Ha fiepcouaJla na B:sgloxureJrt 3a pa6ora c AocraBeHara

Me4irqr,rucr<a anaparypa;
4. rapanquonuo o6cnyNnaue na 4ocranenara Me4v uIlHqKa afiaparypa 14 AocraBKa

ua ueo6xoglrl.lrTe qacTl{ 14 MaTepr4aJrr.r, B paMKr4Te Ha fapaHrlrroHHt4r cpoK, crruraqo or

aarara Ha [oArrrrcBar{e Ha llporoKoJra 3a MoHTax n BtBex,qaue B eKcniroaralll4s IIpIrJIoxeHEe

Nl 2. Marepuul4Te, (oucyMarllBr4re, ,uefiHocrzre r{ ycJIoBI'Itra Ha rapaHul'IoHroro

o6c;ryncrane ca onucaHlr s Texnliqecroro [peAJroxeHI'Ie Ha Zgnbrnureff.
f3) llgntnnure:r.{T ce 3arsrxaB 4 Aa Lr3rn'Irntl 4eftnocrure rro aJIvHet 1 u 2 s

C6OTB9TCTBI,I9 C II3II9KBaHI4qTa na TeXnqqeCr<ara Cneqrirf r.rK1\l4s Ha BtelOnCutell,
TexnnqeCnoro n qegoBoTo llpe4loxcenue na I4gntmrurelt, K9I'ITO ca Hepa3AeJIHa qacT oT

uacro.rqur loroBop, B cpoKoBere no Hacrotlqux ,floronop,

II, UEHII II HAqI,IH HA TIJTAUIAHE

tl.nen 2, I{eua
(1) 3a ugntrueunero Ha npeAMera Ha AoroBopa, Ba:loxureur ce 3aAbJDI(aBa Aa

3alrarr4 ua tr lgnrmlzre;ls o6qa IIeHa B pa3Mep Ha (........ . ... .") reBa 6e3 ,IIAC t4

(................,....)leracBKJrIoqeH!!C,cr,rnaclroIleuonoroMy[peAJIox(eHIre,
Hepa3aerHa qacr or Hacrotulwr ,{oroaop.

(2) llocoqeuzre IIoHI,I ca KpaiiI{I4 I'I BKJIIoqBaT BcltqKI4 pa3xo.ryi u B63Ha.rpo(reHus

na I,Ign:sluzrers 3a Ir3n6JrHeH e Ha npe.4Mera Ha Hacrotlul'rs floronop, Karo Ho He caMo:

pa3xoAr.rre 3a rpar{cfioprlrpaHe Ir AocraBKa ga MeAurlr'rucKa alaparypa ,4o Mtcroro 3a

AocTaBKa, B(JIIoqI,ITeJIHo o[aKoBaHe, TpaHcnopT, pa3oIIaKoBaHe, ToBapeHe' pa3ToBapBaIIe'

r4rrcTairltpaqe, MOHTaX, BbBexAaHe B eKCnJIOaTaqU{ II npl{Bex,4aHe B pa6OTHo cbCTOgHIIe,

roToBo 3a flpueMage H eKClJIoaTaqIIl, o6yueuze Ha 9II9qI{aJII4CTII, AOCTaBKa Ha IItJIaTa

TexHaqecKa It cepBrr3Ha AoKyMeHTaIIn.S, BCt4r]KU pa3XOAI4 3a I,I3BlbpIIIBaIIe Ha fapaxllt4oHHo

O6CIyxBaHe B cpoKa Ha rapaErlrr.r{Ta (Sa'rpyA, pe3epBHII .g.a}Tpr 14 KoHcyMaTEBu), KaKTo Il
pa3XOAr4 3a OTCTpaHsBaEe 3a CMeTKa Ha II OT I4suglgl4rent Ha BcvqKI4 TeXHI4qecKII

rrerr3flpaBgocrrr, Btr,3HriKHaJrra He no BEHa na Btsroxarert It noKplrrt4 or rapaHIIIroHHI4Te

ycnoBr4s r4 fapaHqlioHHara orfoBopHocr Ha I'fufl5rHfiTen-f,.
(3) lloco.ieuzre B Hacrotlqlu .{oronop ueHll ca KparlHn It ocraBar HelpoMeHeHI4

3a cpoKa rla AeilcrBlrero My.
rllen 3. Haquu na nJralqaHe
(1) llnarqa-nuara ce Ir3BT'plIBar n 6tlrapcrn JIeBa, c rrJlarexHo HapexaaHe no

cne.arrara 6aHKoBa cMerKa, nocoqeHa or tr4gntrHuTers:

Irlgntnnl,Ire:rsr e AJr.6xeH ,4a yBe.uoMtBa nI{cMeHo B:r'gloNurens 3a BcIrqId4

IlocJreABarl]lr [poMeHrr Ha 6aHKoBaTa My cMeTKa B CpOK ,qO 3 (rpu) lnn cqrrTaHo oT MoMeHTa

Ha npoMrHaTa. B ciryraft ue I,IsmlHr4rerg'r He yBeAoMz BlgJloNflreJl'f, n To3fi cpoK, CqI{Ta Ce,

qe [JIa raru Ta. no ttocoqeqara B Hacrosull4g qnett 6aHroBa cMerKa ca HarnexHo

r43BbpIIIeHr4.

(2) flnaulanero Ha IIeHara rro anll4es I no nacrosrqlu .{oronop ce I43BbprIrBa'

KAXTO CJIE,IBA:
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1. Bt gloNnrem:r 3arrJrarqa aBaHcoBo 30 % ( rpu4ecer poueHr) or IIeHaTa IIo

aaraner 1, B pa3Mep Ha ............,,. (..,.'."...), B cpor or 3 (tplt),quu or IIoAIIITcBaHe Ha

uamorrqux ,{oroBop rr [pe,4ocTassHe or tr4gntrirurell na Blg;roxl4reJlt Ha $anrypa.
2. Br,gJloxurensT 3alrnarla ocTaTbqHaTa cyMa oT IIeHaTa nO alUner 1 B pa3Mep Ha

( . . . . . . . . . . . . . . , . , .) JIeBa B cpoK ao 60 (urecr.qecer) u cJle,q rIoAnIrcBaHe Ha

aoryMeHT[re no aJIIrIHet 4 or uacT o.sltllts ,{oroaop.
(3) 3a 4ara Ha rrJrarqarreTo, ce cqrrTa I:aTaTa HA 3aseptBaHe Ha oaHKoBaTa cMeTKa

Ha I4:nr,rHI.nenq clc cl'orBeruara ,{cJr)KVMa cyMa.

(4) OronuarenHoTo rrJlarqaHe no ajruHer 2 no-rope ce Ii3BT'pIIIBa CJIeA

IIPEACTAB{HE HA CJIEAHIITE IOATIIICAHII AOK}MEHTI'I KYMYJIATI'BHO:

1. llpueuo-npe4aBare-lreH nporoKoJr 3a aocraBra na Meguquucr<ar:a afiaparpara
c Bcrrq1n oKoMrrJreKToBKrr, cepru$urcaru, pasporneHr.ry 14 lrrrcTpyKrlau 3a c:bxpageHxe 1'I

oKCIIJIOaTaIIU', IIOAIII'CaI{ OT ABeTe CrpanU rElr.r yn6nHOMOrqeHII OT TtX JIIIqa HA EUtUra Ha

.qocraexa ua M9AIIIII4HCKaTa arlapa'rypa (llpuloNeur{e No 1);

2. flporor<on 3a MoHTaX r{ B6Ben(4arre B eKcrrJloaTaullg Ha MeAlrIIUHCTaTa

arapaTypa, floAnr.rcaH oT ABeTe crparru lllu ynbJrHoMOrrIOHrr OT TtX Jll4qa HA IATAIa HA

MOHTTDK r,r BlBelr(aaHe B eKcnfloaraql{t Ha MeAIrIItl HCKaTA AflApATypA (flpr:roNenr're J\b 2);

3. llporor<on 3a r43B6prxeHo o6yvenue rra MeAr4quHcKrl{ flepcoHaJl, IIOCOqeH OT

Basroxfirer.f, ga pa6ora c MeAuqlzHcKara anapar]pa (llpuloNeuIle Nl 3);

4. (Danrypa, rr3AaAeHa Or tr{gnusrzte:r s, Lr fio4rrr4calf'a oT B63JIOXLITeJI' t4iIII

ynr,JrHoMoqeHo oT Hero JIItue, cbaspxaqa BcI'IqKI'I 3aKOHOBn peKBI'I3r{Tt4;

ilI. cPoKoBE. MflCTO I4 yCJIOBI'Ifl HA AOCTABKA'
IIPEMI{HABAHE HA COECTBEHOCTTA II PI4CKA

rfuen 4. Cporcone Il Mscro Ha AocraBra
(1) Hacroxrqlur ,{ororop BJII'I3a B clrJra or Aarara Ha lro'q[IrcBaHero My I'I I'I3rI4qa

cnea r.r3TurraHeTo Ha cpoKa Ha rapaHqrroHHoTo o6cJryxBaHe Ha MeAr4uuHcKaTa anapaTypa,

npe4ner na .{ororopa.
(2) Cporcr 3a AocralKara Ha MeaulluHcrara anaparypa e ....,,.... (.""""")

KareHAapHIt aHIr, CqVTaHO OT AaTaTa Ha rloArllrcBar{eTo My'

(3) Cpor:rr 3a MoHTDI( I'I BbBexAaHe B eKcrlJroaralIuf, Ha MeAI'IuI4HcKara

airnparypa e ..,..,.,.... ( . . . . . . . . , . . . . . . ) KaneHAapHIr AHII, cqlrrturo or Aarara Ha AocraBKa Ha

Me4uquncr<ara artApaTypa, or6en-rgaua n llpzeIrlO-npe,4aaAle1qufl IIpoToKoJI flpraloNenue

Ns 1.

(4) Cpoxrr sa o6yreuue Ha cnequaJlucrtl, rocoqeHu or Br3romtrerf, 3a pabora c

Me,4uqEucKara alaparypa e ... ...... ... (.... . .'..i ...') KaJreHAapHI'r AHII, crlllraHo or Aarara Ha

AocTaBKa ua MeAr.rquncx aTA a ap1"rypa, OT$eI,ffaHa e flpuerrto-npe4aBaTeJlHl1f, [poToI(OJI

flpluoNenr.ie }lb 1.

(5) fapaxquounlttr cpoK na MeAuqnucrara afiaparypa

KaJreHAapHr4 Meceua, cqltraHo or IIoAIIl4cBaHero ua fiporor<ola sa

eKcnJroararlrrr Ha Me4uqI.rucr<ara araparypa fIpI'rJIoxeHIre J''{b 2.

(6) I4sn:rnuureJltr e AJTGXeH Aa Ir3BbprIIBa rapallulloHHo o6clyNnaHe na

AocraBeHara Me4uquncr<a araparypa, B paMKIlre Ha rapaullt4 oHHI'It cpoK no flpeAxoAtara

al\ \....... ..,,,/
MOHTaX U BbBeX,qaHe B

a:unes 5.
(7) M-scroro Ha ,4ocraBKa na Me4gqaucr<ara anaparypa e n rp. ,{o6puv, y:r'

"flanafior Xaron" 24, "MBAJI-,{o6puv" {4.
rllen 5, Vcroeus Ha ,tlocraBra
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(1),{omama
1. IrlsntlrHllrerttT CO sa"46JIXaBa Aa AOCTaBI4 AO MtcToTo Ha AocTaBKa II B

cr,orBernltt cpoK Ha ,4ocraBra, clorBerHo Aa npexB:bpJln co6c:rseuocrra 14 npeAa'4e Ha

Brgroxurers MeAI't{uucnara anaparypa' [peAMer Ha '{ocraBKa' orroBaptua Ha

TexHurrecKure craHAaprr{ r.r r,tgncrnagrai II oKoMtrJreKToBaHa c trHcrpyKqlrt 3a eKcflroararlfis

ua 6:s:rrapcxu e:lm, ciprusr'rxarlr, pa3perlreHln't I4 l4HcrpyKqlrt4 Il fipenop:sKt4 3a c:r,xpaueHlle

Il eKcIIJIOaTaIIUt, KaKTO r.1 c Apyflr AoKyMeHTI4 t4 AKC3COApTT' rr3lrc(Balqn ce c6fJracHo

TexnuqecKaracnequtb[rcaqfisnaB6srorKl'Irersr4TexHl4qec(ororIpeaJIo]I{eHI4eI{a
Irlgnrlnr,ttelg.

2. l4snrtrnurelsr [peAaBa MeAurlrlncrara alaparypa Ha ynr'JIHoMoIueH

rrpgAcTasrrTen ua B:ssroxurers. 3a cT,orsercrnl{eTo Ha AOCTaBenar:a MeauIluucKa aflapaTypa

11 np|4gMal{eTo it no nu4, (oJII{qecTBo' KoMIIoHeHTI4, o(oMIIJIeKToB(a ce noAIII.IcBa [pl,eMo.

fipeAaBareneu nporor{oJr, n:sn $opuara u c:bo- cbatpxaul4ero cbnracuo flpunorrenue 1

l,Ilpueuo-npeaaBareJleH npotoxol") or Crpaazre trltr4 TexHIt ynGnHoMoI{eHI{

npeAcraBl{Terrr, ,n"4 ,tpou"pnu 3a: orctcrBlre ua ,,Hecrotnercrsus" (HeAocrarbq '
AeQeKTt4, rroBpeAn, tuncu uluttu EesboTBeTCTBH.f, Ha AocTaBeHaTa Me,4uuI'rscra alaparypa

r/rrrt nptn4py*aBarllara t Ao(yMeHTaqIls u aKcecoapu c I43Ilc(BaHI4tra Ha Hacrotluut

,{oronop,KaKToI{crexHlrqgcKl4TexapaKTeplrcrlrKl4IrcIr3I'IcKBaHvtra'npeAcraBeHrrB
-l sxHflqecroro [peAJro)Keur{e na tr{gntnuurem lr Texnlrqecrara cneqn<pltKallufi Ea

Br:roNu'renl),HarI'IqI4eHaoKoMrIJIeKToBKaHaAocraBKaraI4[pe'4craBtHeHaAoK]MeHTI'ITo'
Ir3rrcKBaul[ ce c'.JlacHo roqKa 1 ua Hacrotrlara arl4neq. flplterrao-npega-eareJrHlltr rlporoKoJl

cbAlbpxa ocHoBaHr,reTo 3a sGcTaBrHeTo rrly (uorrep ua 4oronopa), cepueu norr'rep/cepnfiHrn

HoMepa r4nlr Apyrz uAenrr'I$uqupanlr4 aflaparypara aHHLT' [peAMer Ha AocraBxa'

3. Zgn:snnfirersr yre4ourna Br,:loxlzreJlt n cpox or 3 (rpn)'AHIa npeanaplrreJlHo

3a KOHKperHIlTe /{ATLI 14 :cI c, Ha KOI{TO qe ce I'I3B6pIrur aocraBKara' IIpu npe4alarreto na

MeAzql.rucrara anapurypa' I4gnslunrelrr oczryptBa ira BtsroNure[tr Heo6xoal'Il4oro

clone.E o6croqreJlcrBara BpeMe ,4a t nperneAa 3a fl8n14 HectorBercrBt4.f,' Karo cblloro He

Moxe Aa Ha,4BI4IIrana 3 (rPn) auu.
4. flprl noucrarupaHe Ha IBHI4 HecborBercrnr'tr' BtsloxtlreJltr I'IMa npaBo aa

orKaxe Aa rloAn"-" ,rp""*o-npeAaBareneH llporo(on B resu clyuar'r' CrpaHure noAll4cBar

Koucrarr{BeHrlporoKoJr,eKoiiToceoflIlcBarKoHcrarlrpaHlrreHecborBercrBl4t'14ce
nocoqBa "ponui 

u roftro c:uqnre rqe 6sAar orcrparrenlt' Cle4 orcrparuBarle Ha

,raa"oru"r"tu*ta, Crpanure Iroa[I'IcBar AByc-TpaHeH llpueuo-npe4anareJreH rlpororon 3a

rpl{eMaHe I{a AocralKara. B cnylafi 're HecborBercrBlrsra ca cr'tqecrBeHll u ue 6's4ar

oTcTpaHeHIIBpaMKIlTe:FralLalienLIfrorBl:loxr.rrel{cpoK,I4nIInpllsa6anxueHaAocTaBKaTa
Ha MeAI,tqr.iHcrair a anaprypa c rloBeqe or 30 (rpz4ecer) 4nr't' BrsloNureJltr I4Ma IrpaBo '44

rrpeKparl,I AoroBopa, Ka(To I4 rrpaBo Aa rlonyqn Ireycrofira e pa:llep na 10 % (lecer

npouenm) or croftHocrra Ha AofoBopa' KaI{To I'I Aa rIoJIyq[ o6parno BcItqKIr flJIareHIr

aBaHcoBo or Bt:loNureru cYuu.
5. flo4lucnauero Ha p eMo-rlpeAaBareruus nporoKolr llpzlonceuue 1 6es

ga6eleNrra][lwacu]Ia1]aHaIIpeMaHeHaAoctaBKaTaoTcTpal{arraBl::roNIarel.'I,oOBeHB
cryqasre Ha cKpl4TI{ Hec6orBercrBl{.u' KOIITO He Morar aa 6lAar ycraHoBeHt4 rlpll

o6nKuoseul4g rlperneA ua MeAEuuHcK ata arrapatTpa' flpueuanero Ha AocraBKara Ha

Meazullucrara anaparypa c llplrerlto-npe4asareJrlrnr rporoKoJl no llpu:roxeune I HtMa

oTHO rel{Ire (6M yoTarroBeHure BrrocJleAcrBrie B fapaHqlroHHlrt CpOK H9CGOTBeTCTBI'i''

6.Bssroxflrersrce3aAbJIXaBaAayBeAoMIrrlvcMeHoLIgutlnure:r'r3aBcIrqKI'I
cKpr{TLI HeCbOTBercrBI{t, KoI4TO He e MorGJI Aa y3Hae rlpfi flplroMaHero Ha AocraBKara B cpoK

.qo I (rpn) AHI,r or y3HaBaHero nM' Ho He rro-KtcHo or rr3TurraHe rra rapaHIrI'roHHI4t cpox'
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T.flpuuzuruuueHa'BHI4Hec6oTBeTcTBI,I',[ocoqeHl4BKoHcTaTIIBHI4{IIpoToKon
rro To..rKa 4 ulsnv pr4 Halrrql4e Ha CKpr4Tr,r HecSoTBeTCTBLIt, KOHCTaTITpaHI4 Ot BGSroNI4reIq

r.r cto6rlenn ua I4gnlbJruurerq no peAa Ha TOqKa 6, I4sntlnurelar 3al4eHt aocTaBeHaTa

MeAI.tUttUCra an ApATypA LIm4 cbOTBeTHlIt KOMIISIIeHT Cbc ctoTBeTcTBatUI4 c Il3IIcKBaHI4tTa Ha

Hacrosull4.,I ,{oronop B cpoKa, nocoqeH cborBerHo B KoHcrarIrBHIrt [poroKoJr pt/uttn n

pa3yMeH cpoK cJIeA DoryqaBaue Ha yBeAoMJreHl'rero Iro-ToqKa 6, xoftro He Mo)Ks Aa 6lAe no-

autt"a ot 14 (uetupuuagecer) AIrn IrJlIr IIeHara rro ,4oroBopa ce HaMarsBa cGorBerHo c

IIeHara Ha HecGoTBeTcTBaruI{Te KOMIIOH9HTII I'IJII'I C pa3xoAl',ITe 3a OTCTpaXSBaHe Ha

Hecr,orsercrsu.tra, axo roBa He Bonlr Ao npoMtl{a B npeAMera Ha [opr'qKara I{ 3ana3BaHero

Ha re3l{ KoMnoHeHTI4, rro3BoJrqBa HopMaJIHara eKcn:roaraqur ira MeAr4Ul4HcKara anapa"fypa'

8.Bcny'rar'IreHaHec6orBercrBrrt,rocoqeHltBKoHcrarr{BHI'ItlporoKonnoroqKa
4 Br:noxureJltr He ,qbJIxI4 3anrarfaHe r{a IIeHara no vl' 3, u' 2, 'r' 2 tpepu

oTcTpax.{BaHeToIIMIIII3IIBJIHeHfigTaHaocTaHaJIItTeycnoBI,I'3aInalqaHe,IIpeABI4AeHI4B
loronopa.

(2 ) MouraN
1. tr4gnlbJlur,treJlsr e AJI6XeH .qa [pIIKnIoqI4 I43n6nHeHveTo Ha Bcllq(II AeI4HocTI,I

cB:bp3aHr4 c MonT Ka (uucrzuraqurra) rr BsBexAaHe B eKc[JIOaTaIIUt Ua MeAuIII4HCKara

aflaparypa B cpoK or 7 (ce4eu) KaJIeHAapHIr AIrIr, cqlrrano or aarara Ha rIoArII4cBaHe Ha

rrprreMo-npeAaBarenlrut flporoKon llplr:roxeirue J"M'
2. 3a uanlpureuut MoHToK rr BbBexAaHe na MeAzquncr<ara afiapeffypa B

eKcnJroararlfit Crpanure, I4nI'1 yrlT,JrHoMorIeHI.I or r's'x JIItua IIoAnI{cBar ABycrpaHeH

nporoKoJl, n:sr $oprraata I.I c6c cr,AbpXaHIroTO IrO llpunoxelrue Nl 2, uepa:4elua qacr or

Hacrorlqut ,{oronop. Bt glolru'rensr IzMa npaBo Aa orKaxe Aa noAnlrrle aporoKoJra Iro

HacrorflIus rorrKa Ao oKoHqareJlHoro BbBexAaHe na Me,4uquncrcara anapalypa B

e(cIIJIoarauH.tI, B creflen no3BoJItBaIqa He3a6aBuara v 6e3[perl{TcrneHa yuorpe6a'

(3) O6Yueuue na flepcoHa,'Ia

1. B clyvafi qe ZgntrmurelEr I{Ma olpeAeJIeHIt rl3rlcKBanl4fl (6M

r<na,ruour<aqurru " o6'pasoua""ero Ha cfieql{ajr-I'Icrl4Te, KoI'ITo rqe 6tAar o6yuanaau' roft e

AJrr,xeH Aa )tseAoMlr:a rona BbsroN[Teirt' rII4cMeHo' B cpoK or 14 (uerupuuaaecer) AHI4 or

IIornEcBaHe Ha Hacrotxj,un ,{oronop. Brgroxrlren.tr [peAocraBt ua I4:n:snuz'rel{ cnucl,K

Ha nrrrlara, Kor,rTo cneABa Aa 6rAar o6yqeuu sa pa6ora c MeAaur,mcr<ara anapaTypa B cpor< oT

7 (ceAerur) AHr,r oT noJrf{aBarre Ha I{3I,IcKBaHus'td. Ha tr4zrlEIIHvTe]Jt' vnr4I'I3TItqaHe Ha cpo(a IIo

Ip9AXoAFIOTO IBperreHI'Ie.

z.tr4gnsJlurzreJlfireAns)(eHAanpI{KJIIoquo6yreuueroHac[eqItaJIIIcTI4TeHa
B:sglroNrarels B cpoK oT 10 (Aecer) KaJIeHAapHI4 AHII, CqETaHO OT AaTaTa Ha [oaIII4CBaHe Ha

[prreMo-rrpeAaBaTeJrHr4r rrpoToKon llpunonceuug Jtlb 1. I4sutlHIrrentT e AnI,xeH Ao Ocuryp]r

aocrar:I'qeH 6poft o6yranaug, Kar(To 14 flpr4clscrBfiero I4M Ha Mqcroro Ha aocraBKa I'I

"rr"r*"p*" 
na Me4llquscr< ara a aparypa' Karo BpeMero u rpa<plmtt ua o6yrerue ce

c'brJlacyBar n rIcMeHo MeN,qy CrpaH dre.

3. 3a usntpurenor:o o6yueuue Crpauure, ItJIn FIcnHoMorIrgHI{ or rtx JIItqa

no4rfllcBar ABycrpaueu [p{JToKoJI, nln $opuara u cbc ctAr'pxannero no llpznorxeHlre Ng 3'

Hepa3aeJlHa qacr oT HacToruur '/{oronop. 
tr4gn6nHfiTeJtgr He Hocli oTroBopHocT la sa6aBque

na o6yuenr.rero fiopaAH oTc:hcTBr4e Ha cnequajlucTure ua BtsIoNIITeJUI IIO BpeMs I{a [epIIoAa

na o6yvenuero, IIpt4 ycnoBrre, qe e yBe.uoMr.rJr rlrzcNreHo BGsIOrrvTeJUI 3a TaKOBa OTCGCTBVe.

4.3attssa Ha cneqlraJrlrcrlr, noAnexalq[ Ha o6y'renlte e AonycrrlMa s cpox Ao 1

(e,qr4H) It He noBeqe or Be,qHB)K.
f,I.neu 6. Koraro ZsnaffIzrertr e

no,ulr3rrtJlHeHze, pa6orara Ha rroAlBnbJrHrireirlrre
cKJrroqI4JI goronop/4oronoPr 3a

ce fiprreMa ot Btgrortriters s
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IIDI{CbCTBI,IeTO Ha I43nbJrHIIToJIt I{ IIOAIBnbJIHIIToJI' IIO peAa I4 npn yCJIoBI4{Ta Ha HaCToslqfit

,4oronop, [pI4JroxI.IMIt K:bM tr4gnr,mrurelr'
ll.res 7. Ilpe*ruuaeaue Ha cobctseHocrra Ir plrcna

Co6crneuoc'rra lt pltcKa or clysaino [oBpex,4aHe IrJIIt rroruBaHe Ha

MeAfiuIaHcxara afiaparypa, npe.qMer Ha AocraBKa npeMllHaBa or I4gnrlnurelt Br'pxy

Bbgroxurers or Aarara Ha rIoAlI'IcBaHe Ha flpororola sa MoHTa)K 14 BtBexAaHe Ha

MeAurlltrcrara anaparypa B eKcllJroarallut flpnnoxteHue No 2'

IV. IIPABA II 3AA1'IXEHI'I-fl HA CTPAHI4TE

Ilneu 8. flpana r'r 3aAbJrrr{eHrrfl ua }Ignr'tur'rrels
1.tr,Isn:6JIHEreJI'f,rce3aA6JIXaBaAaAocTasu'I4HcTaJIupavBT'BeAeBel(cnloaTauus

Me,quqr.rscrara alaparypa, [peAMer Ha Hacrottqut ,[ororop, orroBaptua Ha rexl 'Iqecrr4Te

flapaMerpll, npeAcraBeHn e TexHlaqecxoro npeAnoxeHne Ha I4snlrur4Terr Ha

Texnuqecrara cneufiozraqu.f, Ha B,6SrONI.IreIt, oKoMnJIeKTOBafia CT'fJIaCHO II3nCKBaHIISTa

na .rr. 5, at. I u [pIIApyXeHa c6c csoTBeTHI{re AOKyMeHTI'I, (aKTO It Aa [pexBbpJIII

co6crneuocrraBspxyHe'rraBT,gJIoNII,re[sBAoroBopeHlrTecpoKoBeI,IcllnacHoycIoBu'ITa
Ha Hacrot{tulte,{oronoP'

2.Vlznt'rruur.et,IreAJI6)I(oHravsrrr[r]drl3aA6JlxeHl'ItracllIIoAoroBopalraa
ynpaxntBa Bcr.rqKlrre cI{ lpaBa' c orJIeA 3arqllra uurepeclrre na Bls3JloxlzTent'

3. tr4gntmr[tensr ce 3aA:bJIXaBa Aa r43BT'pIIrBa reKy Ia noAApr']r(a u rapaHIII4oIrHo

o6c:ryrxaaue sa Me4zquncxara afiaparpa B paMKI4Te Ha fapaHI{I{oHHI'It cpor' npu

ycroBusra u cpoKoBere ua tosu .{oronop, csorBerlro flpu ycnoBlttra Ha rapaul]Irtra'
.4.tr4snT,IuureJl-f,rce3aASJIxaBaAaoTcTpaIIf,Ba3acBo'cMeTKavBAofoBopeHI{Te

cpoKoBe BcvqKri HgCGOTBeTCTBr,rq, rroBpeAr4, AeoeKTIi Ialunu orrnonenll{ Ha AOCTaBeHaTa

MeArzquucra a aparypa potBeHlr uluttu ott<putu B paMKI'ITe Ha rapaHIIItoHHIis cpoK'

KOHCTaTrrpalrv u npe.qsBeHu no peAa Ha HacTo.finlItt ,{oronop !l cbnlacHo rapafiIlt4 oHHI'IT9

ycJroBlrt. I4su:BrHfirersr ce 3aAbJrxaBa rlplt orcrpaH{BaHe Ha [oBpeAI4' 'ueQeKTq 
unl4

He,uocrarr,Ill4, KaKTo I4 rlprl I*BrprIBaHe sa iapanquonuoro o6cnyNnane Aa Brara caMo

opurlrHanHll pe3epBHl'i qacTu I'I MaTepI'IaII4.

5.tr4gn6Jlrrzrerl{rce3aA6nXaBaAacna3BanpaBI4JIaTa3aBETpeIIIHII'peA,KaKToI.
xuMeHHI,ITe It3LcKBaHr4q r4 u3I{cKBaIru{ sa 6esolacgocr B rloMetqeullf,Ta lta tr4gnrmrplrelg u

na rr3rrsJrusBa 3aaGlxeumTa clr no ,{oronopa 6er 4a npeuu Ha HopMI}JIHOTO [pOTArIaHe Ha

pa6orara ua B:ssrorctrer.f, '
6.|Ipuro.rrroI{HaBpeMeHHoI,I3[5JIHeHI{eHa3aAsJIXeHI4'TacI{floHacTo'uus

,{oronop, zgnsmrlrterist rEMa flpaBo Aa rroJrylr4 qenara no .{oroBopa, csrJ1acHo oIIpeaeJIeHI'It

HAqI,IH HA NIAIUAHE.

7. LlsnsJlulIreIrr ce 3an6JrxaBa Aa CKJIIOqII AoloBop/,qoronopu 3a IIoAII3IIlbilHeHIIe

c nocoqeHl4Te n o$eprara My rIoAIr3rl6JIHnreJIr{ B cpoK or 7 (ce4eu) AHI'I or cKJIIoqBaHe Ha

Hacrotrur4s ,{oronop. B cpor< 4o 3 AuIa or cKJlIoqBar{ero Ha AoroBop 3a [oaIl3nGJIHeHI4e UJII4

Ha Ao[tJIHureiIHo clopa3yMeul4e 3a 3aMsHa Ha trocoqeu n o$eprara rIoAr]3n:bJIHI'ITeiI

IBn6JIHfiTeJI'TI{3IIpaU]aKoIIl{eHaAoloBopaIiJIItHaAonT,JIHIITeJIHoTocIIopa3yMeHI4eIIa
BT,3JIOXI4TeJDI 3aeAI{O C AOKTBaTeJICTBa, qe Ca II3n:IJIHSHI'I yCJIOBl4tTa nO un' 66' an 2 U 1I

3OTI.
8. Llgntlnurensr IaMa rlpaBo Aa Ilcra or Bt'groNure[t ueo6xogulroro

cr4eftcrnue 3a oc! IecTBtBaHe na pa6orara no ,{ororopa, BHIIOTII4TeJIHO IIpeAOCTaBtIIe Ha

nyxnara uusop Ma\r4fr Lr AoryMeHTt4 3a Ir3nr,rHeHlre Ha ,{oronopa u ua neo6xo'{'unaut Aocr6n

ob aro*attf"t"nta 11a Btglol11IreJul, B ltoIITo u1e ce lrourupa MeAnquHcKaTa anapaTlpa'



9. I{sflr,rgn'rerfiT ce 3aA:bJrI(aBa Aa I{3Bbp u o6yqeH[e Ha MeAI4III'lHcK4fl

rrgpcoHaJl, sa B:s::roxurels B yroBopenl4Te cpoKoBe u rpa$ux' n cbrJlacHo AoroBopenrrre

ycJroBrrfl.
10. tr4gnrmrr'rrertr e AJrbxeH Aa orcrpaHl4 3a cBoE cMerKa BcItqKI{ noBpeAII

HaHeceHIr Ha I{MyIIIeCTBOTO Ha Brsrox(I4reJlt' KaKTO I{ Aa o6e3uerE BctKo rpero Jrt4II9' Ira

Koero ca HaHeceHIt BpeAIl rlo BpeMe I{a 14 BrB Bp63Ka c uonraxa/uncrararJfiATa tr

BbBexAaHero na MeAurluricrara aflaparypa B eKcfliroaraufis'

r{len 9. Ilpana u 3aAbrr(eHus na Br':JroxureJrs

1. IIpz ao-6pocbBecrHo It rollHo I43rl6JIHeHIre Ha 
'{oronopa' 

Bbgroxurensr ce

a*un*uuu .qu ,urrout" o6ututu q"Ha rlo qJI' 2, al' 1 or rosrl '{orolop' 
c6rJIacHo ycnoBfisra 14

IIO HAIIIIHA, IIOCOTIEH B HETO.

2. Btsroxurer{T ce 3aAbrxaBa '4a nplreMe Aocral(ara na Me4ltqzncrtara

unuputypu, npao*at n1 ,{oronopa ao peAa ua ul' 5' ar<o orroBap'tr Ha AoroBopeHI4Te

r43r.rcKBaHI,Is, B cpoK Ao : ltpu) 4uu cJIeA nllcMeuoro My yBeAoMtBalre' KaKTo Ir Aa ocl4rypl4

.trocrr,rl Ao rloMeqeulr.f,Ta cu.u neo6xoAuMltre ycroBt4s 3a MoHTaxa Ir BbBexAaHero B

eKcIInoaTalll{t.
3. Brsroxfirergr I4Ma npaBo 4a ncra or I'IsruruvreJlt Aa IBffinHI4 AocralKara Ha

MeAuquucrara afiaparypa ou'no"-J*""" n vl' 4' ur' 7 o'r [oronopa aApec' B cpor z 6e:

oTKJIOHoHI,I' OT AOTOBOpeH[T9 lI3ItCKBaHI',It'

4. Btgnoxurel"t "" 
auotn**a,4a c:sAeftcTna [prl [poBexAaHe ua o6yueuuero

Ha cBorrre cIIeqIraJII{CTIr' Karo ocufyptBa [pI4CSCTBI'IerO I4M B AOfOBOpoHoro BpeMe'

5. Btgloxure:r'aT I{Ma IrpaBo Aa roqyqaBa l4n$opnaqrar no Bc-aro BpeM:,:lnocHo

flo.[roroBKara, xoAa u opfaflrl3aufif,Ta Iro Ir3IIlbJIHeHIrero Ha AocraBKaTa 14 AetHocrl4Te'

npe4uer ua ,{oronoPa.
6. Blsroxr'rrerqr I'IMa npaBo Ira peKJraMaIIIrt no oruorlreulre Ha AocraBeuara [o

,{oronopa MeAIEqr-trcra uuapa'ypu, oanto o orHollreHl4e Ha MoHTa)Ka rl uncraraqutra' npu

ycnoBlrtra rlocoqen" u ,tu",o"tqux ,{oronop u cr,ulacno rapa:lllllonulrro ycroBus'

7. Blg;roNuT e:r sr vwa [paBo AP rr3r4cKBa or tr4gnusureJl{ 3aMtnara Ha

Eec6orBercrBarla c Texguqecrute cueqliouKarluu uluttu 4e$er<'rua Me,4raqiancr<a afiaparypa

u/u:rurrefiuuxoMnoHeHTIt,KaKToItoTcTpaHsBaHeHaHeAocTaTsIII,ITe,IIopeAaIIBcpoKoBeTe,
onpeAeJleHr4 uacroarqrlr,{oronop'

8. Basrox[Tersr nttu 
"puuo 

aa orKaxe [p[eMaHgro Ha AocraBKara' KaKTo It aa

3arrJrarr{ r{3rlrJro r,rJrr,r qacrr4qgo ,I"t-u tto floronopa. rcoraro tr4snlrHfiTeur He c[a3Ba

rr3r4cKBaHlrflTarru,4o.ouopuuTexnuqecraracneqr'r{rararllrt'AoKarotr{gnbjrHlIrer.f,rue
r{3rr6JrHrr I43qtJIO CBOUTe 3aAsJIXeHI',It CbrJracHo ycnorrarra ua 

',[oroBopa'
9. Bt sroNl'Irerfilt I4Ma npaso Aa I'I3IrcKBa or l4gntmrntelg Aa cKJIIoqI4 14 Aa My

rlpeAcraBtr Korlag or AoroBopl{ 'u "o4"t""o"euue 
c nocoarer{vre B ofreprara uy

IIOAl43116JIHITeJII{'
10. ts:s:loxzrelsr e,4rt'xen Aa H€ pa3rrpocrpauf,Ba rroA Ka(Baro z 4a e @opua

Bcr(a rlpgAocra;eua My or tr4gmlurarers 4nsoplraqlrx' I4Maura xapaKTep Ha rrrproBcKa

rafiua u uspuT no ylloMeHara or tr4gnlmrurelq xaro raKaBa B fipeAcraleHara or uero oSepra'

v' IAPAHUI4OIIHA OTIOBOPHOCT u IAPAHII4OHHO
OBCJIYXBAHE

,'MHOIOITPOOHAHA BO 3A AKTI4BH O AB'lEUaE:49E!aq"
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tl.req L0'
( I ) I-apaHuuoHHa orfoBoPHocr
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1. tr4snlsrufirersr raparrrr.Ipa nt,Jlrrara ipynrcqrlouanua roAuocr na MeAurlzncr<ara

aflapaT}pacB|JIacHoAo|otsopeHoToflpeAHa3HaqeHl4e'KaKToIIcT,|JlagHoTexrruqecxoro
rrpeAnoxeulre, Texr ,r'recKara cnequ$ Kaur'rs I4 TexHl'IqecKure crauAaprl4 3a KaqecrBo 14

6esonacHocr,
2. B paurure Ha rapaHur{oHHr,rx cpor llsntlnureltT oTcTpaHtBa c'bc aBoIl cvnv rI

cpeAcrBa scuqrIl Hecr'orBercrBl'It na Me,Aurlugcnara afiaparypa' cborBgrHo noAMeIr{

AeQer<rupa.,rr.i 'racrn uluru KoMnoHeHTrr c HoBI{, cl'rJracuo rapaHIIItoHHIzre ycroBr4s 14

Texsr,rqecr<oto npoAJIoxeHI'Ie Ha I4gntffrureJrs'
3. Pennalrauuouno.ro cso6rqeHue sa Ba:noNureJlt MOXe Aa 6r,Ae IEnpaTeHO nO

<farc, rere{ou, eJIeKTpoHHa rro la tlillr o6uxuoseira norrla' ?IgnrJruuTentr e aJIT'xoH Aa

"tttputt cBor{ nnanu$uqupann npeAcraBlr enfi Ha Mtcro 3a KoHcrarupaHe 14

u4enrusuqupane Ha floBpe,qaTa B cpoK oT 3 (rpu) Auu or IIoJITIaBaI{e Ha poKJIaM.uII4oHHoro

cro6ruellue na B:sg.noxzre[s. IIpr nzszrara ua cepBII3HI4t erun na I4snlbJIHvTer'. Ce CGCTaB'

(oHcrarllBeH rlporoKoJl 3a IfiBlbplleHoro rexHl'Iqecro o6clyncnaue, BvAa Ha noBpeAara'

pa6orr.Ire u cporr,'r neo6xoAI4MI4 3a orcrpaHsBaHero, s Asa e,quoo6pa3Hl{ eK3eMrlntpa'

4. tr4gntrinpl r:enrr ce 3aABJIxaBa Aa orcrpar{Ia Hacrr'IIIIJIa [oBpeAa r cpor< or 7

(ceAeM) AHr,r r{Jrrr [o-KpaTbK, Cqr,rTa]ro oT aaTaTa Ha KOHCTaTItpaI{ero na nonpe4ara. flplt

HeBt3MoxHocr 3a orcrpaHtBaHe Ha Hacrr'nlrJra rloBpeAa B cpoK or 30 (rpugecer) 4uu'

I4gntrn[tetrst ocuryptBa Ha Btgroxfiters odoporua afiapdrypa' Kotro ce 3aI6JIx(aBa aa

MouTlrpa rI BGBgAe B eKcnJloararll4t, or ccrlut ulu noAo6en (Jrac Ao [6JII{oro orcrpaJltBane

ua 4esirra/nonpeAaTa, Karo rapar{qfior{Hr,r.sT cpox na MeAurIuHcKaTa aflaparypaTa' B npollec

Ha rro paBsne, ce yAbJIlKaBa ctc cpoKa rlpe3 rofiro e rpae:ro orcrpaHtBauero Ha IloBperara'

(2) f apanqlronlro (cepnu:no) o6cnyx<nane

tr4gnuruurenrr ce 3aAbJr)KaBa Aa ocllfyprl Ha Btgroxurers fapaHIII'IoHHo

(cepnr.rono) o6c:ryNnane na MeAnrlr4ncKar a arlapaTypa B rapaHIII4oHHI4t Cpor<. tr4snr:[uarellt

ce 3aAT,JIXaBa Aa u3BbprIrBa c rIpeAI'IMcrBo lapaHql4oHuoro o6c:ryxrane na MeAnq{Hc(ara

alaparypa na Bt gloxtnrel.s flo BpeMe Ha uenllt rapanqlioueH rIepHoA' B cpoK He IIo-KlrcHo

or 3 (rpr.r) AHu or flocrtrlBaue Ha 3MBKa 3a o6clyxcnaue or crpaHa na Btg:rorxurers'

fapanqfio"noro o6cnyxnaue ce ocT, IecTBsBa Ha MSCTO, B IIOMeIIIeHI{.'ITa na B:r,sloxurorr,

or oropl{3l{paHlr [peAcraBr{TeJlr4 na Zsnsrlil{rer g' a npz' HeBt3MoxHocr - B cepB]43H4

crpyKrlpa Ha I4:n'sluu,relg

vI. HEYCTOfrKI,I

qnerr11.(1)IIpuaa6aseHoI43II6JIIIeHIIeHa3aAT,JIXeHIl.f,no,{oronopaoTcTpaHa

Ha llgnsruzrerr B Hapy[reHue Ha rIpeABI{AeHrrre B To3It 
'{oronop 

cporoBe' cr'lll4tr 3annarua

ua Brgroxrllerq ueycroftra B pa3Mep na 0'05 % or cyMara no qr' 2' a;r' 1 ga ncexu

npocpoqeH AeH, Ho He rloBeqe or 20 Vo or o6rqbra qena no ttt' 2, wl l '

(2)IIpu:a6anarraBts:roNzrel{3aIt3Il6JIHeHI4eHa3atr6jI)I(eHI4'TaMy3a
rrJrarqaue no ,{oronopa, c:nlql{tr 3anJlarla Ha I4gnlrH[ter-[ ueycroftra n pasuep ua 0'05 %o or

AbJrXIrMara cyMa 3a BceKIt fipocpoqeH AeH' HO He noBeqe o't 20 Yo oT pa3Mepa Ha 3a6aseuoro

rrJratuage.
(3) IIpu Heu3ntrHeuue or crpaua na llsntrHfirert Ha 3aAbJlxeHuflTa My 3a

o6yreulre 
"u'rrrp"orr*u 

na BtgnoxuT el s,i|lzwt'tnt:lnet.lir 4uNu ueycrofirca n pa'suep na 5

% or o6uara qeHa rlo qJr. 2, an 1.

(4) llpu cl{creMHo (rpz z noneue nrru) uezsrcnueHne Ha 3a"qbJIXeHI4sra 3a

fapaHrlrrouHo o6cnyxnane uluttu rapar':{:z'or{HlI peMoHTIr B cpoKa Ha tapaawflTa'

!fun:bnnl4rersr AbJIxo'I Ha B'lsnoxrurenno neycroftra B pa3Mep sa 10 Vo or o6ulara qeHa IIo
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qr.2, aL l'.
(5) npu rItJrHo HeI{3nBJIHeHIre Ha 3aAtnxeHlttra 3a rapauquoHuo o6cnyx<nane

u/unn rapanqlroHlllr peMo{TIr B cpoKa Iro rapaHlllrfiTa' I4srulunrellr Alsnxlr Ha

BsgJroxfiriff HgycroiiKa B pa3Mep Ha 20 yo (AsaAecer npoqeura) ot croftnoctra na

,[oronopa.
(6) Bt:rioxc4TeJltr Moxe Aa fipereHAl{pa o6egrqe'renue 3a HaHeceurr Bpe'ql4 Iz

nponyatu* nona" no o6qur pe4, Ire3aBIrCI'IMO OT I{aqI{cJIeH[Te neycroftxu I{ He3aBlrcrrMo or

ycBotBaHeTO Ha fapaHur{tTa 3a lt3rl6irHorrlro'
' (7) Heycroiir<ure ce 3anJlalqar uesa6anuo' [pI{ [olIcKBaHe o,r BtsloNurell' no

"n"r"-u 
6un*osa c\'{erKa s IItr4B A,{: BG 81 FINV 9150 1016 8843 94'

VII. ilONIBIIT,JIHIITEJIII

IIIeHl2.o6qlrycJonusflpI{JIoxI{MIIrr'uflogu:nr,rHuTeJll'Te
(1) 3a usn:oprunaue ua ,4efinocrure no 

'{oronopa' 
tr4snlrrnurellr I4Ma rlpaBo aa

IIOJBBa caMo IIOAI13IISJIHIITCJII4T9, nocoqeHl4 OT l{efo r o$eprara' 863 OCI{OBa Ha KosTo e

r,n6pan :a I'bntJrHI4TeJI.- 
A) flpoqeurHoro y{acrlre Ha [oAI43rIT'J1HI'ITeJrure B ueHara 3a Il3n'bJrHeHIre Ha

,4oao"opa ,r" *oNe .qa 6:sle pa3JII{qHo or Ilocoqelroro r o$eprara na trftrItJIHIrreJIt'

(3) tr'tsnr'nurEToJltr Mo)Ke Aa I{3BbpIIrBa 3aMtlra Ha rlocoqeuure noAIr3[r'JIHI4Tenr]

3aIBIIGJIHeHIIeua,{oronopa,KaKToIIAaBKJIIoqBaHoBI4IIo'ru{3I16JIHI-ITeJIITBIIpeABIIAeHI,ITeB
3OlI cilyuar,r u npll npeABI'IAeuI't:re r 3OII yclonur'

' (4) HesaBnclrMo or lr3rloJnBaHero Ha IroAI{3[IJIHI4TeJIII' orroBopHocrra 3a

r43rrTJrHeHIre Ha Hacroxrqr-r.f, Aoronop u ua I'Isntluutem'
(5) Crclovnauero Ha AoroBop c IroAIr3nbJIHIrrel' r<oftro He e o6sseH n oQeprara

na Irlgns:rnurel, r{ He e BKJrrOqeH rro BpeMe Ha I43IISIHeHI{e na ,{oronopa rlo [peABI4AeHI4s B

3ofl peA rrJIIr LI3[sJIHeHr{ero Ha 4eituocrure [o AoroBopa or JIItqe' Koero He e

noA"arr"nntt"o, o6lneHo B oseprara Ha tr4sulrHuterg' ce c.uvra 3a HeI'I3nbJIHeHI4e r{a

,{oronopa v e ocHoBaHne :a e4uocrpauno flpeKpartBaHe Ha AoroBopa or crpaHa Ha

Br'sroxurert u 3a ycBo.f,BaHe Ha rt6rHl4s pa3Mep Ha rapanul4tra 3a Ir3nGJIHeHIre'

llnen 13. .{oronopu c rroArr3rlbJrlrrrreJlu

llpu crlroT naner6 ua ,{oronopr'rte c rIoAI43rI6JIHItre: 'rre' otfepupaur'r n o$epmra

na Irlgnr,mtureJl , [ocJrgAH[tT e AJIGXeH Aa c63,{ale ycJIoBIIfl I{ fapaHqIIU' q9:

l. npuloNuuure KJIay3Ir ua ,{oronopa ca 3aAGnxIrreJIHIt 3a [3IIIJIHeHI4o or

NO JII.I3116 JIHI{TEJII4TE;

2 leitctsuflTa na floAugnt'':rnureJ 'I-Te HsMa aa AOBoAar flptKo IIJrI{ KOCBoHO AO

HerBIIrJrHeHIre Ha AoroBopa;
3. npu oc:rqecrBtBar{e Ha KoHTpoirIrI4Te cn $ynr<uuz no '4oronopa 

Bt3[oxlireJltr

rrle Moxo 6esnpenxrcrreno aa Il3BbpIIIBa rlpoBepra na Aeftnocrra 14 AoKyMeHTauI'Itra Ha

[O.trII3II1'JIHI.ITeJII4Te.

{.nen 14. Pa3[raEaHe c IroAIt3rIbJIHIrreJrI'l

(1) Koraro qacrra or nop6q(ara, Ko.trTo ce I43rrsJIH-aBa or Iro'qI8nr'JrHItreJI' Moxe

Aa 6tAe rlpeAa4eHa *uro otA"'i"" o6em na I4:ntrnrare:lf, rrltv Ha BtsnoNntelr'

BGsroxurertr garlJlalqa Bb3HarpaxaeHl{e 3a ra3li qacr AI4peIoHo Ha rIoaIr3rItJIHI'ITeJIt'

(2) Pa:nnanrarulgra flo arilrnes I ce oct'lqecrB-xBar BT'3 ocuoBa Ha I4cKaHe'

orrrpaBeno or [oAIBnbJIHItrers Ao B:rsroNurelr upes I4smnnIlTert' rofiTo e AJrr'xeH ra ro

np"ao"tu"t na B:rsroxnreJl-t n 15-Aneseu cpoK or rloJly{aBauero My'
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(3)Ktu'cKaI{eToIIozrnl,IHes2I{znrtmtlteltgTfipeAocTaB'cTaHoBlIIqe,oTKoeTo

Aa e BITAHO AaJIIT OC[OpBa rI rarywr]r1.rf,?-t4lrv qacT oT TtX KaTO He'q1,JDKIrMi'L

(4)Berroxn'rerrgTI,IMaIIpaBoAaoTKa)IteIIJIalqaHeIIoa!-II,IHefil,KofaToI4cKaII9To

3a IIJIaIIIaHe e ocnopeHo, AO MOMeHTa Ha oTcTpaHtBaHe Ha [p[r{I4HaTa 3a OTKa3a'

VTI. YCJIOBI{fl 3A IIPEKPAT.flBAHE II PA3BA''ISHE HA

noroBoPA

It;res 15. (1) Hacrorulfisr,{oronop ce nperpartBa B creAHnre cryr{au:

l. no ssaurllto ctrJracue ua Crpauure, I{3pa3eHo n wrcuena tpopnaa;

2. c nsru'raue Ha )ToBopeHI'It cpoK;

3. roraro ca HacT6nr4JII{ CsrqecTBeHII npOMeHII 868 IpITHaHCUpaHETO Ha

o6uecrBeHara aoptq(a - [peAMer na ,[oronopa, rl3Br'H IrpaBoMouII{{Ta Ha Brsloxztell'
Rot4To rot He e Mor6Jr r.rJrn He e 6un 4lT,Nen ga npel:Brt4v vnv Aa fipeAorBparl{ - c rlrcMer{o

yBeAoMJreHIre or Bt:noNnT e:r.s' BeAHara creA HacriblBaue Ha o6crof,rercrnara;. 
.flpuuacmnnaueHaEeBIIHoBHaHeBS3MoxHocT3aII3[T'JIHeHIIeHeIIpeABI4AeHo

"lrr 
,r"rrp"gotuparuro cr,6url{e or n3BlbHpoAeH xapaKTep, Bs3HIrKHturo cilea cKJlloqBar{ero Ha

loronopa (,,nenpeoAonuIr'ra czla") aa cpor< no-4lrrcr or 30 Anlr'- (2) Bt sloNureJllrr Mo)I(e Aa rlpeKparlr ,{oronopa 6es npeguanecrue' c

yBe.[oMneHI4e, ]I3npareHo Ao tr4:nr"Hl4rers:- 
i . npl4 clrcreMuo (rpu n uoneue mrz) uerasnr'lueulre Ha I'Ignlrntmers Ha

3aAbJrxenl{tra 3a rapanlrnouuo o6clyx<nane ulu; rapastluoHH peMoHTIr B cpoxa Ha

fapaHrJufr"fa; r4lrrl
2.[puIIGnHoHe[3IIT,JIHoHI4oHa3aA6JIXoHI{'TarraI4snbmlureJl'3afapaHIIzoHHo

o6clyNnaue uluxu uznt'ptt;*are Ha rapalrIII4oHHIt peMolrrl4 B cpoKa rlo rapanqlrtra; uJIIr

3. npw sa6asa npoAtnxlrJra floBerre or 30 (rpu4ecer) [HrI :ullu npv fitnHo

HeI43rIbJIHgHIre Ha 3aA:bJDItcHIrero na I4gnrnuurent 3a BbBexAar{ero B eKcrroarauHq Ha

MeAuquncr<a'ra anaparypa, u/unu :a o6yreul{e Ha nepcouana na BtsroNztert; urz

4. zgnongsa rroaIEnT,JrHnTeJI, 6ez Ia e AeKJIapUpan ToBa B AOKyMeHTI'ITe 3a

yrra'Tr.Ie, fiJII,I LBnoJBBa II6,4I,I3II5JIHI'ITeJI, rofiro e paSluUeH OT TO3I'I, (OfiTO e nOCOTIoH' ocBeH

B CIYI{AITE, B KOI{TO 3AM'HATA' gbOTBETIIO BKTIOqBAHETO HA NOAI'I3IIBNHITEN E I43B6PIIIEHO

"ua "tanu"r"ro 
ua Br:noxuT ens z s crorsercinue gsc 3OII n uacro.aqr'rx 

'{oronop;
(3) Btsnoxr'rrelsr npeKpartBa ,{oronopa B cryrlal4Te no qn' 118' a;r' 1 or 3OlI'

6e: Aa rtnNrl o6egrqerenfie na I4gnt'mrnrelt 3a flpertpnenlt or lrpeKpartBaue-To Ira

f{oronopa npe4u, ocBeH aKo apeKparqBauero e Ha ocHoBaHlre qn' 118' a;r' 1' r' 1 ot 3OII'
- 

14; IpexparxBaHero craBa cJrea )?exAane na $unanconure B3ar4Mooruomenl4s

nreNgy CrpanuT e 3a Ir3Bbprrrenl{Te or crpaua ua lI3rI:bJIHureJrt z o'4o6peirr.r or BlsroxllTers

leftuocru no I43ntrHeHIle ua ,[oronopa'
(5) B:rsnoNzrertr Moxe Aa pa3Barn ,{oronopa rro peAa I{ flpu ycJroBr{.f,ra

npeABLIAeHI4 B HerO I{JIII B TIpITJIO)I{I4 MOTO 3aKOHOAareJIcrBo'
Il.nen 16, Hacrorqurr ,{oronop MO)I(e Aa 6lAe }rgA'reH.flH IIJII4 AOflbJIBaH OT

Crpauure nplt ycroBusra Ha qJI. 116 ot 3OII'

IX. HETIPEOAOJIIIMACI'IJIA

q.nen 1.7' (1) Crpaunre ce ocno6ox4anar or orroBopHocr 3a HeISII:brHeItpIe Ha

3aI1'Jr}IteHr{tTa cI,I, Koraro HeBT'3MOXHOCT'ra 3a ri3rrbJrHeHr4e ce ArJr){{I{ Ha HenpeoAonr{Ma
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cura. HuKo.s or Crpanure He Moxe Aa ce [o3oBaBa Ha HenpeoAoJrIrua crtra' axo e 6tlna n

sa6asau ue e uuQoprrrlrpana Apyra'ra Crpaua 3a B63HI'IKBaHero Ha HenpeoAoJlvMa cara'

(2) Cipanara, 3aceruara or HeIIpeoAoJInMa cvra' e Anbxua Aa npe'qrtplreMe

BoI{IIKI.I pa3yMEI.r ycuJII{f I{ MepKI,I, 3a Aa HaMaJIIi Ao MI4HI4M}'j\4 noHeceHl4Te npe,4u u sary6u,

KaKTo I4 ,{a yBeAoMIr rI[cMeHo Apymra Crpana ue:a6asHo rlpu HacrbrrBaue Ha

HeIIpeoAoIr.rMaTa cr4Ia.
(3) ,{oxaro rPae

cnIIpa.
(4) He uoNe 4a

ue6peNnocr I{JIII yMI{IIrJreHIr

nsmnueuue na,{oroBoPa.

He[peOAOJIIIMaTa CI{JIa, U3IIT'JIH9HI'IOTO Ha 3aAT'JIXOHII9TO ce

ce flo3oBaBa Ha Heflpeo,qoJll{Ma c ra ona.:u Crpaua' uuxro

leficrsz.s u a 6esAeftcrsut ca aoBeJIr4 .4o HeBt3Moxrrocr 3a

X. .IIOIIbJIHI4TE,'IHIIPA3IIOPEAEI'I

{.ilen 18. 3a scl4' (I4 HeypeAeHt4 B Hacrotlqut ,{oronop BGrIpocIt ce fipl4nara

Aeiictea roro 6tnrapcrco 3aKono.4areJlcrBo'

9,reu 19. (1) Vntnnortaoqouq flpeAcraBurer na Crpatltre' Kolrro Morar aa

lpireMar Ir rrpa3tr It3sBreHut IIo n3[SJIHeIrI4ero ua nacroalqnl '{oroBop 
ca:

3A Bb3JIOX}ITEJUI:
....... """" 'Tene$ou: " " """"""'Email:

3A II3IIb"{HI4TEJI{:

i;i ;;;; ;";u';;;; ; ,J?llP*,x;;, ;;;;;;;;:1Xl;lY;:: ::.**
,{oronop, cJroABa Aa cbArbpxar HauMeuoBaHrero Ir l{oMepa na '{oronopa' Aa 6:oAar s

nr,rclreua $opiraa ea,4eft c'rnureluocr.
(3) CrPanure ce 3aacJrxaBar

IIDaBHII.g crl craryr, aApeclrre cI4 Ha

ga ce znSopuupar B3arrMHo 3a Bctra rrpoMtua Ha

y[paBJreHI'Ie, re;re$ouure I4 JII{Irara, KoI4To rI4

rlpeAcraBJI'Bar.
(4) Oipuuua,rna KopecrIoHAeHIII'It MexAy Crpanure ce pa3Meu{ Ha [ocorreHl'ITe B

HacrofiIql{{ ,{oronop al{pecu Ha }rnpaBneHl4e' ocBeH axo Crpanr-rre ne ce nnipoprralpar

rrr4cMeHo 3a Apyru cBon aapecrl. Ilpil neyne4olr'mBarle I'IJIII HecBoeBpeMeHHo yBoAoMtBaHe 3a

[poMrHa Ha aIpec, KopecnolrAeHql{tTa I43rIpaTeHa Ha aApecllTe IIO HacTotlqfit AoroBop ce

cqnrar 3a BaJII{AI{o v3nparenlr ll floryqeHl'I or 4pyrara Crpaua'

(5) Bcuurcu cto6qenns I{ yBeAoMneHIrt ce u3rpaurar no rlo lara c np-ergl:"*u

np-*u "ot 
no rypuep. llncrueHure yne4oltrneilu'f Mex'{y Crpauure fio Hacroslqfit AoroBop

ce cqnTar 3a BaJIIIAHo u3lpareHn no <farc c aBToMarqquo reHeplipaHo c'go6qenue ga

[oiryqaBaHs or aApecara I'rJIr{ IIo eJIeKTpoHHara floua Ha crpaHl4Te' IroArII{CaHr4 C eJreKrpoHeH

I1oA[I4C.
Ilren 20. I4sn.bJIuII:reJI U"t HfuMA IIpaBO Aa IIpexBGpJIt cBouTe IpaBa 

- 
I4nI4

3aaGJrxeHlrt rro nacrorrryrr ,{oroBop Ha rpern nl{qa, ocBeu B cJryqaI4Te npeanuAeula e 3OII'

rlleu 21. (1) Bcuvxll c[opoBe, rropoAeHr,r o|ro:rn ,{oronop I'{JII4 orHactlq}l ce ao

Hero, rle 6t4ar pa':peuranaulr ncpBo no usntuct'4e6en peA qpe3 rlperoBopfl MexAy ABere

crpanu, naro n cny'rafi Ha clrop, ncrxa crpana rt'roxe Aa lt3[parl4 Ha Apyrara Ha rlocoqeHfiTe

aApecI{ 3a KOpOC[OHAgHrInt [o-AoJIy noKaHa 3a nperoBopl{ c rocoqBaHe Ha [aTa' qac u MscTo

3a [peroBopi4.' '(2) 
B cnyrafi Ha HeIIocrIraHe Ira AoroBopouocr no peAa Ha npeAxo'4uara ar[Hes'

BcuqKu cflopoBe, nopoAeurl or ro3r'I ,{oronop r4nr'r orrtactlqu ce Ao Hero' BKJrroqrrrenHo
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c[opoBeTe, oTHactu[ ce,{o HefoBoTo TbnKyBarre, HeAeficTBI4TeJIHOCT' HeI43rIlbJIHeHI4e finu

;;;il;;"#" ure 6BAar orHactHI'I 3a pa3rnexAane u pellraBar{e no peAa Ha llIK or poAoBo

KOMnereHTHl4t c6a B rp. Aoopl4r{'
Hrctt22, HuuloNnoclra Ha HtKOt oT KJIay3I4Te no AoroBopa I4JIII Ha

.uorr6JrrrlrrerHo yroBopgHl4 ycnoBl4t He BoAI{ AO HITIqOXHOCT Ha Apyfa KJIay3a lrJrv Ha

,{oronopa raro qrlo.

flpu no,4nucnanero Ha Hacro.aIrrlls ,{oroaop ce [peAcraBr4xa cJleAIrure

AOKYMEHTIT:
- :a o6crolrencrBara rto rlJr' 54, wl l, r' 1 or 3OII - cBl{AereJrcrBo 3a cr,Al4Mocr;

-:ao6crorrencrsororloqJl'54,m'7,r'3or3OlI-yAocroBepeHneoropraHr4Te
no [p[xoAETe I{ yAocroBepeHrae or o6ulunara no ceAaJII{uIero Ha BT'3JIo)Ic4TeItfl t4 Ha

KaHAr{Aara IJIIr yqacTlrl{Ka;
- ga o6crogrstcrBoro rlo vn' 54, a'n' 1, t' 6 - yAocroBepeuue or opraulrre Ha

l4'tn'blruurerHa areHqlte "fnanHa HHcneKurlt no rpyAa";

- cepuz$urar 3a rlplrJraraxe t4 rlogt,pxaue Ha ct4 creMa 3a ynpaBJreul{e Ha

KaqecrBoro ENISd 9001 n o6racla Ha rrpor43BoAcrsoro E/zrr rr'proBl4tra c MoAr{III4HoKI4

r43Aeilnt uluttu cucreva 3a yrlpaBJieHve Ha KaqecrBoro EN ISO 13485173488 uluttu

EKBVBAJICHTHA'

HePa:Aemta qacr or
IIOANIICBAEETO I4M:

Hacro.srlut ,{oronop ca cJIeAHIrre rlpl4no)I(eHt4t cneA

l.flpunoNeuI'reNs116r'Iqr.3,u'4,"t'1-flpzerto-npegaBareJleHrlporoKoJl'
2. Ilpi'r:roNenue Ns 1 KbNa ul' 3, an' 4' r' 2 - flporor<oJr 3a MoHTax 14 BtBexAaHe B

eKc[roaTaIlns Ha MoAI'IIII4HCI(aTa Ariap a\y p a;*--^-- '. 
t. flpunoxreHue lt, t n *ro.i, wt.4,r.3 - flpororon 3a r8Br,prrreHo o6yreHue

Ha flepcoHaJla Ha BT'3JIOXVTeJI.f,'

KtM nacrosrqus AoroBop ca rrplllror(enu:

1. Texnz-recra cnequ$uraqus na Br:nonturen.r;

2. Texlluqecno [peAJIoxeHi'Ie Ha I'1sn:snrurelx;

3. L{euono flpeAiro]I{egl4e Ha l4:ntmul'relx;

Hacroqulrlsr ,{oronop ce rIoAlI'Ica r 3 e4iioo6pa:Hl'I eK3eMrln'{pa - aBa 3a

B:rsroxl4rert ra eAltr ga I4gmJIHI'IToJUI'

Bib3JlOXtr{TEJI: Z3IIbJIHI4TEJI:
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IIPI{JIOXEHI4ENq 1

Kr,uq:r.3,ul4,r.1or,{oronop3aaocraaKaHacleqlraJll43rrpaHaMeAI4qI'IHcKa
anaparypa Nl ... . ..... .../... ... . .. ........roA.

TIPI,IEMO-NPE,IIABATE JIEH IIPOT OKO JI

J.lnec ..........'ro4. n "MHoronpo$urrua 6olslrrla 3a aKrI{BHo leueHue-'{o6pr-rv"

A,{ rp, ,{o6pr.r.l ce rloAnlrca Hacro.{rrll4qr flpr4eMo-npeAaBara;IeH flporo(oJl MexAy:
...., flpeAcraBlrreJl Ha

II3IISJIH TEJI'... .

v
IIpeAcTaBIrTeJI

Ha Br,3JIo)KI,IToJII "Muoroupo$u:rua 6onutlqa sa ar<'nanno leueuue-,{o6puu" A!

CTPAHI{TE yAocToBeprBaT AocTasKaTa Ha cJIeAHaTa M9AIIII{HCKa alaparypa
MapKa"""""'' MO'IIeJr

rrpoIr3BoAI'ITeJr. . . . . . ., roAr'rHa Ha [pot3BoAcrBo (unra ro4IEna

Ha peqLIK rpaue) .'. ".. "................'
i"p""tt nonep/cepzftnu HoMepa rlruI Apyru AaHHIr, z4enrarpuquparqu

MeAr4rII.iHcKara arl apaT y p a:

Onucauze na roMlJrerToBrara Ha MgAI'IuuHcKara anaparlpa:

MeAurluncrcara anaparypa ca [pl'IApyxaBa or cJIeAHara AoKyMeHTauus:

Crpanure ycrttrroBlrxa creAHltre HectorBercrBl'It (HeAocrarlllu' AeQeKTI4'

noBpeAI4, ttuicu u/uttu HeclorBercrBl{t Ha AocraBerrara MeAuuI{HcKa anapatypa uluttu

flpr{ApyxaBalrlaTa .r AoKyN{eHTauI'It I4 axcecoapu c ulucrnauuxra):
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NPEAAJI
I,I3IIibJIHI4TEJI:

IIP14EJI
Bb3JIOXI4TEJI:

TIPI4JIOXEHI4E ]'(b 2

Kru ql. 3, ut, 4' r' 2 or ,{oronop 3a,4ocraBra Ha cneqr{anfi3r4paHa Meal{urrHc(a

auaparypa Nl .........'../,....'..', " "' "roA'

IIPOTOKOJT

3A MOIITAX I{ BI'BEXAAHE B EKCIIJIOATAIII'I HA MEAIIIIIIHCKA AIIAPAryPA

,{uec ...... .....ro4. n "Muoronpo$urHa 6onnuua 3a aKTITBHo :reuenue-'{o6prav"

A,{ rp. ,{o6puu ce rIoAIrI4ca Hacro.f,Iqnrr [poroKoJl 3a MoHTax Ir BbBexaaue B eKclliloaraul{t

Ha MeAI,IqrlHCKa arlapaTypa' Mell(Ay:
npeAcrasI'ITeJI Ha

CTPAHI4TEyaocToBepffBalMoHTaxauBsBex'4aIIeBeKcnJIoaTaIIu'HacIeAHaTa
MEAI4qEHCKA afiapaTypa

Koncraraquu Ha crPaHI4To :

MapKa.,.......,.. MOAeJI ''' ''''''''' ''''', npol'I3BOAI4TeJI"""""'

roAr,IHa Ha rlpou3BoAcrBo (nlu ro,4uua ua peqn6JlupaHe,' 
i"p""n nortrepi cepr'riiulr HoMepa I4JrI4 Apyrt4 plat:utt' rzAesruQuqlryarqu

MeAr4llr.rHcKara arlaparypa :

I43II|bJIHI,ITEJI: B'b3JIOXI4TEJI:
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IPtr4IOXEHI4E Ns 3

Ktn ql. 3, at. 4, T. 3 or AoroBop 3a AocraBKa Ha clslll4aru3upaHa MeAI'IqI'IHcKa

afaparypaJ\.........,..1 ..... "... ' '.....foA.

TIPOTOKOJI

3a n3BT,pUeEo o6y'reHue Ha MeArrqIlHcKIrs epcoHa'r

Asec . .. ... . ....roA. n

AA rp. ,[o6pu'l ce IIoATII'Ioa

MeAV Ui4HCKI{' [9pcoHtlJr, MexAy:
.., IIpeAcTaBvTeJr Ha

Z3IIT,jIH}ITeJI.{. . . .

vl
rlpeacTaBvTeJr

Ha Bb3JrOXrrreJIt "Muoronpo$rlHa 6onHuIIa 3a aKTI4BHO reqeHl're-Ao6pu'r" AA

CTPAHI4TE yAocroBeprBa.T r,r3BbprxeHOTO O6r{eHI.Ie Ha MeAI{IIIiHCKI{' nepcoHan

Ha BT,3JrOXrrTeJrr 3a pa6oTa c6c cJre,qHaTa MeA unHCKa a[apaTypa

npolt3Bo.ul4reJl. . . '...' roauHa Ha npoJ43BoAcrBo (unu roAI' ra

Ha peIIIiKJII{paHo) . ' ' . . . . . . ' ' . . , . ' ' . . , 
. ' ' '..

i"p""" uorrrep/ceplrfiurz HoMepa vn[ Apyrt4 p.al;'Ht1. uaenrutbuqlryarqu

M gApIqLIHCKaTa anapaTlpa:

Cpox na o6yueulero:...........'.....,

O6yueur rurqa:

"Mnoronpotf unsa 6olsrlqa 3a aKTITBHo leueune-,{o6pr'rr"

HacrotIIII4tr rlpororoJl 3a I{3BbpIIreHo o6yuenrae ua

,{pyru noncta:raquu:
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II3II|bJIHI4TEJI: Bb3JIOXtr4TEJI:


