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naec :4.t1...a.....2018 roa, o rp..{o6pu'r ueNay:

'MHO| OIIPOOI4JIHA EOJIHI4IIA 34. AKTI4BHO NEI{EHI4E_AOEPI4I{" AI
rp.,{o6puv, ctc ceAa:rl{ue H aApec Ha ynpaBneul{e: rp' 

-.[o6pilu, 
y:r' "llanafior Xuroe'24'

rer. o3s/oootoo, garcc: 059/600414, e-mail: oblb@bereon.ner, EI4K_ 124141302,

npeAcraBJltBaHo or .{-p Cnerosap Bafiven nTqo"- 
- - ZsnbJluzrereu .{ltpexrop ua

ApyxecrBoro, rlapuqaPla Haptl!1an/a./o :a rparroct B'b3JIOXuTEJI, ot eana crpana'

U

"MAPBEHA .4I'1Af HOCTI4KA" EOOA, cbc ceAarrl4nre n rp' Co$rEr 1799, al.pec

Ha ynpaBJreHlre: pariou MnaAocr, x.K. MraAocr 2, ytt' ,,Cne'tu Kunpr'rtr" 44' EllK
200600292, [peacTaBJrf,BaHo or HaAr Escraruena ,{paroena, uapuuaulalo 3a KpaTKocr

I43IIbJIHI{TEJI, or,qpyra crpaua,

Bb3JIOXI4TEJUIT u I,I3IIIbJIHI,ITEJUIT uapzuaru 3aeAHo ,,c'rpanr.rre", a rceru

oT Trx nooTAeJ[ro ,,crpaua 
" 

Ha ocuoBaur4e qL ll2 t,r cJI. oT 3aKoua sa o6qecrgelture

rop6rrKr4 r.r Peurenue Ns 34 / 16.11.2018 foA. Ha Bb3JIOXI{TEJUI 3a oIIpeAeItHe Ha

I8IIbnHI4TEJI ua o6ulecrnena flop6qKa c npeAMeT: locraara Ha HoBa MeaIIqIiHcKa

afiapaTypa.T(ceaelr)6poqxeNIaAI,Ianu3HI,IanapaTli3aHyXAI{Tena''Mrroronpo$ulrrra
6o:rnurla 3a aKTnBHo le"renue-,{o6puq" AA, MoHToI{, BbBexAaHe B eKclroaraqHq I'r

|apaHIIITOHHOTO IIOA46pXaHe Ha MeAI4IIIIHCKaTa anapaTypa,

ce cKJrroqB To3E AofoBop (,,[oronopa/,{oronoplr") 3a Bb3JIaIaHe Ha o6qecrseHa

IIopT'qKa npll ciIe.4HI{Te ycIOBI'Is:

I. IIPENMET IIA NOIOBOPA

{,reu 1. IIPe4*rer
(1) Brsnoxlrrenxr Bb3Jrara' a I4gnsrHl4reJltr npr4eMa Aa aocraBu I{ flpexBtpnl{

co6crneuocrra sa Bl:loN1t1eJlt Ha HoBa MeAur1lrHc(a alapaTypa - 7 (ce4erlt) 6por

xeMaArraJlrr3Hr{ aflapaTrr 3a Hyx,4zTe na "Muoronpo<fulua 6olnurla 3a aXTI'IBHO ler{eHlie-

.{o6pu.r" A.{, vonraN, BtBexAaIre B eKcflJloaraql4.s I'I rapaulluoHHoro no'4'qbpx re Ha

Mear4rIuHCKaTa anapaTypa, csrJracEo TeXHI'ITIeCKOTO Il qeHoBo npeanoxeHl4e Ha

llsn:D'IuuteJln, Hepa3aeJrHa vacr or .{oronopa cpeuy 3aA6JIXeIIHeTO na BtsIoNI'IreJt aa s

lpr,reMe 14 aa 3annaTl4 AOfOBOpeHaTa qeHa gbfJlacHo ycJloBl4tTa' flocoqeHrr no-aoJly'

.{ocrarmara ueAIruIrHcKa anaparypa I{Ma cJreAIrnre rexulrqecKrr flapaMerprr:

Mapra: AK 98
Moaen: Bio version
Ilpou:no4rarel: Baxter GmbH Gambro

fo4uHa na nPonsnoacrso: 2018 r.

.IIa uossortsa npoSulzpaue na Harpl{t u ynrpaQnJrrpaqr{tra'

2 Aa rr.roxe Aa npoBe)Kra yHunyul!ILpgq-449r99a, i44r:44e(
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3 ,[,a nua n:r'suoxtHocr 3a [poBexAaHe Ha allera']lHa, xarro u na 6uKap6onarHa auarusa'

4 ,{a npurentaaa uoAyn 3a cyxa 6unap6onarna cl6cranquq.

5 ,{a oclrrypxna 868 BceKlt MoMeHT or lpoueaypara craprlrpaHe Ha H3oJII]paHa

ynrpaOu,rrpauu r (altQyr tt.r).

6 .{a e or oreopen Tr4n - Aa [o3BoJItBa q3Iol3BarreTo Ha KpGBHX IHHUII, AHanLI3aTOpIt Ii

.IIiAJII{3HI{ KOHIIEHTPATII II OT AP}TII NPOII3BOA]'1']]EN[

7 4a tta u:t"puaHe Il 3a[II4THx clicreMli Ha ap']:epl4anHo, BeHo3Ho u rpaHcueu6paHuo

HarrraHe.
8 la lrua Bb3MoxHocr :a uacrpofinane Ha relvtneparypara Ha '4rranu3Hllt pa3rBop B

rpaH unre or 3l ao 40'C.
9 4a lnra renap"HoBa IroMna c B:b3MoxHocr 3a aocraBqHe Ha Ao3rr or 0 ao l0 ul/q +

6o,'ryc uarc. 5 n:r/6o,'tyc.
10 !a npureNana lporpaMrr 3a KaqecrBeHa ,qerunQexqur c KrrceJrl't u ocHoBHIi

ge:uusenrauru Karo nporpaMl{re 3a ropeula A€3nnSexunr unr{ npoMrrBKa aa 6taar na

450 rnlli/ulln a re3r.r 3a cTyaeHa na 600 lr:r/uun. Iloseqe onrlhtf 3a ae:tlnsuxuw.
B:ssnloNHocr ga nacrpoiinaue 4e rpglpgy4q Ao 800 u:rhtun.

11 4-urrnu BrpaAeHa c!{creMa 3a pa3IIo3HaRaHe Ea KopeKTHI'Ir gett'rHSexraur ra

cborBerHara IIporpaMa Ha Ae3!rH$eruur.
12 na pasrronara c IrporpaMa 3a ronrl'IHna 4e:un0eKqaq (reN'Ineparypa Ao 93oC)'

13 I"-r-""*" "t*eMa 
sa o6eN4Ho KoHTpoJrI4pilHa y:rrpa<fumpauut c roqHocr 170 II

cKopocr or 0 Ao 4000 lr:r/qac. l'l ga nora:na ocrotHllo napaMerpl-{re UF I{e:r, UF

npelre, UF cKopocr I.r IJF o6eu.

14 4u np"t"*u"u Aeret(Top 3a HaJr[que Ha Kpr,B B Arra,'Ill3Hara re'{Hocr 5 0,5

ru/xpse/uuu - flpl4 Hct:25 u 3aMbpc.{Burrte Ha x}IApaBrl{qHara cltcreMa' qpe3

undpaqepseu Aerexrop - rlo-qyBcrBltreneH. -
15 ,{a npureNana ynrpa3rlyKoB B63ayrlreH AereK Ip2:1}!
16 ,4a np"teNana onrllqeH aereKrop 3a HaJIHque Ha Kpt'B lllu tpurnonorti'leH pa3TBop B

KP}BHATA JII,IHHfl

t7 n" A""" "*t"^*tl""u 
gce*" eAptH MONIeHT or npoueAypara Aa ce I'I3Bexaa

quspoea LI reKcroBa r.rH$oprnlaqul na 6urapoxu e3I'iK alpe3 HarI{cKaHe Ha 6yrouu na

raHeJra.

l8 .{a nprlrexaaa MoAyn u3MepBaul B peaJIHo epeue xoeQuuueura

Kplera Kt/V.
HA oqucTBaHe Ha

19 A" "p*.**""-*pct in 
"iuo 

Ha KI4plMHa yperl

20 !a npllreNana roHTpcrr Ha HarpI'It B IrJra3MaTa

2T .{a npurexaoa aBToMa.TIzqHo BKrror{BaHe u npc'BexAaHe Ha HaqaneH Tecr.

22 Aa e cruposoaeH c ItBcrpyKIrI'Iq 3a norp€ourr3Ju Ha ob44P9I4 El15:-
LJ .ryu np"ra u"u IleH'rpanrr3lrpaHo 6loxuparte Ha xoAoBara uacr H 6'roxupaq

MexaHH3:bM Ha KynJI)'Hf rlre Ha AIjaru3arHI-I.s ll€i3TBOp.
a,1 4u ,lli aBToMar[rrHr) aAanTl{paHe Ha Aua]'43arHt4.s roroK na 6asa Ha 3a,.a,e".utl

KpTlBeH nOTOK I{ Aa MOXe Aa flpeu3r{nclsBa erleKTuBHLIS KpbBeH IOTOK npl{ paooTa c

pa3nrlrrHl-t cefMeHTr.r Ha KptBHara rruuus.- fia rpl{TexaBar annporeHeH $nnTsp :a

Ar{aJII.{3HaTa T9TIHOCT 0 qJIOIII Ha nreU6panara 11.4 XS,N{ c BfpaAeHa CI.ICTSMa 3a KOHTpon

na orpa6oresoro BpeI{e II [pe.4Bapr'IrenHa Ilr(lopMaqn.{ sa crdqua Ha SI'ulr6pa'

,{a npurexana BrpaaeHa 6arepur 24 V (2 
" 12 1r)' 7 Ah 6a:r'rpaua ABynocoqHa

KOMyHUKaTII{t c KpI.ir|I]paHe Ha .4aHHI4.

.{a npurexaaa rroJryaBToMaruqHo I;IHcraJrI'IpaHe Ha [oMreHus cerMeHT Ha Kp:bBHara

r 4:'j.tl'' 14 Aa I4Ma aBTOMarIt3IZpaHa npofpaMq 3a noql{crBaHe c xno
.!,o

!

\. ir Lt.,w\,4C,
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l, npeAnerur Ha AoroBopa BKJrroqBa I'l(2) Ocren aocraBrara rro arunes

r43rrbJIHeHI4gTo ua cleArulre Aeftnocrr'r:
1. .uocrasKa Ha MeAI'IqItHcKara auaparypa Ao Mqcroro Ha AocraBKa' rrocoqgHo B

nacrorrqnx ,[oronoP;
2, rr.ronra:n/uucraJlallut Ha AocraBeuara MgAr'rIIlrHcKa allaparypa 14 BbBexAaHe B

EKCIIJIOATAIIU':
3. rapanqtonno noAqbpxaue Ha MeAIrqI4HcKaaa arrapurypa Il aocraBra Ha

seo6xo,u,rlrtre qacrl{ I{ MarepnaJu, B p?MKItre Ha cpoKa 3a rapasq?IoHgo noAAbpxaqe'

cqurauo or aarara Ha rloatrrrcBarre na flpotorona 3a MoHTDK It BbBex'{aHe B er<cllJroararlut

flplrnoxenr,re Ne 2.

Ia. KJIAV3A 3A OTJIOXEHO II3IIbJIHEHIIE

9.rIen 1a.(1) Hacroslqfisr AoroBop ce cKJIIoTIBa rlpfl ycnoBl4ero ua q;r' 114 or

3OfL I,ISnoIEeHLIeTo Ha AOfoBOpa Iqe 3artoqne caMo B Cnftafi' qe CIeA cKIIIOqBaI{eTo My

Mltnr,rcrepcrnoro Ha 3apaBeola3Bar{ero ocurypl{ Quuancllpanero Ha AocraB(ara B paMKrrre

na tplruarrconara 2018 roluasa.

@ Bb3JIOXI4TEJUIT rre nocr,I oTIoBopHocT npe,q I,I3|ISJIHI4TEIIA n clyrafi,

ve (bnnaacupanero se 6rAe oc[rypeHo. B ro:u cnyrafi BctKa oT cTpaHI'Ire Moxe aa [oIIcKa

lpeKparrBarre Ha .4oroBopa 6ee npe,4rasrecute cJrea I'I3Tlaqarle Ha T pl'IMeceqeH cpoK or

cKjrroqBaHeTo My.

II. IIEHII II HAIIIIH HA IIJIAIIIAHE

tl.nen 2. Ilena
(1)3ar,rsnunrerrfieToHanpe4ueTaIra,[oronop4Braloxgrelqtce3aAsJIXaBaAa

3a[JraTra na l{gnrffrlrers o6rqa qena B pa3Mep na 115 325'00 (CrO u netna4eceT XI{ntUI4,

Tpucra ABaAecer n ner) .nera 6ee AAC u 138 390.00 (cro, r:pugecer H oceM xrJIsAlI, Tpltcra

r,r aeseraecer) JreBa c Brcnnqen AAC, clrJracHo qeHoBoTo My [IpeAnoxeH[e, Hepa3aeJlHa

qacr or Httcrotu${t .{orosoP.
(2)floco.rerraraqeuaelcpaftuar.rBK.luoIIBaBcltlmHpa3xoAl4I,IB63Harpax'4eHI,IqHa

I4anlffrrErellc 3a II3[bJIIleHI,Ie Ha llpe,4t{eTa Ha HaCTOtlgIt ,{OrOrop, KaTO' Ho He caMO:

pa3xoAr,ITe 3a TpancllopTl'IpaHe 'l AocTaBKa Ha MeauqllHcKaTa aflapaTypa Ao MtcToro 3a

AOCTasKa, BKJTIOqI'ITeJIHO OnaKOBaHe' TpaHc[opT' pa3orlaKoBaHe' ToBapeH9' pa3ToBapBaHe'

EHcraJIItpaHe, MoHTa)K, B:bBexAaHe B eKcrlJroarallut u npHBexAar{e r pa6orno cbcrotHlte'

foToBo3aIIpfieMaHeIteKcIIJIoaTaIII4''AocTaBKaHaII'JIaTaTeXHI,IqecKaIIcepB3Ha
aoKyr\{eHTaIIE , BCI'TIKI',I pa3XOA}I 3a I',I3BbpIIrBarIe Ha r.apaHlll',toHHo no'q'qtpxaHe (Tpya',

pe3epBHI,I qACTkr l, roncylrrarr'rnra), KaKTo 14 pa3XOAUTe 3a OTCTpartBaHe 3a cMerKa Ha rr or

I,Isntffrurent IIa BCI,IqKI,I TeXH[qecKI,I HeI43IIpaBHOcTlI' B53HI4KHaII4 He IIO BI{Ha Ha

BtsJloxllrent tr noKplrTrr oT rapaHqrroHllllTe yCJIOBII' II fapaHllttoHHara oTloBopHocT Ha

tr4sntrgurers.
(3) Ilocovenara B Hacrotlqut ,{oronop qena e rpaftna fi ocraBa HenpoMeneua 3a

cpora Ira geficrnltero MY.
tl.nen 3. Ha'run na rlJran{ane

Aa rllra srgr,IoxHoct sa upe4oGrtre u pa6oreu pexrau na 4re rparpuxr'r tlnu rpaifnra
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(1) flnaruanrura ce IBBbpIuBar n 6srrapcxt't, neBl 9-lIP,P5*,HapexAaHe IIo
\ r,/ r rJrqe'lvrr

creAHara 6aHKoBa cMerKa, flocoqeHa or n3fl'blHIlTe''1.i" :/-!- 
D 

- 
t+ .t,- ilJ "i (' [ :.w+.c.-t ut., .T B #.il : I e, $ Eil Pl6?H:fi :fr :ff y:i:ri::t;:trii;'if @:-rii:yi:!",::::":*'I4snrr'ured' e AJrbxeH 4a yre4or,,irna []rcMeHo Brsrox,nrert 3a BcI{qKI{

rrocJreABaullt npoMeni,I na 6aur<onata My cMerKa B cpoK Ao 3 (rpu) 4un cqI4TaHo or MoMeHra

Ha [poMsHaTa. B cnyrafi qe I4gnrlsurelrT He yBeAOMLI BISJIOXUToLf, s TO3I{ CpOK, Cql4ra Ce'

qe IIJIaIqaHIItTa, IIo flocoqeHaTa B HacTosrqus .{J1eu oaHxoBa cMeTKa ca HaAJ]exHo

rr3BT'prrreHIr.
(2) fllarqasero Ha r{eHaTa no airEHer 1 no uac'roslqux ,{oroaop ce It3BspIIIBa,

gbfJlacHo npeaJroxeHr,reTo Ha I{3[6JII{rrTeJIt, KaKTO CJIeABa:

1. 41 517.00 JIeBa, IlpeacraBlgnalqu 30 (rpra4ecer) Ha cro or IIeHara - [pI4

ocufyprBarlero na tf ltuanclEpanero or crpaHa Ha M3 no unen 1a, r{3p'BTopo;

2. 41 511.00 JleBar npeacrasls3ar{n 30 (rpu4ecer) Ha cro or rleHara - e cpox 30

(rpu4ecer) AHII cJIeA aocraBKara Ha anaparllTe;
3. 55 356.00 JreBa, npeAcraBrssaqu 40 ('rerupu4ecer) Ea cro or qeHara - B cpoK

30 (rpnaecer) .u{n cJreA MoHTDKa U Br,BeX,UaHeTo B eKcrrJloaTaulls. Ha anapa'IltTe.

(3) 3a ,uara Ha nirarqaxeTo, ce cqr,rTa AutaTa Ha 3aBeptBaHe sa 6anrogara cuerna

Ha I,IgnHrHrzrert cr'c ctorBerHara AGnxlIMa clala'
(4) Orouuare.rrnoro rrJrarrlaHe IIo aJrrrHer 2 (roraro e npunoxr,nro) ce II3BspIUBa

cJreA rrpeAcraBf,He Ha oJIeAHI,ITe IIOATII{CaHV AOK}}{eHTV KyIUynarIrBHo:

1. flpzeuo-npe4aBareJreu rlporoKoJl 3a aocralKa Ha MeaLrIIIlHcKara a aparypa c

BorrrrKrr OKoMrIJte(ToBKI,I, ceprlr(f uraru, pa:|peneH s 14 I'IHCTpyKIIllu 3a clXpaHeHI'Ie I4

eKCflJrOaTaUr{r, IIoAIII,ICaH ()r'ABeTe Crpanra ulU ynbJIHoMoLIIeHI'I oT TtX JIt4IIa (flpulOxenue

Ns 1);
2. llpororor 3a MoHTax I4

aflaparypa, noAnl4car{ or Asere CrpaHpI

J,,r! 2);
3. <Daxrypa, I43AaAeHa or I4snl:rnure[s u rIoAIIItcaHa or

ynrnrroMorqeHo oT Irero nuue, cba:hpxaula BcIrqKI'I 3aKOHOBI{ peKBIr3I4Tr4'

BSBEXIAHE B EKCNJIOATAqI,I' HA MCAUIII'IHCKATA

r4lrr{ yrIlJIHoMoIqeHI4 or rf,x nuqa (flpzloxeulte

ilI. CPOKOBE. M'ICTO N YCJIOBI{fl HA
TIPEMI4HABAHE HA COECTBEHOCTTA II PI{CKA

.IIOCTABKA.

9.rIen 4. Cporcone L Mqcro Ha AocraBra
(1) Hacroflqrarr .{oronop BJII43a B cIiJIa or Aarara Ha noAIII'IcBaHero My It I'I3TI'rqa

cJIe,4I43TI.qaHeToHacpoKaHarapaHIII4oHHoToIIoA46pxaHeEaM9AHII'lHcKaTaanapaTypa'
npegye'r na .{oronopa.- 

(2) Cportr :a AocraBKara Ha MeAI'IuI{HcKara aflaparypa e 60 (urecr4ecer)

KZUreH.{apH1r aHr4, crMTaHo or.AaTaTa Ha ocuryprBaHeTo na $unancupaue:ro or crpaua na M3

Iio qren la, usp.rropo anfi or IllpBoro flJralqaue rro AofoBopa, B crf{afi, qe raKoBa e

NPEABI4AEIIO .

(3) Cporr,r 3a MoHTax 14 BbBexAaI{e B

alaparypa e 7 (ce4eu) KaneHAapHIl Ar{Il' cqr'Irauo or
Ilpuer"ro-npe4arareJlnl4t IIporoKoJI llpunoxeuue Nl l.

(4) Cpoxrr 3a rapaHIII4oHHo IIoaAGpxa.He Ha

(Asaaecer r,r ueupu) KaJIeHAapHI{ Meceqa' cqurano or
MoHTax rr BtBex(AaHe B eKcuroaraIII{JI flpznoxenue Ne 2.

B:ggltollolters uru

eKcnJIoaTaIIvt Ha Me,uulll4HcKara

.rlarara Ha AocraBKa, or6ercgara s

MeArrurrucKara anaprryPa e 24
loAlr,rcBaHero ua flpororola sa

(5) M-rcroro Ha AocrzIBKa e n rp. ,{o6puu, yn. "Ilanafior Xutou" 24, "MBAJI

I
<+w

,{o6plrv" A,{, OrAeneune ",{ua.lrasno leqesue"
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r{"reH 5. Yc,'Ionlrq Ha aocraBKa
(1) locranra
1. tr4snl:[rurel.rrT ce 3a.n6nxaBa Aa AOCIaBI4 AO M'CTOTO Ha AOCTaBKa tl B

cT,oTBeTHUt CpoK Ha AOCTaBKa! cGoTBeTHO Aa lpexB:bpnH co6ctee]rocTra u npeAaae Ha

Bssroxrflerc MeaI4IIIlHcKa'I a allaparypa, npeaMer Ha aocraBKa' orroBapsxra Ha

TeXHnqecKIiTecTaHAapTI.II4I,l3HcKBaHusuoKoMnJIeKToBaHacI,lHcTpyK(ag3aeKcIIoaTauAq
na burapcxu e:lrx, ceprnQuraTu, pa3pelrreHut u llIIciTpyKIIIlLI t{ npenop:bKll 3a CbxpaHeHxe

H eKCIIIOaTaIIUq, Ka(TO I,I C Apyfn AoKyMeHT[ rI aKcercoapn'

2. l4gns:ruutenst npeAaBa Me.uuur{Hcl(ara alaparypa Ha ynb"lHoMou]eH

npeAcraBl{Ten IIa BsgloNure:rg. 3a cr,o.rsercrBllgTo Ha .4ocraBeHara MeaHIII'IHcKara

alapaTypa H nplteMaHeTo fi no er.r4, KoJrr{qecTBo, Kol\4tloHeHTI{, OKOMlne(TOBKa Ce IIOAIIUCBa

flpr{eMo-npeaaBaTeJreH npo.roKoJr, n.bn $opr,rara rr cr,c c6Ar,pxaHI]ero cGfJlacHo flptt,loNeHNe

N9 1 (,,flpuerr.lo-upe4aBarereH nporoxol") or Crpauure l.rjrrr rexHr{ y[snHoMorleHH

npeAcraBr_rTeru! cnel [poBepKa 3a: oTcscTBr4e ua ,,Hecr,ornercTBl-lt" (HeaocraTbuH.

ge$ex.ru, noBpeAr{, luncu uluttu HecboTBeTCTBrlt t{a aocTaBeHaTa MeAIiul{HcKa aflapaTypa

r{/ulu npu4pyNaBaruaTa r aoKyMeHTarIUg H aKoecrJaplt c H3lIcKBaHI.itTa Ha HacToqulus

floronop, KaKTO r{ C TeXHr4qecKr{Te xapaKTepI.{cTIl(A 14 C U3ItCKBaHLltTa, npeacTaBeHl{ B

TeXnuqeCrOrO npeAIOXeHIIe na tr4gntlgUrenfl, Haillg1ue Ha oKOM1JI9KTOBKa FIa AOCTaBKaTa I'l

npeAcTaBqHe Ha AO(yMeHTr.iTe, u3rrcKBaulu ce cT,fJlilcHo roqxa 1 Ha HacTo[uaTa aJtI'IHe.[

flpuevo-npeganare.rrnntr nporoKon cr'Abpxa ocHoBitHl{ero 3a ctcraBtHero uy (norrlep na

aoronopal, ceptlen uouep/cepnitxu uouepa nJrlr Apyrll u4eurlrSuuuparql{ MeArllllzHcxara

arrapaTypa aaHHn.
3. I4:ntlsnre:r.sr yBeAoMqBa B!3Jroxurerj{ B cpoK or 3 (rpu) auu lpeaBaplrrenHo

3a KoHKperHare AarLI u qas. Ha Kouro ule ce H3B6tr)rxu nocraBKara' flpn npe'lasauero ua

I/1aA"u"nanu alapaTypa, tr4snr:rsurenqr ocnfyprBa sa B'r,:noNure;rx ueo6xogt'tuoro cl]opea

o6crosre:rcrsata BpeMe Aa t npetneAa 3a qBHU H9CT,OTBeTCTBLI', KaTO CT'IUOTO He N{OXe Ia
HaABrrrnaBa 3 (rpll) guu.

4. flpu xoncrarqpaHe Ha qBHlI HecborB€rrctnun, BT'::roNurer'[T uMa npaBo !a
oTKaxe Aa noAnr{[re [pI,tcMo-rrpeAaBaTeneH npo'foKo.n. B resu clyuau' crpaHttre noatrucBaT

KOHCTaTIBeH npoToKoJr, lr xoitto ce onr{oBaT KOHCTaTI{paHI]Te HecboTBeTcTBu.s' u ce

fiocorrBa cpoK6T, B KOiiTO Cr,lqr.rre rqe 6'rAar orcTpaHeHLI. c'reg orcrpanlBaHe Ha

HecboTBercrBr.iqra, crpaHr]re noanHcBar AB)crpaHefi flpr.rerlo-npeganareJleH IIpOTOKOI 3a

npuetltaHe Ha AOCTaBKaTa. .B Cnyuaii qe HeCbOTBe TCTBtIIA Ca CbxlecTBeHI{ n iie Olrlar

oTcTpaHeHn B paMKIrTe Ha.[€LAeHUt Or Bt::roxure:It cpoK. Hnll npu ra6as*ne Ha aocTaBKaTa

Ha MeAr{ur{HcKa anaparypa c noBeqe or 30 (rpugecer) Anu. B'b3noxHre'Isr I'IMa flpaBo 'qa

npexparn [oronopa, KaKro H npaBo Aa noJlyqu lreycroiiKa B pa3r{ep na 10 % (aecer

npoqeHra) or croiiHocrta Ha aoroBopa' KaKTo H Aa nonyun o6parHo BcHriKH rtrareHu

aBaHcoBo ot Brsloxute:t.r cYun.
5. floanucsauero Ha npr{eNlo-npeaaBare:rHl'It nporoKo:r flpu:roNenile Ns I 6eg

:a6eleNxu r{Ma cI{IaTa Ha IIpI{eMaHe Ha AOCTaBKaTa OT eTpaHa Ha Br'g,toxurelt. ocBeH B

cryqar;rre Ha cKpI4Tlr Hcc'borBercrBl'I.s, (oliro H(l Morar ra 6saaT. ycraHoBeHu npl{

o6r.rxnogenug npefneA Ha MeaI{IIIlHcKa anaparypa llpuelralrero Ha aocraBKara Ha

Meaurlr.tHcKa anapaTypa c llpueruo-npeaaBaTerHnq npoToKoll lo llpuloxeuue Ns I HqN,la

oTHoIIIeHI{eKT,MycTaHoBeFII{TeBnocIeAcTBI'IeHec,boTBeTcTBItgBcpoKa3afapaHIIHoHHo
noa.[:bpxaHe.

6. Bt g:toxturerg:r ce

cKpr.rTI4 HeCbOTBeTCTBI4t, KOldro

ao 3 (rpu) aHlr or y3HaBaHero

noA,u:bp)KaHe.

3a,q6lrxaBa aa yBe!,oMI{ IrHcMeHo I4gr:s:rHurenq 3a BcuttKl{

He e MorGn aa )'3Hae rIpI4 rrpueMaHeTo Ha aocTaBKaTa B cpoK

HM. HO He IIO-K:bCHO OT Ir3THqaHg Ha cpoKa 3a rapaHrlr{oHHo



7. flpu nalnuue Ha 
'BHI'I 

HecborBercrBl'It, flocoqeHll B KoHcrarI{BHI]q flporoKon

,,o To,]Ka 4 ulv,nh flpu HaJIEII}4g Ha cKpIrTI,I Hec:boIBeT0TBII'' KoHoTaTI4paHI4 ot Bt,glIoNnre[q

ucro6uesugal4gnunllreltflopeAaHaroqKa6,tr4sn:sluzre:rtr3aMeHtAocraBeHara
MeAI4uI,IHcKaa[apaTypaI4IucT,oTBeTHI4qKoMnoHeHTc]6cc6oTBeTcTBaU]I,lcIl3I,lcKBaHII,ITaHa
Hacrotlqus .{oroeop B cpoKa' nocoqeH cr'orBerHo B KoHcraruBHI'It nporoKoJl uluttu s

pa3yMeH CpoK cneA loryqaBaHe Ha yBeAoM'[eHrrero no roqKa 6' xojlro He Moxe Aa 6b'q9 [o-

Aunua ot 14 (uerupuna4ecer) xa'reugapntt r+tr vrrr4 IIeHara flo 
'{oronopa 

ce HaMa'lsBa

cboTBerIIO C qeHaTa Ha HecborBeTcrBarILITe KOMIJOHeHTI'I rrJll{ C pa3xoallTe 3a oTcTpaHtBaHe

Ha HeclorgercTBlt-{Ta, aKo ToBa He BoAI] Ao np()M'Ha B IIpeAMeTa Ha IIopbaIKaTa Il

3a[a3BaHeToHaTe3uKoMIl(JHeHTItno3BolsBaHopMaJIHaTaeKcnnoaTallagHaMeAI]]-u,IHcKaTa
aI1aparypa.

8. B cnyvaure Ha HecborBerCTBrrt' [or]oqeH]t B l(oHcTarltBHr{t [poToKon no ToqKa

4 Br'srorrurertr He ar,nxu 3anJlaulaHe Ha AT':l)KrlM!{ IIa Il3nr''llHrlre'[q cyMI'I npeAli

oTcTpaH,{BaHeToHaHec:b01.tseTcTB']'ATa:l1 I.I3IIbJIEteHl{oHaocTaI{aI}ITeycnoBu-s3a[JIaU]aHe.

npeABLIAeHI{ n,{oronoPa.
(2) Mour aN
1.I4tn:sffrfirersreaJI:bxeHAaflplt!:rrorl[I'I3nbJIHeHneroHaBcr]qKI4'qe]rHocrrl

cBBp3aHIjcMoHTa}I(a(uucra,raqurra)HB6Bl]xAa}IeBeKcnJIoaTauII'HaMeAuIItIHcKa
urrupurypu B cpoK or 7 (ce4eu) KareHAapHll AHII, rlr{rrraHo or '{arara Ha IIoAnrrcBaHe Ha

[pueMo-npeAaBareJrHlrt rrporoKoJr flpulorrenue Nl 1'

2.3a usnrprrrerlll' MoHTaX It B'bBexAaHe Ha MeAI,I{I,IHoKa anapaTypa B

e(cuoarauus Crpanure, lrna ynlJIHoMo reHu or rtx JII{ua noallncBar ABycrpaHeH

nporo(on, ut" Sopuata Ir c:sc ctAT,pxaHuero rlo flpuloNenue Ns 2' uepa3'4erua qacr or

nu"ro"ul"" ,{oronop. Btg:roNure:rgr IlMa npaBo Aa orKaxe aa IIoAlIt[e nporoKoJla no

Hacroqxlut roqKa .4O Ol(oHqarelrHoro Bt'Eie&4aHe Ha MearluI4HCKa anaparypa B

eKcnroaralll4.f,, B crefieH llo3BoJ]tBaua Hega6asHata ]'l 6esnpenrrcrneHa ynorpe6a'

Il,rerr 6. Koraro l4gnsrrHurelqr 3 oKJIIOqIIJI AofoBop/IoloBopl,l 3a

no.qLI3rr6JIHeHI'Ie, pa6orara Ha [oAI'I3rlt'JIHI'ITenI{1 e ce rplteMa or Bsgrontlttetr-g e

lDl4ctcrBlrero ga I4gnuuutent I4 rIo.qr'I3IIT'nHI'ITenq IIo pe'4a u npli ycnoB[qra Ha Hacro{nlut
-r1:nl:rHIarers'

loronop, rpLIJIo)I(IIMH Kr'M I

9,ren 7. Ilpeuunanane na co6crseHoc"nra rl pHcKa

Co6creeHocTTaIrpl]cKaorclyuaiuclnoE,pexAaHgI.IJII]floII{BaHeHaMeAI,{[IiHcKa
anaparypa [peMI{HaBa or tr4snt:trllre:rq B'bpxy B:s:"toxurels or aarara Ha noAIrI{cBaHe Ha

flporor<ora 3a MoHTax !t BbBex(AaHe Ha lleAl.IqlrHcKa alaparypa B eKcflroarauuq

flpu:roNenue N 2.
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IV. IIPABA, [I 3AAT,,TIXEIII']Iq HA CTPAIII{TE

rl.ren 8. flpana u 3aAb,'rrxeHgq Ha llrrIr''rrrltrerq
1 . I4gnr,ftrure:rqr ce 3aab.Jl)I(aBa aa aocraBu MeAHII'IHcKa anaparypa'

oKoMflreKToBaHa c6rJracHo u3I'IcKBaHI.itra Ha !u 5" a;1 1 tl lpll4pyxella c:bc cl'orBerHllre

aoKyMeHTI{, KaKTo r'l Aa llpexBtpnl{ co6crseHocrra B'bpxy He.s Ha Bbt:roxltrellq g

AofoBopeHrire cpoKoBe q cbrJracHo ycnoBllsra Ha Hacro.llqus l[oronop, Aa MeAHIII4HcKara

anaparypau Aa q BEBeAe B gKcfiJloarallr{,l'

2.I4srrfirurersreAJIT,XeHAaH3Ir'brHa3aa'bJIXeHI'Itracnno'{orooopat'tga
yrrpa)tuqBa BcuqKllTe cu npaBa, c ofJIeA 3arIII4TSl uHTepecrrre na Bt::roNurers'

3. I4snT,rHurersT ce 3aAbnxaBa Aa I43Bl,pIIrBa TeKyIqa noAApT,)I(I(a H fapaHIII{oIlHo

o6clyNnaHe Ha MeaHrIuHCr(a anapaTypa B paMlKI,ITe Ha cpoxa 3a fapaHIIIiOI{Ho IToAAlpxaHe'

rrpu ycnoBl'Isra II cpoxoBere na ro:lr ,{oronop, ccorlleruo apl4 ycnoBlltra Ha rapaHqu.tra'

"(u
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4. tr4sn:brHfirersr ce 3aAGJIXaBa Aa orcrpaFgBa 3a cBos cMerKa I4 B AoroBopeHure

cpoKoBe BcnqKI{ HectorBercrBus, rroBpeal{' ae$ettrn r/nlu orrlouegr'Is Ha AocraBeHara

MeAr.rur{Hcxa anaparypa, [potBeHII Illn:ru o:rrpurn B paMKnre Ha cpoKa 3a rapaHul{oHHo

IroAAbpxaHe, KoHcraTIIpaHx tr [peAtBeHI'I IIO peAa Ha Hacrosunfl '{oronop 
Ii c6rracHo

aupunqtonntr" ycroBti.f,. tr4snltltrure:rsr ce 3aAbJl)(aBa Irprl orcrpaH{Baue Ha noBpeAI-I'

AeQexrr{ uJrr{ He,[ocrarbllll! I(aKTo I4 npII u3B]'prxBarle Ha rapaHllrloHHoro noAA:bp]KaHe ra

BJlafa caMo opfifllEanHII pe3el)BHI'I qaCTlI rr Marepuajlll '

5.I4:llrrrrlrre:rgTce3aAGJI)I(aBaAacna3BaIIpaBI{JIaTa3aB:bTpe1tIHn-'IpeA'KaKToH
xlIfneHHI{Te u3ucKBaHI'Is ll l13I'roKBaHI'{t ga 6esonacHocr B noMe[Ienn.{Ta na tr'kn:snnureJq u

na ri3[birHsBa 3aar,JrxeHnlra cn uo,{oronopa 6e:4eL npeuu Ha HopManHOTO [pOrI.IqaHe Ha

pa6orara ua Bt:roxurers.
6. IIpu rovHo Il l'IaBpeMeHHo t.r3n6'[rleHr4rj

,{oronop, I,lgn:r'rHnrer.sr uMa npaBo Aa flonyqu
Ha 3aA6JrX(eHI{tTa cl'l ro HacTosulfi{

rreHara rro ,{oroooPa, cbrJracHo

onpeaeneHltre cpoKoBe rl pa3Mep[ Ha nJlarqaHe'

7 .I/rzrtatmurlerrgr ce 3aa6nxaBa Aa CKTIOqU gOronop/goroeopu 3a [oau3rl:bJrHeHue

c nocoqeHl{Te n oSeprara My noAr{3ll5nHl'rrerr{ B cpoK or 7 (cegeu) AHU or cK'[roqBaHe Ha

Hacrosrlrls [oronop. B cpox Ao 3 Aua or cKJrtoqBaHe'ro Ha aofoBop 3a rroall3rl:bJrHenue HnI]

Ha AontJrHLITe-trHo cnopa3yMenlie 3a 3aMsHa Ha l:IocoqeH e otf eprara IroAI'r3rltJlHlITen

H3n:bJIHaTeIsTI,I3npaqaKoIrIteHaAoroBopauJIIIaAoII6JIHIITeIHOTocnopa3yMeHlteHa
Bb3JIoxI'ITeJrt 3aeAHo c AoKa3areJrcrBa, qe ca II3n6JrHeHI4 ycJroBll,Ira no 'uI' 66' ut' 2 u 11

30II.
8. l4uunure:rtr I'IMa npaBo Aa I{cKa or Blgroxltre:rq neo6xogllnoro

cr,AeficrB[e 3a ocr, IecrBsBaue ua pa6orara no 
'[oronopa' 

BKrloqurenHo [peAocraBlHe Ha

HyXHaTallir$opuauur14AoI{yMeHTI,I3aI{3n6JIHeHIteIra'{oroeopaarraIreo6xoAtll'ru'AocTbn
.qo ,rot"rri""""ta ga Bt:loNnre11s, B KOI.ITO Ule ce MoHTUpa MgAIIIII{HCI(a anapaTypa'

9. I4glt.:tll'lrelsr e ArrlxeH Aa orcrpaHlr 3a cBos cMerKa BcllqKll noBpeal'I

HaHeceHIl Ha r{MyulecrBoro na BlsroNurert, KaKTC} u Aa o6esuerfi Bc.lt<o rpero ruue' Ha

Koero ca HaHeceHu BpgAu no BpeMe Ha r BT'B Bp63Ka C UOnraNa-/uucraJlaqlitTa [I

BL,BeXAaHeTo Ha MeAI'lqItHcI{a anaparypa B e(cr',lloarallus'
rlres 9. flpana u 3aAbfl,fiegus sa Br:'noxure'rq
1. flpu ao-6pocr,BecrHo 14 ToqHo I.i3rI1'rIreHI{e ua '{ororopa' 

Br'glorrurenst ce

3aabnxaBa aa 3;[naru 06 rara ueHa no ql' 2' an 1 <n ro:u loroeop' c:sr:racHo yc:]oBl'Isra Il

no HaqIIHa, flocoqeH B Hefo.

2. Bt sroxarerJlr ce 3aAT'rxaBa aa npueMe aocraBKara Ha MeAltuI'rHcKa

anaparypa, rtpeAMer ua ,{oronopa no pera ua u:r' 5, axo orroBaps Ha AoroBopeHure

rr"a**"","cpott4o3(rpr'r)auucJleaIrrlcMeHoroMyyBeaoN{tBaHe'KaKrouAaocHrypn
aocnn Ao noMelrleHusra cu u neo6xoatlMllTe yonoBuq 3a MoHTaxa u BT'Bex{'[aHero B

EKCNJIOATAIII4f,.

3.Br:IoNureJIs.|IIManpaBoAaI,IcKaoT]4snrIHHreJlqAau3tIT,nHI-IAocTaBKaTaHa
MeaurlrrHcKa anaparypa .ro no"o""""o e 'ul 4, a:t' 5 or .{oronopa a'4pec' B cpox u 6er

OTKNOHEEI'I' OT AOfOBOPEHI{TC H3IICKBAHU'.

4. B:lsroNltrersr IrMa lpaBo Aa nonyqaBa uuQoprraqllr no BctKo BpeMe orHocHo

noAfoToBKaTa'xoAalIop]'.aHll3aul,IgTaIIoIt3nbJIIIeHI{eToHa,IIocTaBKaTaI{.4eltHocTuTe'
rpeguer na ,{oronoPa.

5. BrsroNurersr I{Ma npaBo Ha peKnaMallus [o orHorlreHrre Ha AocraBeHara no

[oroeopaMeAI4III,IHcKaaflapaTypa'Ka(ToIIoo,IHoIIIeHI4eHaMoHTaXauI4HcTaIauuqTa!npu
ycJtoBHtra noco'IeHI'i B Hacrotlqut ,{orosop lI cbfJ'I€lcHo f apaHul'ioHHl'ire ycJroBllrt

6. Bt::roxrirerqr r'IMa npaBo Aa I'13acKBa o.t I4srbrllurerc 3aMqHara Ha

Hec6oTBeTCrBaxla c Texnuqecr<ure cuequt|r.traquu uluttu Aeq)eKTHa MeaIIIII'IHCKa allaparypa,

.."t
\,
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UIUIL :Freitlll KOMTIOneHTI{, KaKTO 14 OTCTpaHtBaHe IIa HeAOCTaTbqItTe, nO peAa Il B CpOKoBeTe'

onpeaeneHrr nacroru,rll,{orooop.
7. BtsroNurergr I4Ma rlpaBo,qa orxaxe nllr{eMauero Ha aocraBKara' KaKTo n aa

He3anJIarLII'I3qtnoI4JIIiqaoutqHoqeHaraIIo'{oron'rpa'xorarotr4:nllnl'ITeJlsrEecIIa3Ba
li3IIcKBaHl,I'Ta Ha ,[oronopa, ;loraro I4lnr'lul4Te.[,IT H0 I.l3IIbJIH}I [3usno cBoI,ITe 3aI:bJIxeHI{g

cr,rnacHo yc:ronuxra na,{oroBopa.
9. Bt sroNurer.[r uN{a

rrpeAcraBrj KorMt oT aoroBoplr
IIOAI43NT}JIHIiTEJIIi.

10. .tss:roNurersr e AJIT,xeH aa He pa3[poorpaHsBa noa KaKBaro r'r ga e $opua

BCrKa rrpeAocTaBeHa My or tr4snrlnurelr uu$opltaqur, I'IMalIa xapaKTep Ha rbpIOBcKa

Taiiua u ll3puqno y[oMeHara or l4snl'rrru::erg Karo raKaBa B fipeacraBeHara or nero o$epra'

V. IAPAHUI,IOHHA
IIOAAT,P)ItAHE

OTIOBOPEIOCT rl IAPAHIIIIOHHO

npaBo Aa I{3I{cKBa ot I'1gn:s.ngurel.f, Aa cKJIIoqL H Aa My

3a r1o,4H3rt6.lrHeHr'Ie c nocoqeHl'ITe B oQeprara My

r{,reu 10.
(1 ) f apauuuouHa orroBopHocr
1 ' tr4snrrgfirersr fapaHTl{pa rll'rrHara S)'srqtlosarura roaHocr Ha MeAI4IIIIHcKa

afiapaTypa c:bfJracHo aofoBopeHoro npeAHa3HaileHue, ltal{To r{ cbrJlaoHo l exHHqecKoro

flpearo)xeur{e I-r rexHnqecKure craHAaprrr 3a (aqecrBo u 6egonacnocr'

2. B palrlxure Ha I apaHIIrloHHI'Ir cpox I4:l:slnurentr orcrpaHqBa ct,c cBoH cl{ntr u

cpeAcrBa ecuqKla HeclorBercrBl.iq Ha MeAHIIIIHcKa anaparypa' cr'orBerHo noaMeHs

g"4"nttp-"\actuulu]ruKoMrloHeHTrrcHoBI't'c:bfJracHofapaHIlI4oHHI{TeycroBl'ltlu
TexHu qecxor o npennoxeH LIr' sa tr4rnt'r H utelg'

3. Pexlauauuosnoro c6o6qegue ua Brs'noNuterq Mox(e aa 6rAe u3[pareHo no

$axc, rene$on, eneKTpoHHa IIo[Ia I'IJII4 o6llKuosenia uorua' I4:ll:nrnrer.sr e Ant'xeH aa

"rnput, a"on rna-nu$uuupauu npeAcraBllTenl'l Ha Mtcro 3a Kol{crarl'IpaHe u

ugeHru$uuupaue Ha rloBpe,D,ara B cpor or 3 (ryu) .{rrn or noJlyqaBalre Ha peKnaMalluoHHoro

cro6ureir'e na Br,glox'rrelt. flpa nu:mara Ha cepBta3Hrir eKrrrr Ha I4gn6.[Hr.rre:rq ce c6craBt

KOHCTaTTTBeH IIpoToKoJt 3a I43BtprreHoTo TexHIIqeoKo o6clyNnane, Bl'laa Ha noBpeaaTa'

pa6orure t 
"po*", 

neo6xogtlul'l 3a orcrpautBauero, a ana eguoo6pa3Hn ex3eMnnspa

4. I4srttrHurerq'll ce 3aAT'JIXaBa Aa orc'IpaHll Hacr6lxJla [oBpeAa n cpor or 5

(ner) xa-lengapnrl AHII, cqI'ITaHo or Aarara Ha KoHcrarupaHero Ha noBpeAara'

(2)I4:nlrrrrure:rjqTce3aAsJIXaBaAao(',IrypqrraB:r'glorr<utelgfapaHql]oHHo
noubpxaHe Ha MeAI]qI{HCKil anaparypa B aoroBopertus cpoK'

(3) Cpoxsr 3a rapaHIII4oHHo nogtpxaHe Ha BceKrt oraeJreH anapar ce yr1'J.lxaBa

c:L,c cpoxa, npe3 KoiiTo e rpaeno orcrpaHsBaHero Ha rloBpe'{a H MeAI.lIIuHcKara alraparypa He

Ce e nOn3BaJIa IIO npeAHa3HAiqeHUeTO CI{'

VI. |APA.HIII{II3AI43TISJIHTJHIIE

g,,res 11. (1) B c:ryvaii, qe tr{glrlnarergr e Ha[paBuJl rlpeaJroxeHue 3a aBaHcoBo

rnaxlaHe, cbrqutr IIpeAcrals fapaHIII4'' o6e:neqagaua aBaEcoBo [peaocraBel{I{Te cpeAcrBa'

B pa3Mepa Ha aBaHcoBo lpeAocraBenr]Te cpeAciTBa' fapanqurra ce [peAcraBq cilea

o"rrayp"uu""to ua Qunaucnpanero or crpaHa na M3 no 'rneH Ia' r{3p'Bropo u npeAll

Bb3noxurersr aa Ii3Blbplrlu nspBoro nJrarqaHe IIo a0roBopa'

,.(/,r, \,I? \



3A AKTI4BHO AEI]EHI,IE -AOBPUq""MHO|OIPO@I4AHA BOAHI4UA 3A AKll4UHU /\I''1Lr'/LI, -
AOBPIIq 9300 E yr. 'naHaiior xuroB" 24 I 058/600488 qrakc 058/600414 g e-mail: oblb@bergon net

(2) fapaHql'rrra, o6e:neuanaura aBaucoBoro npeAocraBeulire cpeAcrBa ce

o""o6o*au"u " "pon 
go 3 (rpu) .qHI'r cnea BpbulaHe ptJrI'I ycBotBaHe Ha aBaHca' ABaHcr'r ce

cqr.rra 3a ycBoeH cneA [oArlnoBaHe Ha AOKyMeHTI'ITo II0 IIJI' 3' al' 4 or HacrosrlHt AOTOBOp'

tllen 12. (1) tr4snr'rulrrersr npeAcraB.{ rapaHqllt' o6e:neqanaua L3rrbrlHeHl'tero

Ha AoroBopa! B pa3Mep ua 2 na cro or croiinocrra Hil AoroBopa' fapauqllxra ce npeAcraBt

"nJ 
oa".vp"uu"ero na $unaucupaHero or crpaHa Ha M3 no qleu 1a' u:p eropo u npeau

Bb3lroxI4TeJItT Aa I'I3BT'pIll{ nbpBoTo rIJIaIrIaHe Iro AofoBopa'

(2) I.apanqurra, o6isneqasaqa u3[bJrEeHxrero ce ocno6oxt4aea n cpox 4o 3 (rpu)

AHLI cneA noA[I'IcBaHe Ha aoKyMegTltre rro'{r' 3, an 4 or Hacro{x]ut AoloBop'

9,res 13. (1) I'1:nr'luurersr flpeacraB.l rapanuuq' o6e:neuanaula rapaHunoHHoro

[oaA6pxaHe, B pa3Mep ua 1 na cro or crofisocrra Ha aoroBopa' fapauqulra ce npeAcraBq

"nag 
oa".yp"u*ero ua $uuaHcupaHero or crpaHa lta M3 no q:ren la' usp nropo n [peAI{

Bb3nOXrrTeJIsT ,4a !I3B6pIXIl [bpBoTo nJIaxIaHe IIo aoroBopa'
(2) l apanuurra, o6esneuaaaura rapauul{oHl{oro noAA:bpx(aHe ce ocoo6ox4ana a

cpox 4o 3 (rpll) auu cJIeA I'I3rIIqaHero Ha cpo(a Ha rapaHul'IoHuoro rloaar'pxaHe'
'.ineq 

14. (1) fapauuullre ce rpeAocritnrr no l't:6op Ha r3flr'nufirerq noA

Qopuara Ha flapurrHa aytu, 6u"no"u rapaHq[q l.rnli 3acrpaxoBKa' Ko.sro o6e:ne'{asa

II3II6IHeHI]eTO qpe3 nOKpIITI'I9 Ha OTf OBOpHOCTTa Ha I'l 3nT'JlHI{Te'll{'

(2) B cnyuallre' Koraro rapaHIIIrI{Te oa no'q $opuara Ha [apl4qua cyMa'

Bs3JlOXr.rTeJrtT He A:r'JlXH 3alJratqaHero Ha JII4XBIT 3a llpeMeTo' [pe3 Koero lapur{HaTa cyMa e

fipecTosna npl{ Hero, ocBeH B CnyqauTe Ha HeocHoBarenHo 3aa:bpxaHe Ha eyMara c']rel

ca IIOA +OpMara na 6allxoea rapaHIIU.{'

Ae.[r.rMa I{ rrJIaTIiMa npu nbpBo nI4CMeHO

Cpoxonere Ha BaJIrlAHocr I.I pa3Mepl{Te Ha

cr,o6paseuu c rocorreHoro e qr. 11, 12 Ia

VII. HEYC]TOITiKI{

Ilres 15. (1) llpra ra6aeeuo LI3n6IHeHHe Ha 3aAL,JIXeHI',It nO lOrOeopa oT crpaHa

sa tr4:n:slnrzrelr B Hapy[errue Ha [peABri4er{nre B ro3r'I [oronop cpoKoBe, c6[I]Itr A6n)I(r1

na B:r'groNarelr ueyiroiixa " p*t"p na 0'05 % or cyMara no u'n' 2' a-lr' I ra scexu

npocpoqeH AeH, Ho He uoseqe or 20 %o or o6qara qeria lo u:r' 2' a.Jr' 1 '

(2) npLr za6asa ua Bbg:roNure:ls 3a H3IGJIHeHHe Ha 3aa:bnxeHl4qra My 3a

rr:raulaue no fJoronopa. cGIlIlItr AElxI{ na tr4gnbrultre:rx ueycrofixa B pa3Mep na 0 05 % or

.{6JrxLIMaTa cyMa 3a BceKI4 rLpocporreH AeH, Ho He noBer{e or 20 Vo or pa3Mepa Ha :a6aeeHoro

nnaIlIaHe.
(3) npu cucreMHo (rpu u noneve nrra) nera:n'snneHue Ha 3a'[c'[xeul'itra 3a

rapaHuuoHHo noAAEp)KaHe uluttu rapauttuoHHlr peMoHTI'I B cpoKa Ha rapaHIIIItra!

I4s.rr,rr"urergt aun"." "u 
BT,glorrurens neycrofixa B pa3Mep na 5 (ner) 7o or o6uara qeHa

no .{r. 2, an. l.
(4) IIpu rl,JrHo Hel{3rr:bilHeHue Ha 3aA:b'1x(eHusra 3a rapaHIII4oHHo o6clyxtnaue

r4h4n| rApa:|{Li|roHHI{ peMoIlTI4 B CpOKa nO rapaHusqTa. I'Ign:r'lgnrelgT AGJIXI'I Ha

BtsrroNr'rrers HeycrotKa B pa3Mep Ha i0 % (4.""t 
'poqeHra) 

ot croiinoctra Ha 
'{oronopa'

(5) B:r::roNurersr Moxe aa npereH.4l{pa o6erueresue 3a HaHeceHu Bpeau H

IIDonycHaTn troJI3I.r nO O6Il]U.{ peA, He3aBIlCIiMO OT HaTIUCIeHI-ITe rieycrofiru I{ He3aBI',ICI',IMO OT

aoroBopeHLrre cpoKoBe.
(3) B clyualtre, Koraro rapaHIII4I'Ire

csruaTa cJIeABa ga e 6esyc:ronua, HeoTMeHI'IMa!

HCXaHe 3a [JrarIIaHe OT CTpaHa Ha BG3JrOXrrTeJItl'

pa3nurrHure 6anxonu rapaHul{u cleAna 4a 6:sgar

13 or goroeoPa.

'rt 
", 

1I.rI. I

,\ rlI'q,
ycBotBaHeTo Ha fapaHql{JlTa 3a I43rrbJrHeHue'
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(6) Heycroilr<lrre ce 3aIIJIaIqar qpe3 II:sJIHo UJII{ qacruqHrc ycBosBaHe Ha

rapaHrlr.rllTe no '{r. 1 I , 12 u 13 ' B c:ryuai, qe pa3Mepb r Ha rapaHul{Irre He e Aocrar:bqen uns

He e BT,3MOXHO CrUIIlre Aa 6t4a'r ycnoeHn, HeycrofiKl'Ire ce yA:bpxar or BctKo nJraulaHe'

abnxnMo r{a r{3rr6JlHr4Telr. h:n'sJ1Hr.rreffr Moxe Ao6poBonHo Aa 3allnarlj HeycroiKr'ITe no

oannonara cuerKa Ha B63rroxlrrerr s fll'18 A!: BG 81 FINV 9150 1016 88'13 94'

V[I, [O,4II3TIT"'IHI4TEJII{

9,ren 16. O6qlr yclonua rrpHlrorrtr{MH xr*r flogulnr''nuureJrrITe
(1) 3a usnspunane ua AeilHocture no ,{oronopa, I'I:ntnuuterurr rrMa IrpaBo Aa

noJr3Ba caMo noau3nsrHu leJlI{Te, Irocoqeun or Hero e oSeprara, Bb3 ooHoBa Ha Kosro e

us6pau sa ZsntJlHttreJr.
(2)flpoueurnoroyqacrlieHanoAl{3n6JrHl'lrennreBueHara3aI43Irr''llHeHIteHa

,{oronopa He Moxe Aa 6:bAe pa3nuqHo or rlocoqenoro e o$eprara na tr4gn:smrure:Ls'

(3) tr4:rr:slrrure:r'T Moxe Aa II3BL,pIIIBa 3a}4'Ha Ha [ocoqeHlITe IIoAI,I3n6nHI,TenI4

3a n3n6nHeHr{e ua ,{oronopa, KaKTO LI Aa BKJrroqBa Hollu [oAII3n:bnHI.ITeJ]Ii B npeaBllaeHnTe B

3OfI cnyuau u nplt npeaBl4Aenure s 3ofl ycnoBr4fr'

(4) HesaeEclaN{o oT rr3rroJl3BaHeTO Ha nOAIt3n:bnHI'ITenI'i! OTTOBOpHOCTTa 3a

u3nbJrneHrre ua nacroxrqllr lofoBop n ga tr4gntluure:r.g'

(5) Crnrounanero Ha AofoBop c noAlt3[6JlHllre:r, xofiro ne e o6neeu o orleprara

ga l4:nr:rgurelt rr He e BKIK)qeH [O BpeMe Ha [3II6JIHeHLIe Ua ,{Oronopa tlo npeABI',IAeHI',It B

3OII pea IIJIH Ir3rrbJlHeHltgro Ha aefinocrnre no AoroBopa or Jlrlqe' Koero He e

noall3n:brHrrre-lr, o6tBeHo n oSeprara ga I4l;nTugurelrt, ce cqI'ITa 3a Her{3nbJrHelrl{e Ha

,{oroeopa 14 e ocHoBaHrle 3a eaHocrpaHHo rpeKparsBaHe Ha AoroBopa or crpaHa Ha

Bt:roNurers H 3a ycBoqBaHe Ha rIGJlHus pa3Mep Ha fapanllrrsra 3a I{3IrbnHeHrre'

9,ren 17' [ononopu c rIoArl3rlt'JrHrrreJlIl
flpu cxnounanero na ,{oronopure c [oaI'I3nbrHHreJIIlre' oQepI4paHH B oQeprara

na tr4:rtlgurel.s. nocreaHusr e An6xeH aa c:b3Aaae ycnoBr'Iq fl rapaHllr{Il' qe:

l.npuloNuuureKnay3lirra,{oroeopaca3aA:bJI)I$ITeJIHI,{:]iaIBIllJIHeHIieoT
NOIII3II6JIHIiTEJIITTE ;

2neircteugtaua|Io4Irsnl:rullTeJluTeH'ldaAaAoBeAaTnp'Ko!{.]1!IKocBeHo'[o
Herr3n6rHeHI.ie ua .{oroooPa;

3. npu oct urecrBtiBane Ha KoHTpoJlHHTe cII

ule Moxe 6e:lpenlrcrneHo Aa }r3Bl,plrrBa npoBep(il

IIoAI.l3rl:bJIHUTe]II4Te.

{lyuxuuu no noroB,cpa B:r:roNutenq'r
Ha AeilHocrra I'I ArJKyMeHTaIru.{Ta Ha

9.neu I 8. Pa:n,raruaue c rIoArr3rIT'JrHureJlll
(1)KoraroqacTTaoT[op6rlKaTa}Ko-trToceu3nbJIH'BaoTnoAI,i3IIGJIHIITeI,MoXe

Aa 6rAe rlpeAaAena Karo orAeJIeH o6eKl ua l4sn:brHurerq uru Ha Bs:loxure:t.l'
Br,groxnre:lar 3annarra B!3ltarpo(neHne 3a ra3rr qaor ,4upeKTHo Ha noArl3nbnHl'ITent'

(2) Pa:nnarqausJ{ra tro a,rllne.{ I ce ocbrqecrB'lBar 863 ccHoBa Ha HcKaHe'

orlpaBeHo or noAu3nr,JlHrlrols ao Bl:norxureng qpe3 l1gnl:rnurer.fi, KoiiTo e An:bxeH aa fo

npeAocraBu Ha Br,sroNlrrens s 15-AHegeH cpoK or nonyaraBaHero My'

(3) Klu ucKaHerr) Iro aJIr{Het 2 l4zrrstrsu'retsr flpe'4ocraBt craHoBfixre' or Koero

Aa e BnAHo AanI{ oclopBa nraulaHl{tTa UJII{ qacr oT Tsx Karo Hea:bJIxrlMIi'

(4) BbsroNnrertr rrMa npaBo Aa orKaxe nJIauIaHe rlo aruHe[ l' roraro HcKaHero

3a rrrarlaHe e ocflopeHo, Ao.MoMeHTa Ha orcTpalltBalle Ha fipuqliHaTa 3a 0TKa3a'

IX. YCIOBUq 3A IPEKPATqBAHE II PA3BAIqHE HA AO|OBOPA

(' 
,,
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tlleu 19. (1) Hacrostrlnqr ,{oroeop ce npe'KparsBa B cJIeAH}ire cJlyqau:

1. no egaHMHo c6rJraclle ua Crpaullre, It3paseHo o nr'Lcueua Qopt'lal

2. c l,lsrl4-raHe Ha YI oBoPeHu{ cPoK;

3. fOrarO Ca HaCTI,tlIlJlI4 CGIIIe9TB9HII IIpoMeHx B1>B (PnHaHcupaHeTo Ha

o6ulecrseuara troptqKa - [peAMer ua [oronopa' I43I]:sH npaBoMourrtrra Ha Blt'roNurerq'

Kouro roi He e Morbjr I{JII4 He e 6a,r Allxen Aa apeABHA}I I{nI{ /xa npeAorBparl{ - c nncMeHo

yBgAoMneHI4e or Bbsnox{ureng, BeAEafa cneA Hacr6[BaHe lra o6ctosrercrsara:

4.IIpHHacTb[BaHeHaHeBIIHOBI]aHeBT'3MoxHocT3aII3IIT'JIHeHI-IeHeIIpe.IIBI,IAeIIo

"n"""np.go'upatulloct6atlreoTlI3Bl,HpeAeHxapaKTepjBT'3HIIKHaJIocnellcKnIoqBaHeToHa
l{oronopa l,,uenpeogoluua olna") ra cpox no-a.snt,r c'r 30 Anu'

5.I1pl1HacTbIIBaHeuao6cto,IrejlctBoToIIoq']IeHla,ul.2,Ir3p.BTopo.
(2) Br'sroNllrersr Mor(e Aa npeKpart{ 'n'oronopa 

6es lpeaussecrue' c

yBeAoMneHI4e, It3[pareHo 4o tr4:rnr':rnnre:u:

1. npu cucreuno (rpu fl IIoBeqe nrrr) neusu:slHeHue Ha I4gl:s:trurelg na

3aAlnxeHl4tra 3a rapaHIIr'loHlIo rloA'4:bpxaHe ll/unil rapanuuoHHl{ peMoHTrI' IIJII{

2.uplrnuuoHel'r3rlt.JrHeHI{eHa3aAbnxeH['IsranaI4gnlrH'Iren.'I3afapaHuI'IoHHo
noa.q:bpxaHe Ir/u:ru n:nrpurnaue Ha rapaHquoHur{ peMoHTI'{ B cpoKa rro fapaHqut'ra; r'IJ]I'I

3. npu sa6ana flpoalnxl'IJra noBeqe or 30 (rpagecer) EHn vnu rrpl'I [1'JIHo

Herr3nb.rlHeHlie Ha 3aAcn)KeHrrero ua I4gnlmrureJrt 3a B6Be)K'uaHero B eKcrrnoaraqxt Ha

MeaI{qI.IHCKa allapaTypa' un}r
4. x3ror3Ba [o.{I'I3n6JIHIrrer, 6e: aa e AeKJlapupan roBa B aoKyMeHTure 3a

yqacrlte,uJIr'II'I3noJr3BaI0A!{3[5J]HI{TeJI.t<oiiroepa3nliqeHorro3I'I'KoiiToeflocoqeH'ocBeH
BcjlyqavTe'BKoItTo3aM'{HaTa'c:boTBeTHoBKIIoqBaHeToHano.4I,I3IIT,nH]4TeJIeI-{3B6pIIIeHo
au" 

"uanu"""to 
ga Bl:loNu're:rq I'I B cGorBercrsl're cT'c 3Ofl Ir Hacro8nrl'1': AoroBop;

(3) B:ss.noNurentlr flpexpartBa '{oronopa 
B cryr{alire lo ql' ]18' nrl' 1 or 3OlI'

6e: Aa Ar,:rNu o6esuereulte sa I4:nt:nrurelt 3a nper:bpneHrl or ilpeKpartBaHe-ro Ha

.{oroeopa Bpe!I4, ocBeu aKo rpeKpartBaHero e Ha oct(oBanue 'uI 1 1 8' a.lr' 1' r' 1 or 3Ofl'
- 

(4) llper<parqBaHero craBa cJIgA ypex'ualle ua Snuauconure B3al'{MoorHouleHut

rirexgy CrpaHure 3a I'I3B6prrIeHI4Te or crpaua na Zgll:tsurela u ogo6peuu ot Bt"g:roNureilq

AefiHocru no ll3nb,qHeHUe Ha lorooopa'
(5) Br:noNureJrj{T MOxe Aa pa3Banl.r ,loronopa no peAa I,I npfl ycnoBu.flra

NPEABI4AEHI,I B HEfO HJII.I B NFIHNO){(I,IMOTO 3AXOHOAATCIICTBO.

Ilren 20. Hacro:rllluqr ,{orOnOp MOxe aa 6r'ae nsuessn IIJII'I I0II6JIBaH Ol'

Crpanure npr ycnoBnqra Ha qn. 1 16 or 3Oll'

X. HETIPEOAOITI{MA CUIA

rlres 21. (1) CTpaHure ce ocno6ON4anzrr or orfoBopHocr 3a HeI'I3rl1'JrHeHI'Ie Ha

3aAbnxgHltqTacli'I{oIaTOIIeBb3MoxHocTTa3aIl3rIT,J]HeIlueceA:bllxllHaHenpeolonuMa
cn,ta. Huxoq or Crpanure lue MoI(e Aa ce no3oBaB:t rta HelpeoAonuMa clrral axo e 6n'ra g

sa6aea u ne e rlu$opuupa,ra Apyrara Crpana 3a B63r'uKBaHero Ha HenpeoaoJrHMa cuJIa

(2) Crpanara, 3acerHara or EenpeoAoJIHMa cI'IJra' e '{Jr:Lrltua aa npennplleMe

BCUqKU pa3yMHn ycvrvl A MepK[, 3a.4a HaMaJIII AO MI{Hr]M}IN'I nOHeCeH Te npegu lr :ary6u'

I(aKTo Ii .4a yBeaoMI4 rtllcMeno Apyrara Crpana ue:a6aBHo rlpll HacrtnBaHe Ha

HeIIpeoAoJIr4MaTa cuJIa.
(3) ,{or<aro rpa'; HenpeoAoJlr{Mara crrlla, u3nGJIHeHI4ero Hil 3aAt'rrxeHltero ce

cnupa.

,...."i/
"-v:
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XI. AOIII,JIHI,ITEJIHI{ PA3IIOPEAEI4

9'rc*t 22. 3a scIlqKE IreypeAeHlr B Iracrosxlu.l loroeop Btnpocll ce fipunara

aeficrsauoro 6t:rrapcro 3aKoHoAarercrBo'
r{.nen 23. (1) Vnr'nsoMotqeHlr lpeAcraBxtrer]I na Crpauure' Kouro Morar aa

npueMaT H IIpaBj{T I'I3tBJreHrlt no rr3nr'JlHeHl{ero Ha Hacro.sx-lt{t loroeop ca:

3A BL3JIOXI{TE"II-fI:
,{-P CeerosaP Eaiuen flerPon;
Tene$ou, 058/600160, @ar<c: 058/600414' e-mail: oblb@berson'net'

34 l43tlt,tlHl4TE,tlfl: n 1L\fi;.i'\'w -i ".,1, '.'r.
.............. ..TeneQou:kil{ i i''!'Y'Y"e^utt' Jv'ydgt'}9"nefL:cttt.Ltt '

(2) Bcuvnu c:so6qeEfis r.r yBeAOMngHUs, CB6p3aHr,t c r43[:bJIHeHI{eTO Ha ro3l] tt:LLl

lorosop, cJreABa Aa cr,Atpxar HaI'IMeHoBaHIiero l'r HoMepa ua '{orolopa' 
aa 6'raar e

(4) He NtoNe '4a
ne6peNnocr I.rJrI'I )a4I4rxJIeHIt

r.r3nr,nHeHlle ua,{oronoPa.

nucveua $oPua ga AeficrsurerHoct'
(3) CrPauure ce 3aar'rxaBar

lpaBHI4S CI4 CTaTyr, aApecl',ITe cI-I Ha

KoMrrereHTHI4t c:ba B rp. ,{o6plt'r.
{r.eu 22. HuruoNnocrra

IOI6JIHTTToJIHO yloBopeHll yCnoBI{q

,{oronopa raro qrrro.

IIPU no4nucnanero

AOKYMEHTII:

ce [o3oBaBa lra HerIpeoAoJIIrMa cIiJIa oHa3]a UTpaHa' quqro

leficter4q tlru 6er,4eicleut ca AoBeJrIt Ao l:IeB:s3MoxHocr 3a

apeAcraBnsBar.^ (4) O$llul'ranna Kopec[oHAeuq]Iq MexAy Crpanure ce pa3MeHs Ha IlocoqeHl'rre B

Hacrosrqus l{oronop aapeclr Ha ynpaBnelrne, ocBoH aKo Crpauare ue ce ilu$oplrupar

nrrcMeHo 3a Apyrq cBor{ aApccll. flpu neynegou:rBaHe llrll HecBoeBpeMeHHo yBeAoMsBaHe ja

[poMqHa Ha aApec, KopecnoHAeHUI{sTa I'r3rpaTeHa rta aapecHre no HacTosull4t AoroBop ce

cqr.rrar 3a BaJII'IAHo It3npareHll E rtonyrleHu or 4pyrara Crpaua'

(5) Bcuurn ir'o6lrlenux 14 yBeAoMlterlus cie q3npanlar rro tlo lara c nperropbqaHa

npurnu 
"n" 

no t<ypuep" Ilucuenl4re yBeAoMJreHI{t MexAy Crpanure no Hacro;tulr' '{oronop
ce crlr4Tar 3a BaJrr.iaHo rr3lnparegl{ no Sarc c aBloMaruquo reHepllpaHo cro6rqeHI're sa

rroJlyqaBaHe oT aApecaTa r.rJlrl Ilo eJIe(TpoHHaTa ]Iol{€l Ha crpaHllTe, noArIIz(caHIi c eJle(TpoHeH

noanl{c.
{,res 24. I4:nt:luurerqr H.[Ma npaBo Aa npexBbpnt cBoI4Te I]paBa linu

3aa6rxeufis ro Hacroslquq [oroeop Ha rperl{ r[qa' ocBeH B cryqaure npeae]raeHu e 3Ofl'

ll.res 25. (1) Bcll'mlr cnopoBe, nopoAeHrt or ro3li AoroBop rrnu orHactrul'I ce '4o

Hero, ule 6r4ar pa:peuraBaHr{ rc'pBo no u:etnclge6eu pea qpe3 lperoBoplt MexAy 'uBere

Crpaulr, raro a clyvafi Ha cnop, nc*a Crpana MoxJ Aa n3nparH Ha Apyrara Ha IlocoqeHure

aapecr{ 3a KopecnoHAeHUI'1' IlO-AOny floKaHa 3a upefoBoplt c nocoqBaHe rla aaTa', !lac H Mscro

3a nDefoBopI{.- 
izl B c:ryuafi Ha HelrocrrrraHe Ha AoroBolleHocr no peaa Ha l]leAxo'[Hara aruHeq'

Bcr4qKn cnopoBe, [opoaeH]4 or ro3l4 ,{oronop nrlr orHacq IH ce Ao l{efo' BKJIIoqI'lTeJrHo

cnopoBere, orHacsxlu ce /lo HefoBoro rr'nKyBaue' HeAeficrsuteruocr! HeI{3rlLJrHeHue HJrIi

nDeKDaTgBaHeIrIe6lAaroTHac'HII3apa3|nexAaHeI4peIIIaBaHenopeAaHa||IKorpogono

ga ce lruQopullpar B3aHMHo 3a BcsKa [poMsHa Ha

ynpaBJreHl4e, reletpouure u Jrurlara, KoI'Iro rI:I

Ha HsKos or KJIay3I'ITe no fioronopa I{'[II Ha

He BO.[U .4O Hr]rqoxHocT Ha Ap'/ra KJIay3a llnrl Ha

npeacTaBnxa cneaIII4Te

',!{i
7\ l

Ha Hacrosulr4s [orosoP ce



1. 3a o6crorre;rcTBaTa rro . r. 54, ar. 1, r. 1 Or 3OII - cBLIAoTeJICTBO 3a c5AI.{Mocr;

2. 3a o6c.roqrercrBoro rro qn. 54, an. 1, r. 3 Or 3OlI - ygocronepeH[e 3a JII',Ifloa

ua ny6nuwrr.r 3a,qbJrxenl'rt, r,t:Aa,{eHo or opraHllre no [p[xoAI4Te; yAocroBepeHl'Ie or

odrquHa rpal Ao6pH.r 3a nunca ua ny6ru.rqHr4 3aA6JIXeHI,I'; yAOCTOBepeHr.re or o6up'ruara no

ce.4anu lero Ha flacrHvKa 3a rrunca ua rty6ttulurlt 3aA'bJrxeHl4t;

3. 3a o6c'roqrercrBoro rlo ql. 54, an. 1, r. 6 - yAocroBepenlte or opraHflTe I{a

I4snalnute;ma arenqus "flalna sI{crIeKIIr4t rro rpyAa";

4. Cepru$urar, yAocroBepsBau BHeApeHa cvcreMa 3a ynpaBneHue Ha KaqecrBoro

EN ISO 9001 u/ull.r EN ISO 13485/13488 ulwru eKlr]unalleutra, c o6xnar e o6lacTra Ha

rrporr3BoAcrBoro lalnr^u'rsptonutra c MeAUIII'IHoKa anaparypa;

6. ,{er.napaqux no un. 59, an. 1, r' 3' nln np' c 'r:r' 53, m' 2 o'r 3MI4fl no

3aA6Jrxr,rTeJrr{r4r o6pa:eq flpunoNenpre J\! 3 or o6pasqltre AoK)II\4oHTI'I Ha AoKyMeHraIII4tTa 3a

yqacTue.
7. faparqur, o6esneqaBarla u3rItJIHeHI{ero Ha AoroBopa: B pa3Mep ua 3 Ha cro or

crofiHocTTa Ha AoroBopa, oT KO'TO 1 sa cro e rapaHIIIItTa, O6egne.{asalua IapaHIII'IOHHOTO

IIoA,46px(aHe.
8. Yuacruur, r<oiro npurexana AoKIMeHT' yaocroBeptBarrl flpaBoro My aa

ThpryBa c MeAI,IqI,IHCKH I{3AeJrrrt, lBAaAeH OT KOMTIeTeHTeH Oprari Ha AtpxaBa-'rreHKa Ha EC

LIJIr'r Ha Ap)'ra AbpxaBa - crpaHa uo Cnopa:yrtaenEero 3a Enpone[croto ItKoHoMIrqecKo

rrpocTpar{cTBo, r.rnu na Kouse4epaqlra lllleiqapr.IJl, IIpI4 IIOFII4CBaHeTO Ha AOTOBOpa c]IeaBa

Ia 6,sae BrrrrcaH B pef cTspa no qn, 81 Or 3M!{, B KaqecTBoro My Ha nllqe no .tI. 78a or

3MI,l. BnrncsaHero ce npoBeptBa clyxe6no or Bt'3JIoxr4TeJIt'

Hepas4elua qacr or Hacro.tlqut .{oronop ca cJlearrl4Te npzJloxen[t cnea

NOIIIICBAHETO I'IM:

1. flpunoxeur're Ns 1 Kb[{ q,'I' 3, ast.4,'r'1 - llpueuo-npeAaBareneH rlporoKoJl;

2. flpr,raoxenr.re Nq 2 r:srra vn. 3, an. 4, r. 2 - fIpOrOrcoJI 3a MoIlTax I{ BGBe)I(IaHe B

eKclJIoaTaIIlu Ha MeA[qI'IHCKaTa AfiapaTypa..

'MHO|OIPO@I4AHA BOAHHUA 3A AKTIaBHO AE ]EHI{E -AOBP
IOEPI'Iq 9300 E yn.'naHafior XmoB" 24 8 058/600488 OaI(c058/600414 E e-mail: oblb@bergon net

Ktrra uacroxtqur AoroBop ca np[Jro)I(eHl'r:

1. Texnsqecrco fipeAroxeHlte na I'lrnuruarela;
2, I{enono npeAJIoxeHI4e Ha I'lsnlrHflrert;

Hacro.f,unsr [oronop ce noAnnca n 3 e4noo6pasHl'I eK3eMnJrtpa - rBa 3a

B:ssroxu'rert u e aurr ga LIzn'uIHLITeJIt.

.n 4a6ptt,,



r4JrHA EOJTHI4TIA 34 AKT!tsHO mr{EHr4E - AOEpr4q" AA

J{s 2 - eadbnucamereH odpazeq

r.6pfoBcKr,r MeHlIA)Kbp
(u3nuc6a ce uivemo Ha y', ctc ceAa;ruqe: rpaa Co(bllq, a,upec Ha yrpaBrreHr,re rpaa
Cotlrnx, yn. ,,Cnern 44.EVIK200600292-

nPEAnAr CJIE IHI,ITE YCJIOBH-fi :

7 (ce4errr) 6pos xeti{oArrarn3ufi anaparu:1 . ,{ocrarra
Mapra: AK
Mo4en: Bio

Baxter GmbFVGambro

T EXH I{qE C K O rrPEA Jr O )Krt^H I4 E
A ^^4 ttt)

Croxtr Baclrr,es tloponeeo, EfI^ \|/ il t I l, Y nu"".rBoro cr4 Ha
u3nuc6a ce dnttruocmma) sa MapBeHa ,{r,ranrocruxa EOO.II

altx)
fo4r.rua na nppr,rsaoAcrgo: 2018 r.

2. Crorsercrtne Ha lrpeaJraxannTg xeMoAI,raJII{3Hr,r alaparu c Lr3HcKBaHLIsra

yn."naHafior XumB" 24 I 058/600488 oaKc 058/600414 El email: oblb@bergon.net

TEXHI,IqECKATA

Jrl! llgucxnanr.rn KbM
xeMoAuaJrn3H[Te I altpaTrr
('rexnr.ruecrcu rl Apyru
rrapaMerprr:
t[ynrquonalnu,
TexH[qecKrr lI34cltBaHua,
paooTHrr xapaKTeIlHcTrrKrr r.t

oronu.nerronrca)

Ilapanrerpu
(Qynrquona.nur.r,
TexHuqecrcu
ugtlcrBauIls, padornrr
xapaKTeprrcTrrKlt n
oKoMlreKToBKa) Ha
rrpeAJraraHuTe
xeMoA|laJII|3uu alapaTrr

Crpanuqa or RaraJror,
flpocrreKT, [poAynToB

Apyr
AOKYMETIT HA
npor.r3BoAl{Teflg, KbAeTO
e llocorleHo
CbOTBCTCTBIIETO HA

rrpeaJlor(eHneTo c
Lr3rrcrBau[ffTa no xo.n. I

I , 3 4
I .{a noanoruna ilpoQr,rJmpane

HA HaTpr{r u
yJrrpaounTparlr4rra.

flosgonrna npo$unupane
HaNarUF

Kam;rorl/ crp. 2 r.r 3;
,{euapaqu-r or nporr3BoAr.rreJrt

2 Aa Moxe Aa FpoBexga
yHr,rnyHKTypHa Nlarfi sa,
KJII{K-ruIAK.

Ilponelrq4a ynr.rnyHKTypHa

A}IAJII€A, KJII,IK.IUAK

Prrosoncrso Ha
oneparopa 4'68, A1 14,
Al91; Kararor 1l wp.2;
Aexnapaurr or nDou3BortrreJrt

fia I,rMa Bb3Moxhocr sa
rrpoBexAaHe Ha aqeTaTHa,
KaKTo 14 na 6urap6onarua
Arl rr43a.

Ilponexgaue Ha arlerarHa
n burap6onarna 4trutfi3a

Ptxono.uctno na
oneparopa crp 425- A26;
Kara:ror 1/ crp, 3;
,{euapaqu.r or npou3BoaHTert

,{a npr.rrexana MoAyn 3a cyxa
6r.rxap6onarna cy6clauulrr.

flpr,rrexaaa uogyn sa
cyxa 6map6onarna
cy6cranqlrg

Kara:ror 1,/ crp.2;
,{er.rapaqr.rx or npor,r3BoArarert

5 ,{a ocurypma asb scexu
MOMeHT oT nporleAypaTa
9rapTr.rpaEe Ha lrBoJrnpaua
ylrparbulrparlrar (a*ibygus).

Ocnrypxna rton?rpaua
ynrpa$r.rnrpauur
(rn(bygug)

Kamror l/ crp.2;
fler.napawu or nporrBoarrent

.''-'t6;;;r''*-- ,
( ""',.a'-'" 

r: ir i\ ') 
'rt
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6 ,{a e or orBopeH TItn - aa

IIO3BOJI'BA E3NOI3BAHETO HA

KPbBHI.I JII,IHI]II, AI,IAJIII3ATOP{

14 AliarJlH3Hl'l KOHIeHTparH H

NT ITNVT'I, TTNOI'?ROIIHTEJIII.

O'rnopen rfin cqcreMa PlxosoAcrso Ha

PnepaTopa cTp. j\L t-t\Lo .

AeKrapaufifi or ttporl3BoAUTert

7 [a uMa I,I3MePBaHe u

3auI!{THI.l clIcTeMH Ha

apreprra"lHo, BeHO3HO lr
rpancrrreu6panno HajItraHe.

Cucreltu 3a I{3MePBaHe I{

3aIIIIrTa Ha apTepI'IanHo,

BEI]O3IIO I4

rpaucueu6pauurl
HAJI'TAHE

)rtcono4ctno ua
rneparopa c'rp. .461,

\138, A200;
(aralor i/ crp. 3;

leK,rapaqfit or npollsBoayTe jlt

8 !a r4Ma Bb3Mo)I(Hoc't 3i
uacrpoiirane IIa

reMnepaTypaTa Ha nva 
'3}lrlflpalrBop B rpaHuuure or 35

ao 39' C.

Ilo-uupor gIEana:ou na

HacrpofiBaHe Ha

TeMnepaTypaTa Ha

Asa!'Iri3Hl.Is pa3TlBop B

rpaHulllrre or 3i| .qo 40"C

%(osoActso Ha

uepatopa crP. 4200;
qexnapauuq Ha rpo]l3BoaHrert

9 ,{a uua xenapuHoBa floMrla c

B63MOXHOCT 3a AOCTaBtHe Ha

Aosu or 0 Ao 10 Mr/'I + 6onyc

naxc. 5 rnrl/6oryc. _

Xenapuuonara noMlra

AocraBs Ao3Ii or 0lo 10

Nrr/.r 4 6o;ryc narc. 5

ur/6olyc

Pr,ronoAcrso Ha

oneparopa crp. A191 ;

Kararor 1l crp.2 u3
AeKllapaq!{.' Ha nPou3BoalrreJIt

m-1 A" ttpt-.-"* ttp"tp"ttn .aflrpotpat" 
'u

l rauecreeua Aesuu$eruuq c I Ae3uHQeKIILs' c Kncertl v

I r<llce:ira It ocHoBHI'I I ocHoBHI4 Ae3ltH(peKTaHrI4'

I Ae:ltr$exraurIl Karo I 
Karo reslr 3a ropeua

I nporparuure 3a ropelqa I Ae3I4HQeKIrI'Ir u[It

I ae:uH$er<unr Hnt.r npoMuBKa I npoMIiBKa ca Her

I aa 6taar ua 450 vl/vr'rH a I 450t't,r/uuu, are3v ia

J 
',.t, tu cry.neHa urr 600 ] cryaeua 600 vrt/vuH'

I r'rir/uun. I 
lloneve orqulz 3a

I I rte3uHqeKuus'

I I tsl,3MoxHocr jlt
I I HacrpofiBaHe Hl

I I 
nPorPavnre ao 8oo

] I MJ]/MHIJ,

Prroro4cT no na
oneparopa crP. A194-
AI97:'

or l/ crp. 2 r-r 3;
oT rpoH3BoArirent

11 [a nlra rrpaaeua cHclleMa 3a

pa3rro3HaBaHe Ha KOpeKTrlIit

4esuHSerraur 3a

clorBeTHara nporpa\4a Ha

.negsndexqlrs.

Clrcreua :a pa:tno3HaBaHe

Ha KOpo(THI{S

4eruu$exranr :a
cborBerHaTa nllorpaMa Ha

Aesug6eKqus

PtrosoAcrso Ha

oneparopa ctp. A66-.467;
Karalor 1/crp.3;
AexnapauI,l' or [pot13BoalITent

T2 [a parno,rara c nporpaMa 3a

TorrJrI{HHa qe:un$er<qr'u

(reuneparypa 4o 85"C1).

ilporpava ,qo 9t3oC Prroao4creo na
oreparopa crp. A195;
Kararor 1/ crp. 3;
Aexnapaqut Ha [Polt3BoAl{TeJrf,

r3 ,{a uslo:r:na cl4creMa 3a

o6endno KoHrPOJIlrPaHa

ynrpa$u:rrpauut ctoqHocr
10% u cropocr or 0 ao 4000
rrrl/qac. 14 Aa noKa3Ba

rrocrotnl{o napauerPnre UF

Cucreva :a o6euuo
ronrpolupaua UF c

roqHocr I oZ u croPocr or
0 lo 4 000 Mlrlq. floxagsa
rapaMeprnre IJF I{el, UF
speMe/UF ctcopocr n UF

PrrcosoAcrso ua
orreparopa crp. A78.
A124, A130, A193-A194;
Kara,'ror 1/ crp. 3;
,4eKnapaqrit or IIpou38oAurers

/"
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Iler, UF npeue, UF cKopocr
n UF o6eu.

o6eu.

14

-)

{a npnrexana AereKrop 3a
HaJrr.rrrHe Ha KpI>B B

Ar{aJru3Hara reqsocr S 0,5

, 
nr/rprn/vr.ru - npu Hct=25 r.t

>3aMbpc{BaHe Ha

-xLIApaBJIIrqHaTa cItc.I.eMa.

.{erexrop 3a Harrr{rrue Ha

KPbB B II,IAJII{3HATA
revuocr < 0,5
MJr/Kp6B/Mr{H - IrpH
Hct=25 n 3arrtpcrBaHe Ha
xI.IApaBJr!iqHaTa cI.IcTeMa.
9pes r.lr$pavepneu
AeTe(TOp - no-
qyBcTBLlT9JIeH.

Prxoaogcrno ua
oreparopa crp. A201 ;

Kara,ror 1/ crp.3;
[ex-napaqru or npox3Boturert

E

l) .[a npHreNaaa ynrpa3ByroB
B63A)'rxeH 4erexrop 22 trrr.r.

Yrrpa-:n1xon Br,3ayrrreH
ge:rer<rop 22 nau

Prxono4crno na
oneparopa crp. A'200;
Karanor 1/ crp. 3;

r494|Iapaqnr or npo[3Bo.qurert
16 Aa nplrrexaBa oflTr.rr]eH

AeTeKTOp 3a Haruque Ha KpsB
u:ru rfu:nolorurreH prrsTBop B

Kp6BHaTa IuHI.Ir.

Orrz.reu 4ereKTop 3a
HaIVTIUe Ha KpCB t{Jtlr

$uluolorrnveu pa3r,Bop B

I(pSBHaTa I14.t{I4S

P:sxono4crno ua
oneparopa crp. A36;
lexaapaulu Ha rrpoH3BoAureJrt

17 ,{a 4asa Bb3MoxHocr B6rJ

BCeK!I eAItH MOMeHT OT

npoueAypara Aa ce r{ jBe)r(Aa

uH@poBa H TeKcroBa
uuQoprr'raqur Ha 6 t:rapcr<u
e3liK qpe3 HaTI..tCI(aHe Ha

6yroHr.r ua nauena.

B:rnrapcr<o veuro Karaaor 1l crp. 2
AeKnapaqIlt or rlpon3Bon!rreJ]t

18 Aa DpHlexaBa Moayn
u3MepBaul B perinHo BpeMe
xoe$nqueura Ha orqrrcrBaHe
ua xprrra Kt/V.

Mo4y,r :a tr3i{epBaHo
roe$aqueura Ha
oql{cTBaHe HA Kp6BT€l

Kt,A/.

Plroao4crno ua
oneparopa 4146-A147:
Kararor 1lcrp.2,
Aex"'rapaqm or rrpolr3BoAurent

19 {a npareNaaa xorrrpo,r in
vlvo Ha KJrr4p6HCa Ha yper.

Klupr,uc na 'yper Prrono4crno ua
oneparopa crp. A146,
Aexnapaqur or npoH3BoAfi TeJIt

20 .{a nprreNara KoHTpon Ha
HaTpLtt B ItJttBMaTa.

Kourpol H€L Harplrr B

IIJIA3MATA
Plxoeo4creo ua
oneparopa crp. A128;

-{g4napaqlu or npox3Boar.lrent
21 .{a nprlreNaea aBroMarr4qH(

BKrloqBaHe !I npoBelKAaHe Ha
HAI]AIIEH TECT.

Ag'toN{arl-t.tuo Bl<JIIorIBaHe

u npoBexlaHe Ha
HAqAJIEH TECT

Kara:ror 1 / crp. 2;
AeKnapaur{r or npou3BoAr.rreju

22 Aa e cttrpoBo,qeH c
uHcrpyKqrrs 3a rtorpeblrrens
sa 6r,lrapcru eszx.

I4ucrpyruau ua
6r,mapcru esrex

Kara,ror 1l crp 2;
,{ex,rapaqu.a or npou3BoaxreJr

ZJ Aa npr{rexaBa
rleHTpaJrr.l3r{paHo 6l.orlrpane
Ha xoAoBaTa qacT 14

6rorurpal1 MexaHH3rM Ha
KYIIJIYH|I{TE HA AIjAJTId3AT}j^LIr
pa3rBop.

I]enrparzgat,auo
6roxupane ua xoaoBara
vacr u 6:roxlrparq
MEXAHH3'T,M HA

KynnyHrrrTe Ha

AAaJIH3aTHI.I.rr pa3TBop

Prxono4crno Ha
oneparopa crp. 421 - A22,
.(eraapaqur or npot:oolurerr

.\,1 Aa uMa aBToMaruqHo Agtouatuqn<l Pr,rono4cloo ua .-,;l-t (- "/-: /,," ..';"''

l,#'
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3. flpe4naral"r cpor/cporone u pasMep 3a rrrralqaue:

30 (rpnnecor) Ha oro - [ptr [oAIrEcBaHoro Ha AoroBopa;

f o iryuaeceri Ha cro - B cpor 30 (tprgecer) Auu clea AocraBKa Ha anaparl'Ire;

40 i.rerupelecet) Ha cro - B cpor 30 @pulecet) rurn clea uogralKa u BlBexraue

B eKcnJloaTaqut Ea anapaTnTe;

oueparopa crP. A28,
A186-,{187;
Kararor | / crP.2;
Kararor na VlrPa$urrtp
u 9000;
[ex.napauur or nPox]BoanreJlt

aAanTlrpaHe Ha

NUAJIII3ATHII' TIOTOK HA

6asa Ha gaAaAegI'ts

KprBeu rloroK I'I Ia Moxe

Aa rlpe[3qlrcJrtBa
eif ercunnur rPteen
IIOTOK.

Arulporeuen i[ltrr'rP c

nloq na rvreu6p anara2,4
KB.M C BfpaAelra clrcTeMa

3a KOHTpOJI Ha

orpa6orenoto nPerr're r'r

npeABapI,ITeIHa

un$opuaum ra cMtna Ha

AAAIITI{PAHE HA AI'IAJII'BATIII{'

rloror Ha 6aga na 3aAa,qenl4t

KpbBeH [oToK I'I Aa Moxe Aa

[peI,I3rMcJUlBa eiPerruanu.a

*iru.t ttoto* npu Pa6ora c

pa3JIItqHI4 cerMeHTIt IU
KprBHaTa rl{Hltt. Aa
nplnTexaBaT allrporerleH
if unrrp 3a Alrarlrnara
TET{HOCT C IUIOIq HA

rraervr6panata He no-MaJIKa OT

2,2 rs.w c BrpaAerra ctrcreMa

3a Kolrrpon na otPa6otenoro
BpeMe u [peABap]rTenHa

un(popuauur 3a cMtua Ha

Karanor | | cnP.2'3;
Aexrapau[t or nPoI'I3BoAHTeiIt

Eireptx -24Y(2x12
v),7.0 Ah
HI-J-6uuPaua
ABynocoqEa
KOMyIIT,IKaIIU' C

KPI,INTIIPAHC HA AAEHI'I

Aa npltrexaBa BrPaAeHa

6arepr,rs c Kanaqltrer He lro-

"*i* 
ot 3 Ah nPu 18 V Ir Aa

6rae o6oPYanan c

tonnoo6rrlennnx. ,{a raMa

Bb3MOXHOCT 3A BK OqBAIIE

KrM untfoPuaqronna

Kara;ror 1 I ctP.2'3
AeKnapaqlrt or npoH3Bo.qnrent

flonyastoluarl'Iuuo
I,rHCTajrrparre Ha

IloMnerll4f, cefMerrT Ha

KprBHaTa JIlrHI,It lI
aBTOMaTn:lupaHa

npofpaMa 3a noqlzcTBaHe

I XnopeH rlpeltapaT OT

na rrpnrexaBa
noJryaBTOMaTnlU{O

I4HCTaJIIrpaEe Ha rloMnelt,u

cetMeHT Ha KpSBHaTa JIlIHI',It

v aa fiMa aBTOMarfl3I'IpaHa

nporpaMa 3a noqltcTBaHe c

xJropen Ilpe apaT or

Karanor | / crP. 2-3

Aerunpaqnt or npol'I3Boal'lrent
flpeAocrassHe s Paooren
pexnM Ea ABe rpaQI'Il0{

unu rpaifura ra Pa6oruu
lapaMeTpr{ or
II3BsPIIIBAHATA AIIAJIIBHA

flpoIIeAypa

,IIa ItMa Bb3MoxHocr 3a

rrpeAocraBtlre n Pa6oteu
pextrM Ha 4ne rPai[zxu llll't
rpaifura u Paoorlr'r
[apaMeTpI,I OT rl3BlpuBasara
(rcrcyua) A[aJru3lra

3adeneucxa:

\M
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V,racmuuxz,m npaeu npednocrcettue sa cpoKoBeme u pa3.Mepq Ha rurqulqHemo, 6

3alucuMocm om )rcelgHuemo cu, 6a ozpaHuLteHufl, HanpuMep: Vacm unu nbrHam.a 1eHa npu
nodnuc^aHemo Ha dozosopa, wru qacm om 4eHama npu nodnuc\aHemo Ha doejs\pa, a

ocmqHqrama,tqcmhacmu Ha omderHu nadeJrcu crcd wnbrmeHuemo, unu dpyzo.
4. Ilpe4lararu cpoK 3a AosraBxa (qo 6t) KaneHAapHr.r AHn or ocurypsBaHero Ha

Qlruanclrpaue Ha AoroBopa r4Jl.r or rrrpBoro rrnau{aue rro !{ero, n c:ryuaii, qe raKotsa e
rpeABnneHo):

6O G,cr--^^--\ -,..JneH.rIapHr.r aHH.
5. flpea:rararu cpox 3a MoHrax rr BT,BexAaHe B eKcnroarauur (Ao 7 xa,reu4apnu

aHr{ cneA Ao9TaBKaTa):
1 (oa"a^,\ -"-^--,..*.-..-.rpHI{ aHI4

6. llpe4,rararu cpoK 3a rapaHrltroHHo rroAA:bp)Kalre (He no-rparur or 24 ueceua
c,'reA BbBe)KAaHeTo B eKcnnoTaullt):

24 (lvatecer u irerr.rpu) Meceqa.
7. flpegnararr cpoK 3a orcrpaHsBaHe Ha noBpeAra B cpoKa Ha rapaHrlriouoro

IIoAAGp)I{aHe (AO 7 raneuaapHu aHn oT yBeAoMrBar{eTo Ha r-.r3flr,nHHreff):
5 t'ner'\ wo.pu-on.r.{It ,trHH.

9. Cpor Ha Bairr-rAHocr Ha o(beprara, Ho He no-Kpar6r< or 3 (rpu) Meceqa or
Kpaiinr.rr cpox 3a [oJry{aBaHe Ha oQeprlrre.

4 (veruplr) ueceqa.
9. .{EKnAPI{PAM, ue xeuoguaru3Hnre arrapa.rra:

9.1. Orronoprr: Ha n3ucKBaHr.{rla Ha rrlr. 82, tut. 1 or 3aroira 3a MeAHr]uHcKHTe

r.r3AenHr (3MI{).
9.2. Itlllar uucrp)rKrlrrr 3a yflorpe6a ua {5r,lraporu esux.
9.3. Ca rla6plr.+no HoBE, Heynorlle6rBar{lr, HepeurlKJ]r.rpaHr.r, HeAeMoHcrparlaoHHri

u npori3BeAeHa He no-paHo or 2017 foA.
10. ler:rapupau clrJracr.rero cr.t c KJray3rire Ha flpunoxeHr4s rrpoeKT Ha AoroBop;
1 1 . flpueualr BcltqKn [3ucxBaHnr Ho B'L3JIo)KI{TeJIr, nocorleHrl B AoK},}'IeH'tauutra

3a yqaoTr4e.
1a TT- --LZ. ttprl u3rr6nBeHr.{ero Ha nopsqKaTa tqe ce I]ptra6pxaM TorlHo KBM yr(a3aHr]rTa

Ha BT,3.JTOXI{TeJUr, CSTJIaCHO AOK}'}.{eHTaII}ItTa 3a yr{aoTlte.

13. .{erclapnpalr, qe npu ycroBr.rsra a c cpoKoBere, [ocorreHfl B rrpoeKra Ha

AofoBopa 3a r{3nlrHeHae H:a o6ulecrBenara rop6rrx:a u1e npeAcraBs cJreAHETe rapaHrlr.r14:

13.1. lapauqur, o6e3ne.raBarla aBaHcoBo npeAocraBeHr.rre cpeAcrBa, Koraro e

npuJroxr{Mo: Ao pa3Mepa Ha aBaHcoBo npeaocTaBeHure cpeacTBa.
13.2. fapauqut, o6e:neuanarqa r{3[:bJrr{eHr4ero Ha loroBopa: B pa3Mep ua 3 na

cro or croiiHocrra Ha AoroBopa, or (orro 1 xa cro e rapaHrlr{rra, o6esneqaeaua
rapaHuHoHHoTo nou'bpxaHe

3adeneucxa:. tnapau4uume ce npedocn?asnm nod Qtopuama Ha napuqHa cyn4a,

Sauxoea eapaH4ut tuu 3acmpdxoBKa, Kotmo o6rnetlasa LBnbnHeHuemo qpe3 noKpumue re
O m2OB OpH O CmtnA H A u3nlrIHument.

IIpu 6anrcoea zqpaHqut, eapau4tnma, c,6e:gne,taeaula u3nr HeHuemo ua dozoeopa
uottce da ce npedcmast nod Qopuama ua dae 6auxoeu zalTctHt4uu nbpeama, o pasuep ua 2
Ha cmo om cmo Hocmma Ha doeosopa Kamo zopat!4ut 3a u3nbJlHeHlrc u Bn?opama, s pa3i.tep
Ha I Hd cmo Kamo zapaHlJtut, o6esneuaeat4a ?apaH4uoHHomo noddt'ptrcaue, tuu xamo eDua
6aurcoea zapau4ut c 6b314o)rcHocm 3a qacmulluo yc6otrsaHe.

.".v
L:1,

14. B cryrafi, qe 66Aa onpeAenen 3a u:rflr,JrHr.rreJr Ha nopcrrKara, ce 3aAbJlxaBaM,



,qOBPI,III g3OO El yt."n.HafiottxaroB" 24 t 058/600488 oakc

-MHOrcNPOO}IJII{A EOJIIII4UA 3A MTI4BHO JIEI{EHI4E - AOEPI'FI' AA

oblb@bergon.tret

aoKa3BaHe nt{[caTa Ha ocHoBtutttt 3a oTcTpaHtBaHe, KaKTO ]I 3a CbOTBeTcTBI4eTO C

rrocTaBeHI,ITe KpIlTepI,IH 3a nOA6Op:

14.1. 3a o6crosterctsara IIo rlJr. 54, al. I' r' I or 3OI] ' cB]IAereJIcrBo 3a

obAI4MOCT;

14.2. 3a o6cro.rrencrsoro IIo qJI. 54, ut. 1, t. 3 or 3OfI - yAocroBepeHne or
opragr.rre no rrpuxoAlrre r,r yAocroBepeflue or o6rqlrnara rto ceAaJII4Iqero Ha Bs3JIoxI4Tert ]I

<-2-.--na yrac'rnnxa;
e 14.3. 3a o6c'rosrercrBoro no st.54,ur, 1, r. 6 - yAoctoaepeulle or opranl4re Ha

E l,Ian"n"r"eJrta axegqrrrr "fraaua ItHcneKIII{t rlo rpyAa" i-----'r':":=' 
14.4. ceptr.rtf uKar, yAocroBeptBalrl BHeApeHa cltcreMa 3a yrIpaBJreHEe Ha

KaqecrBoro EN ISO 9007 uluts EN ISO 13485/13488 r.r/ruIt,I ernrisaneutna, c o6xlat n

o6nacrra na npofi3BoAcrBoro u/wu ttptonuxra c MeAuuI'IHcKa anaparypa;

14.5. [erurapauut no iul. 59, an. 1, t. 3, mn Bp. c tu' 53, wl 2 or 3MI4II no

3aA6JrXr.ITeJIIg{t o6paseq flpunoxenr,re Ng 3 or o6pagqure AoKyMSHTI'I Ha AoIqMeHTaqxtTa 3a

r{acrl,Ie,
1 5 . Yuactum, rofito npr,rrexara AoKyI\(eHT' yAocroBeptBarq [paBoro My ra

TrpryBa c MeAnqtlncrtr fi31enug, H3Aa,qeE oT KoMneTeHTeH opran Ha AbpxaBa-qleu a na EC

nnr.r Ha Apyra abpxasa - cTpaHa IIo cfiopa3weHrieTo 3a Eaponeftcroro uKoHoMI,IqecKo

[pocTpancTBo, rI{ sa KoH(beAepaqm lllBeftqapur, fipu rroanr,IcBaHeTo Ha AoroBopa cJIeABa

aa 6cae Brrr{caH B pe[rcTbpa no qn, 81 or 3M!I, B KarrecTBoTO My Ha nl{qe no qn. 78a Or

3MZ. Bnucgauero ce npoBeptBa cnyxe6no ot ar:noxl{TeJlt.

Crosu Bacures 9opoleen, TtproBcru MeH[Axbp
(urrre, 6arqutro u t[arrtulua, gltxnocr)
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