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"MHOfoilpooI4AHA BOAHT4 rlA 34 AKT'{BHO
OBPI.II]'AA

AOToBOP
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rB_HO JIEqEFII4E_AOEPI4 r{" AA
o6pnv, yn. "llanafio,l Xuroe' 24,

ELIK t24141302,rlpeAcraBrr BaHo or .{-p Tpn$ou Bnaar Na rz poe fr opn;
Apyx(ecrBoro. Hapa qaHa Ky yBAII. - llsnrrHurereu lupexrop na

Crpaaure ce cnopa3yMrxa 3a cnelHoro:

IPEAMET HA IO|OBOPA 14 rlEHr4
9nen 1. l1po4anaurr npolaBa Ha KynyBaqa

KaKTO CIeABa:

CPOKOBE 14 HAqUH HA rrnArIlAHE
9nen 2. Cpor:rr Ha Hacronqu, AoroBop e 12 M

oBaHr4e qJl. 112 u cn or 3aroHa:a
Mex(Ay:

1360, pafiou Bpr,6uuqa, aApec Ha
' 48, EVK 200459233,

ollpeAeneH 3a I4 3[6JlHI4TeJt
a rop6rrKa tan "ny6lnuno
Ha MeAlJt,lH HcKa neiiuocr tl

AI44I4HCKATe u3Aelfi4fl, no IIeHr.I,

eJTr4r qe 6:l4ar 4ocranana o.r
c"lleI 3a'BtBarIgTO 14M.

ltKa orAeJrHa llocraBKa rqe 6t4e

AO|OBOp 3a [oIri3r]6JIHeHr4e,
noArz3rtnHtrreJr. B cpor 4o 3

ttty. .{oroeopr,r npo4}n)KaBa AekcrBl.leTo cH Ao cKrto
oT AaTaTa Ha rloAnucBaHeTo

Ha aofoBop c Apyr r.r3rr6JrHuTencnel npoBex4ane Ea o6rqecrBeua nop:srlKa.
gneu 3. Ilocoqeuare s q,,i. I vennuuucrcr4

rlpoAaBaqa H_a KynyBarra B CpOX AO 72 (ce4enagece:r rz 4na)
9neu 4. ft:rxrzMara Ha fipoAalaqa cyMa no

TIbNHO I.IJ]I4 IIACTIZqHO ]IO|I4BAHE HA CTOKATC IIPEMIiHABA
[pHeMa]ieTo HM Ha M.scToTO Ha AOCTaB{He C npJ?eMo_D

IlrareHa or KyrryBaqa no 6auKosara cMerl(a Ha trDo rra B cpoK Ao 60 (uecrnecer)KaneHAapHH AHri c:re4 rl3laBaHero ua rlarrypa or nporllen 5. Cpoxr,.r 
"a 

ro4uo-r Ha AocraBeHure crri u3Ae:rr.rr rpl6na 4a eHe rro-Mturlx or 1 (e4Ha ) roAlrua KbM MoMeHra Ha n

MIICTO HA I43[I}JIHEHI4E 14 I]PEMI{HAB HA COBCTBEHOCTTAr{:rell 6.3a Mscro Ha AocraBrHe Ha M rHcKLlTe Ii3AeJIH{ ce orlpeaeJlg
24. :eeuo,,6o,rurzvHn anreKa...

"MEA,r-l-lo6pu v" AA rp. lo6puu, yr..,nunufo, ir.o"i
9:ren 7. Co6crseuocrra B6pxy aocraBrHure In4elrvs. u pr4cKaT OT

xy KynyBaqa ol \4OMeHra Ha

paBHo3HaqeH AoKyMeHT.
H [poroRon vrv \pyf

IIPABA I4 3AA:bJIXEHI4-S HA TPOAABAqA
9nen 8. (1) flpoganavrr e /ln6xeH IaKoraro e o6lnqn n 3atBJIeHIrero crz 3a yqacrlie [oJr3Bar{ero
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AHU OT CKITOT{Ba}reTo Ha AOTBOp 3a rroA\43n6nHeHr4 e Ha,4OrrlhJrHr4TeJrHO C[Opa3yMeHr4e3a 3aMrHa Ha nocoqeH B 3tuIBJIeHI4eTO noaLI3ItGJIHI4Te.ll II3[GlIHUTe.]rtT Li3nparJla KorILIe Ha
AO|OBOpa r.rJrr{ Ha AOirT,nHrl TeJrHOTO Crropa3yMeHr4e Ha )K4le.nr 3aeIHO C AOKa3aTencTBa,qe ca rz3[T,rHsH[ ycJroBrrrra no :c'n, 66, an,2 u 11 or 30

(2) llo4u:nr,:rur.rreJrr4re HrMar rrpaBo Aa
AeilHocTlzre, Koltro ca BKJIIoqeHr.I B npe.4MeTa Ha lotoBo(3) Hesawrcuuo or Bl3MoxHocrra Ia
oTfoBopHocTTa 3a lI3n6JIHeHI4e na goronopa :a o6

eAHa r4JIIr noBerre ot'
3a noAlr3116nHeHI4e.

ce Lt3rro.[3BaT IIOIt43IIbnHI4TeJ,Ir{,
nopbrlKa e Ha npo.4aBaqa.

c rIoAIt3116JrH14Te-lrr4Te

cKI4 ll3Aena,I, Kot4TO:
e c 14 3i4 cKBaHI4tra Ha .Ir. 15

na norlr$zqzpanrrr opraH IrO r{Jr.

18 or 3Mtr4,

(4) Kynyeavrr HrMa Aa H3BbpruBc alrpeKrHl.r Ir{:reH 9. |Ipoaanae.br e .lr,lb)KeH Aa aocraB, Me

3. uuar HaHeceHt
n/r:ru ynrrmouo*""r,,o"oJrJ##iti:1ffi##* la vrpaBneHl.Ie Ha rpol43Boallrent

4. zuan uucrpynqux :a ynorpe6a, a ,annao"rrlr" Ha r.r3reJru'ra, 3a r(or4To roBa He

L13ACKBaT HaHac.rHeTo My;
napeg6zre no v:r.

e npegnr4eHo e 3MI4;

oTAeJIHa AOCTaBKa, I(aTO npl4 ycTalloBrBaHe Ha H
npoAaBar{a B cpox or 24 uaca.

(2) Ilpu ycranoBrBaHe Ha HectorBercrBr4e KaqecTBOTO Ha AOCTa BeHI_{Ttr
qa B cpoK o-t 24 saca.

KaqecTBOTO Ce ycTaHoBtBa

5. ca nprz4pyNeHr{ or BaJrr4IeH ceprvdrranar, y.dooroneprnrrrl cborBercrBzero o.boc:srqecrBeHrzTe r43zcKBaHr4r, Dprrrorr(zMr4 3a ,3Aenr4ero, rasla4eu o., uour$uquparq oprari.6. ca lpousne4eur4 or rrpor43BoAzrer, KoftTo rrprzJrara v noA4:spx(a cr4creMa 3aynpaBneHue Ha KaqecTBo to 1o\, Tuul:ruuo arl4 eKBr.IBqreHrra c o6xeat n o6lactra na
rrpor43BOACTBOTO Ha KoHKpeTHr{Te Mear.iqnHcKt4 V3lerrurr.

7' croreetctsar Ha r3I'icKBaHIir ra^a us4e:rjz.rra no c:borBerHara o6oco6euano3r'rrlt4r, locoqeHri B orrucaHuero, AareHo B rlpuroxeunb J\! 6: cnzcr,r Ha MeAr.rqr.rHcKr4Te
t43renvq 3a KapArzonon4uua 4eilHOCr OT AoxyMe'rauurra 3a y'acrne n o6rqecroeuara
nopTlrrKa.

llren 10. flpo4anavrr B cpoKa rra loroBopa tpr6na 4a orroBap, Ha cJrelnrzre
I43IZCKB AHIZ' :

1. la uva pa3perrreHr4e r4Jrrr yAocroBepeu'e 3a .r-jjproBr4{ Ha eApo c MeArzqr4Hcrr.r
u34erfitfl., r43AaneHo or tr4:nr:ruurensurr rnpeKrop natr4AII ho peaa sa :frlZ.2' [a nputara r.r no/r,{6pxa cr4creMa 3a )illpnBJreHre Ha naqecrnoro iSo9001:2008 r4rrr4 eKBr4BaneHrna, c o6xnai n o6ou"-a nu *pf"ir"r" 

" 
*"*d;;;".;;#

3. [a e ynr:ruoMolleH or [porr3Bo,4]rreJn r,raf or ynrnHoMorqeH npe.4craBurenno cMr4c6Jra Ha vl. 10, at 2 or 3Mtr{ sa Ha repvropr.r{Ta Ha pB znu :taKoHKper'ara 
''op6q^a. 

Oropusaqux He ce u3rrcKBa o, .rfiorauo4rr"n"ra nu *"orr,rn",,,tr:4envs, ycraHoBeHu ua repr4Toplrrra ua peny6luxa B
9:reu I 1 . I-{eHara na irle4zrlt4 HoKr,rre u3nern4s, H Molr{e Aa e no-BI4 COKa OT qeHaTa,

nocorleHa B KoJIoHa F ua Cnucr,ra c MenI4rrIiHcKI4
yclonuxra ua 6oJrHlrqHara Mear,rqlaHcl(a rloMoIrI.

rozro H3OK 3anraula B

Ilnen 12. llpo4anau:sr e .qJr6xeg Aa vr,Aa/ie
MeAAIIZHCKLT I43AeJrut.

cpor $arrypa 3a rocraBeHr4re

IIPABA 14 3AI:bIXEHI{JI HA KyIIyBAT{Arheu 13.(1) Kynynavar uMa rpaBo Ia KOJI}IqECTBOTO HA BC'KA
e IJr6)r(eH Aa yBeaoMH

MeAr4r{r4HCKr4 rr3lenvr Ry[yBaqT,T e AnsXeH .qa yBeAoMrz np
(3) Hec:rornercrBr4ero rra Ko:rr4qecrBoro 14

npoToKOJI, CSCTaBeH OT I(OMr.ICr4r, cscTaBeHa oT II6)KH rrirla Ha KynyBaqa.



IOFPI4q 9300 I yr."laHafior XraroB,'24 I 058/600488 Qa(c 0j8/600414 g

"MHOIOTPO@I4AHA BOAH}1i{A 3A AKTI4BHO HI{E -
AOBPI4q"

oblb@befgon.ner

(4) B cnyuaft, qe rpoAaBar{Gr B cpoK Ao 24 CJIEA

q-$

ocnopH ILICMeHO HeC6OTBeTCTBHeTO Ha KaqecTBoTO, TOii
ynbnHoMoIlIeH OpraH riJrr4 JIa6opaTopu.s.

r{:ren 14. Kynynaurr e AJr6)KeH ra sartrrarr4
HA\UIla tr B cpoKa, ofipe.ueJreHl{ B HaCTO.[rqU.[ .4ofoBop.

yfoBopeHara rleHa B pa3Mepa. no

MOII(e Aa

yBe,4oM_sBaHeTo no al. I
r4cKa flpoBepKara My 01.

sa6aea.

(2) IIpu ycraHoBsBaHe Ha HecrlorBercrBr4e B KOJIHqeCTBOTO. nponaBaqrT c
AnI})I(eH Ia AOCTaBT4 JUTTICBaIIOTO KOJILIqeCTBO nDr.I CJr aocTaBKa, a npl4 noI4cKBaHe

HEYCTOIlKI4
rheH 15.(1) llpu :a6ana Ha /tooraBKa or

(ana4ecer r.r vernpu) qaca, KynyBarr6T rzMa rrpaBo ra
(uyna qxno, e4ua .4ecera) Ha cro or croiluocrra ua sz

or crpaHa Ha KylyBarra B cpoK or 24 uaca. flpu n
KylyBar{lT r4Ma npaBo Aa nonyqrl ueycroiir<a B pa3Mep
JlrrrlcBarqoTo KonI{qecTBo.

rror4crcar{e or crpar{a Ha KynyBarra n cpor< or 24
3aI6JrXeHr4e KynyBaqbT r,rMa npaBo Aa noryqa HeycTo
CTOIZHOCTTA HA HEKAqECTBEHATA NOCTABKA.

KylyBarrlT r4Ma rrpaBo Ia 3axyrru ueo6xo4um.rre uy
aooTaBquK, KaTO pa3JrrzKara Melr(Ay qeHaTa I]o AofoBopa r4

3a cMeTKa Ha rrpolaBaqa.

aofoBopa. tlo.4 cricTeMHo HerI3I]GIHeHL.re ce pa-s6zna

MeAVrIUlrcKr4 n34ervs, oT lpyf
eIlcTBHTe.[Ho 3 arIJIaTeHaTa IIeHa e

Ha [poAaBaqa c
Heycrofrr(a B

HaTa AOCTaBKa 3a

noee.re or 24
pa:uep ua 0.1
ecexu 24 qaca

no vl. 16, aa. 2

e Ha ToBa 3aA6Jrlr(elrv e
5 (ner) ua cro or croinocrra ua

(3) llpa ycraHoB.{Barre Ha Heo.borBercrBrr e B ecTBoTO, npolaBarj6T e II5)I{eH
Aa AOCraBri MeAr.rrIr4HcKr4 r43leJru{ c yfoBopeHoTo Ka npr4 cJreABaulaTa AOCTaBKa, a IIp]t

IIpz uez:nuueHr4e Ha roBa
B pa3Mep ua 5 (ner) Ha cro or

(4) B clyvaure [o a:rr4He 2 z 3, axo npo rlT,T He .4OCTaBI4 AOTOBOpeHOTO,

rfuen 16.(1) flpl.r orr<a.: Ha npoAaBaqa Aa A I.i 3A'BCHI,JTC MY
rz:4envfl.'znu pu sa6asa rone.re or 48 (uerupa4ecer z ) vaca, rylynaurr
:ar<ynu ueo6xo4rzMrzre My MeAr4rIHHcrq ruAeJrr4, or Apyr

(2) B c:ryva:.me rlo [peAxo4Hara anr4rre,
4eficrnlrreluo 3alrJrareHara rlena e 3a cMerKa Ha nDo

Me)xay rIeHaTa no AoroBopa H

9:reu 17. Kynynaulr rzMa rrpaBo Aa vcta B rr6.rreH pa3Mep Ha
BpeAr4Te, Kor4To e npertpfi.sr B pe3yrrar Ha sa6asenara

MEIUIII,IHCK14

r4Ma npaBo aa

HeI(aqecTBeHaTa,4OCTaBKa.

KyrryBaqa, noc.rreaHr4rT AsJrXA
llreu 18. llprz sa6ana Ha rrJraruaue or crpaHa

Ha rlpoAaBaqa Heycroiira, B pa3Mep Ha 3aKouHara Jrr4xBa.
r{:ren 19. Heycroftr<u.re, o6e:rqereHalra u oBrzTe pa3JrriKH

ttorar 4a 6:s4ar y4rpx(aHu or BcrKo AtlxltMo Ha rrporaBa nJIaIIIaHe.

IIPEKPA'T'BAHE HA IOIOBOPA
9len 20. {oronop:sr ce nperparsBa:
1. c usrzqane Ha cpoKa, sa Kofiro e crJrrorr

u3peqeHr4 e BTopo;
2. or usnpaeuara crpaHa rrpr4 cricreMuo H

nbTLI B paMI(IZTe Ha eAIZH KaJreHAapeH Meceu, unv noBeqe
AOfOBOpa;

IIpoBe)iAaHeTo Ha qeHTpMLi3I.IpaHr4 eJIeKTpOHHI4 Tbl]fOBe.
4. n c,ry.rar7, ve 6r4e npor"na"u noprurro

orrlaIHe ueo6xo4Iznrocrra or .{ocraBrara Ha ll3aerl4sra. Ko
5. npa uenrsuoxHocr Aa ce ocvrypu

3. npu crs4aeanero Ha ycnoBr.r.s 3a Ha MeAuuIrHcKa I43Ae-lrlIt cJlen

ocBeH B XI4nOTe3aTa ua wtev 2,

eHLIe Ha 3aA6JIXeHI4rITa IIO
Ba. hjBbplxeHo aBa hnu noBeqe
TpH [:[,TLI B paMKZTe r{a cpo(a Ha

ype46a, n pe3ynrar Ha Koero
ca rrpeAMeT Ha AOTOBOpa;

cl4paHe 3a II3rI6.UHeHI4eTO Ha
IlopbqKaTa IIo fipurlt4Hu, KOHTO KynyBaqsT He e Mor:6I Ia II

^BHI.Ii.
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"MHOf OITPO@i4AHA BOAHIlUA 3A AKTI4BHO
A'4OBPfiq'

IPyfr4 ycnoBr{Jl
9nen 21. Crpauure no AoroBopa Fre Morar

[peABr.rAeHr4 B qr. 1 16 or 3OlI.
I{rrev 22. Crpauure no AoroBopa

cnopoBe IIo B3aLIMHO C:htJIaCUe, a al(o ToBa e
KoM r ereHTH r.i er c'bA B rp.,{o6pHu,

I{nelu 23, 3a scuqKr4 HeypeAeHr. no
pasnopeg6ure na 3OIl, |III3OII, 33[ u T3.

HacTotIII4S AO|OBOp Ce CMtTaT aIpecr4Te, IrocoqeHl4 B
(2) npu rpoMrHa Ha .4aHHr.rre rro npeax

rr34enr.rs u/ulu cncretrta 3a ynpaBneHue Ha Ka
EKBIiBILIEHTHA;

- oTopLI3auLioHHO nVCMO! n:b.llHOMOIIIHO
l43AaAeH Ha yrIacTHIzKa OT [pOI43BOAI4TeJI' I4Jrrr OT
cMt4cbJra na .r:r. 10, m. 2 o-r 3MZ :a npe4
KoHKpeTHara lporleAypa. B cly.raure, r<oraro
cJreABa Ia ce npe4craBa r4 AoKyMeHTbr, c r<ofiro
ynlnHoMoLr{eHrzr npe,qcTaBr.rTen.

Hacrorrqrzxr AoroBop ce c:hcraBr4 B Tpr.r
npoAaBaqa r,t aBa ia r{ynyBara.

oblb@bergof net

ro r43MeHrIT, OCBeH B Cnyqar4Te,

IOTOBOp Blbrrpoclt rle ce flpvjrafaT

oTo Ha AOfoBopa.
a!'It4 Het, cboTBeTHaTa CTpaHa e

HA B63NOXI4TEJI' I] HA

TT,proBrrtTa c MeAlluI4HCKLr
ISO 13485/13488 ulutu

Apyf paBH03HaqeH aol(yMeHT.
oMo[ueHHr npe.Ilc]aBtTeJr no

Ha repliropr4rrra ua PB ura sa
e ynr,JrHoMoqeH npeAcTaBr_iTer,
r43BOArZTeIrT e yn6JrHoMollun

oo6pa:uu eK3eMnnrpa, eAr.rH 3a

q,ep

IIIe pe B:b3HI,IKH'IJII4TE NO H3IIT]JIHEFII4ETO

HEBG3MO o, no peAa sa flIK, npel pol(oBo

I{.r'en 24.(.1) 3a na,rr.i4nu aApeoll 3a fipu e ua cr,o6rqeulrr, cBtp3aHrz

An6)KHa Aa yBeAoMr.r lpyfaTa B Tprzar{eBeH cpoK or

flpz crcrannue Ha Hacrortqr.rrr AoroBop npeAcTaBItXa OT I43IGJIHI{TeI'
cneAHI4Te AOKyMeHTII 3a AOKa3BaHe JII.iICaTa Ha ocHo 3a oTcTpaHflBaHe:

- :a o6crosrercrBara rro ql. 54, a,r. l, r. 1 or
- sa o6cro.f,rercrBoro no tt. 54, ut. 1, r. 3 or

fI - cnn4ere:rcrno 3a c6rr.rMoc.r.;
II - y4oc roeepeHfte 01 opraH re

rro flpr4xoAlrre u yAocroBepeHrae o:r o6rqanara no
RaH EII AaT A I4nI4 y.IaCTHUKa;

ga o6cro.{rercrBoro rro utt. 54, ast. 1, r. 6 - yAocToBepeHve oT opraHrzTe Ha
]4:n:s:ruLItelHa areuqu.r "fnaeHa aHcrreKIIIi, rlo rpyAar';

- pa3perrreHr4e 3a TbproBr4s Ha elpo c Me cKr4 tzj4eJllr, pfqAaAelo or hALl
vnu 4pyr AoKyMeHT, yAOCrOBeprBarrI lpaBoro Ha aa T6pfyBa c MeIr4rII.IHCr(r.{
u3aenvfl,I43IaIeH OT KOMTIeTeHTeH OpfaH Ha cborBeTHara p)KaBa;

cepTrzQrrKaT 3a npr4JraraHe rz noA'46p?r(aH Ha cr.rcTeMa 3a ylpaBneHr4e Ha
KaqecrBoro ISO 9001 e o6racrra Ha [pou3BoacrBoro
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CtrlacHo flpnlolteulre }rs 6: Cnnc.brc
KapaHorof Hql.ra Ael,rHocT.

B dorcyt,Leunta CIIIICTTR ItA
I{A PII,I OJI Of AqHA I EA HOCT 6 ceKu yLracrjl tj Lt K e

da ce noco,lam xapakmepucnxuKume uo npednaeaHonrc
LI3LtCr(6dt1UflmA HA Bb3:lolcumeffL nocoueHu B KOLOHA 3,'

Ronoutr 5. "I{oD H3OR,,, 6 Korlmo mpn6so da
ttsdeltue cuetacuo Cnucurcct c medutlurtutu usdenun, Kounto
6o.,ttt ttrt u anta :t edullLu t cKo nojvto LLl,

Rt,.louct 6: "Tt,1leoocxo traLtjt(t.toBoHue Ho
tl1bp?oacKot11 o Halhl,ret r oGoHue tt a "uedLtuttuctconlo LBd enu e :

Ko.4oua 7 : "Ilpouseodunten/Vnz,tLuo,tr otrlen
cepmLtd)LtKom.., (J ttotuilo ce nocorrlotll
npe)cmatumen no w. la, an. 2 om 3MI4 u/zuu

npeArpaAke, yr. AAaM Mr.tqreeuv j\! 48, e.r.3, ocfrzc 3, r

n r, 1360, xr.rc. Mo4epHo npeAfpaarze, yn. AAaM Mhrlr(e

2. ,{er,rapupaira c.brJracHero ch c Knay3HTe Ha np
3. {errapuparrl cpoK Ha BalrjaHocr ua o$epr

l(orro e nocoqeHa 3a )\ara Ha noAaBaHe ua oQteprara,
4. flpaeir,ravr cpona Ha H3nbjrHer-rhe Ha nopbq

cr(nrcqBaHeTo Ha aofo Bopa.

B ycJroBr.lrrra na 6onHr.rqnara N4 eAB r_lH r,r c j{a noMoul, Karo ue
no-Bucot(a or croanocrra Ao Korro n..j 3annaula H3OK.

9. Ilprzerraarr,r Aa I43n.bJII-ttBaM Bcr.jqKH t43uc
o6ss,reHliero t..i AoKyMeHTaliH''l.a 3a yLtacrue,

I 000 .?. (j,|J, t.
.\'t, 'l\ntLr )l tneh4r",\i!th,

.rr.2, o.l)$r a, tB!, ,1/t)tlt 1]rr,

pec Ha ynpaBneHhe rp, Co,lrur.
.itls 48, er.3, oclrc 3, EI4lt

Me/4HrllzHcKIzTe v3ae[nfl 3a

CKNTE I43TE.MI,E 3A
da n.onbtnu;

usdetun, cbonl6enHLL utr

rcoda na .i4eduLlLutu(mo
OR sannau4a 6 ycrLoBlnma ua

, B trcrmo ce nocottGo

'putne;rcantet n0 CE
Lt/u.nu ynbnLLo.\\otqettut:

ua CE ceprntLtpw<am.

npoeKr Ha ao foBop.
3 (rph) veceqa or Aarara,

r 4ea) .raca or MoMeHTa Ha

eJrue, Kohro H3OK :annaua
Ha KO'TO Ce npeanafaT He e

Ha Bt3JlOlt(HTeJir, flocoqeHH B

(,'

Ilpunotrcenue lW 4 - sudrntrcumeteu ofiDaseu

TEXHI4 IIECKO IIP AJIO}KEHI{E

flo4nucanara ELreHa,{o6peea Muxafiloaa, 8309286436, B r{aL{ecrBoro chua VnpaeHren ua"MarcneA,. OO!, c.rc ceAanuue: fp. nr, n.x. 1360, x,rt. Moaepuo

IIPEIIATAM CntAHh fF VC,'IOBI4i :a HeFr e Ha nopbql(aTa:

l flpae.r cJleAHoro npeAJroxeHue 3a H3n.bJrHeHh Ha nopbr{Kal'a B C.bOTBeTCTBITe C
Tex Hti qect(HTe c neunrf a xaqu u u t13t4c KBaH uF,T a Ha

KotLoua 1: "Onu.cauue ua npednazauotno ctto tndettrc", ts ttotltto n1pn6t:5t

l2 (4eaHa4ecer) Mecetla or

5. flpneuav cpoKa 3a rrnaulaHe: ao 60 (u gecer) ra,reH4apr,rH /xnli ot.
H3BbpuBaHero r{a AooTaBKara h H3AaBaFrero ua $ar<rypa or HTEJlg.

6, flpnevau cpoKa Ha AocraBKa: ao 72 (ceaeva
34fl B9 BaHeTO.

7. llpnerraav cpoKa Ha roAHocr: He no-MarKo or
AOCTABKATA.

(eAHaJ foal4Ha r(aM MOMeHTa Ha

8.,{ocraelHnre MeAur-lu}rcKh h3aerrnr u-(e orro Ha I43Hct(BaFIrrra no ,ir, 82,
ar. I or 3Mh H u1e ca Br(Jrroqeuu e Cntlct Ka c MenHurrHc

)



tint,,t).<.aln,,
.).r " itrlL\ lttt.uvnta".\:!. j.

dn. a o4rtc,/, trr. i1/tt9 tlr;.

I 0. B cryuaft, ue 6'l4a onpe4e,reu :a
rrp14 froAnr.lcBaHero Ha aofoBopa :a o6ulecreeua no

Ha [opbqr(aTa, ce 3aA6Jt)t(aBaM.
qKa. Ar npcnCTABs aK,tyatLHkAOKyi\,leHrh yAocToBeprBaxlu Jr14ncaTa o,a ocnonanr, au orcTpaHrBaHe or npoqelypara,r(ar(To H 06OTBeTCTB eTo c nocTaBeHr4Te Kpr4Tepr4x 3a lol

- :a o6cro.rrrercrBara rro qJr. 54, a,r, l, r. I or
- 3a o6crorrrercrBoro no qJr. 54, al, 1, r,3 orno rrpHxoauTe H yAocroBepeHHe or o6uluHara no ce

r(aHAUAaTa HJ'IlZ yqacTH uKa;
- :a o6crosre,rcrBoro no qn. 54, an. I, r.6l,l:nrlHurelHa areHuH, ,,|,raera 

uucnerqu;1 no rpyAa,,;
- pa3pe[eHHe 3a fl]pfoBH, Ha eApo c MeAHrluhnv llpyr aoKyMeHTJ yAocToBeprBauI npaBoTo Ha yqacl

n3aeJ1BA, A3AaAeH ot. J{oMneTeHTeH opfaH Ha
yAocToBepeHHe He cH H3rrcKBa OT npor.J3BOAHTenHTe Ha
Ha reprdropHrra Ha peny6,ruxa 6.r,rrapur;

or 3MI4 3a npeAcraBurencrBu
B cLrylanre, (oraro h3AareJr

I - CBhA9TeJ.ICTBO 3a CbAHMOCT;
l l - yaocToBepeHr4e oT opfaHHre

LrleTo Ha Bt3J'to)fl4TeJ't, l'i Ha

yAocToBepeHHe oT OpfaHxTe Ha

n3n.enr4fl, l43Aa,[,eHo o.r I4All

- ceprn$nrcar 3a npHnaraHe 14 noAA.bpx(aHe
KaqecrBoro ISO 9001 e o6,racrra Ha npot 3BoAcrBoro I

i(a aa T],pryBa c MeAurlHrjcKtl
Abplr{aBa. Pa:peuenue ula

HCKH h3AeJIH{, ycTaHOBeH }t

crzcTeMa 3a ynpaBjreHlJe Ha
H T'.bpfoBHrTa c MeAuqHHCr(h

Ha TepH:fopt{rTa Ha VIIU 3A

nzgenna n/ztu cucreMa 3a ynpaBneHae Ha Kaq ISO )3485113488 q/unn
CKB H BAJ]EHTHA;

- oTopH3a.rlr.toHHo nucMo, n.bnHoMoulHo HJ'tH .r,pyf paBHO3HaqeFr AoKyMeHl.,H3AaAeH Ha yriacTHl.iKa oT frpoa3BOAHTe rA uru oT oMouleHHr I]peAcTaBUTeJr nocMl.ic'bra ua ul. 10, a,r. 2
KoHKpeTHaTa npoueaypa.
cneABa Aa ce rrpeAcraBa u AoryMer_rlbr, c rcofiro n
yn'bJl HoMOXIeH nr npeAcTaBHTen.

flo4lac Ha npeAcraBnflBarqoro Jrhrle H

qTn
D e''y

CTABHTEI,

HOMOtX,14J't

E,reua ! ea Mu xafiro Ynpaaure,r

'i,(f
Y6
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flo4nucaHara ELreHa lo6pesa Mnxafirona, J

Ha Vnpanure,r ua"Marirae4,, OO,{, c.rc ce.qaJrr.rlqe: rp.
npeArpaAne, y,r. A4arv Muqreenu Ns 48, er. 3, ocbrzc 3.

I ^-t l]99 nc.r<. Molepuo npeaFpa^qke. yn. A4aHr Muur<

Ifp unoercenue lYt 4 - :tud.bntrcumereu

TEXHIIIIE CKO tI

200459233,

TexHrzLrecKHTe cneuaclta r<aqall n v3ncRBaHVflTa. Ha Bj3Jto
C'smacno llpu,roitreHne )ls 6: Cnuc.bn

KapAHororHqHa AetHocr.

do ce noco,tant xopaKmepucnxltKrnne ua npednaeauonto
Lt3Ltcr(GoHLnma Ha Gb3rol!:Ltmern., nocoqeHlt a rconoua 3,.

I tl! t.l).*4'rr.
.)')t. tllttrt ;t.lti 4ti.xrrt" ..04lt,

r$. L aQr(1, ttk!. /Jj/)ty t?j9.
lrteI : infbtt ntuMt,n'e "."

8309286436, B r{aqecrBoro cH
rn. n.rc. 1360, 1r.rc. Mo4epuo

pec Fra ynpaBreHne rp, Co(lr_rl,
J'ls 48, er. 3, o( zc 3, EI4lt

*q"
ffi/
t t/1

,W

U

I

PA,toxEHr4E

MeAIdlHHCKlrTe H3AeIVg 3a

nPEItIAfAM CJIEIHhTE yCIIOBZIA sa HgHrre Ha nop6qt(aTa:

l flpaex cneaHoro npeAro)KeHue 3a Ha n0pbqKaTa B C'bOTBeTCTBUe L

B dox.y.tr,rcrma CIIilC:bK HA cRnTE r,BIEnA.q 34I{}lPIIIOlrIOfI4qHA IEAHOCT Gcerur yuacmutu< e d da nonunuu:
Konorn 1. "Onucauuc rla npeI.ja?oHomo tLsdetzLe", a rccntno mpn6rsa

Ro.qoua 5; "l{od H3OR',, e xonmo mpn6ea
tsdettLe a'enacuo Cnuctrca c uedutptucrcu tLsdenun, rcot

crco tsdenttn, cbolncenlt!1,t ua

tlocout t xoda Ha j4 edltllt,u.r cKorl,to
H3OK san,tau,g B )lcroclttalla u(l

'', 6 ronmo ce nocot!GCl

'putnetrantet utt CE
u/unu ynuntLotvtor4euun

ecer a 4na) Lraca or MoMeHTa Ha

J (e4ua) ronr.rHa t(LM MoMei-rfa Ha

6ol tuwt ama n e )LTULI.H cr<o notlolLl,.
Konoua 6: "Tt peotscrco Houl4eLLoaaHLte Ha

mbpzoacKoti1.o Hala4erLo6oHlte Ha t4edlftluH cKomo ttsdenue :
Konoua 7 ; "IIpousaodwnen/VrtttLur.t.,tLott4elr

cepntLLcllttrcam", G rcott11o ce nocoueam
npedcrnaattnten no ,t.tr. I0, an. 2 ont 3Mtr4 u/unu

ts ycroBlrrra Ha 6o,rHhquara MeAHrlt4HcKa noMorr1 Ka"o ue
no-Br.lcoKa or croiiHocrra 4o r(orro rH :annaua FI3OK.

ua CE cepnturlzmam.
2. lertnapraparr,I cafJtacfieTo cl4 o l(Jray3uTe Ha r4Jrolr{eHr4r IpoeKT Ha AOfOBOp.3. fler,raprzpan cpoK Ha BaJruAHocr Ha : 3 (rpra) Mecetja or Aarara,

Korro e locoqeHa 3a Aa.ra Ha noAaBaHe Ha oSeprara.
4. llpraerrlatr cpor(a Ha fi3['brHeHue Ha nopbq

cKJrloLr BaHeTo Ha aor.oBopa.
l2 (aeaHaaecer) Meceua or

5. flpraenrana cpo(a 3a nnalqaHe: ao 60 ( ecrAecer) r(aneHAapr,r H Anl4 or
H3Bt pttiBaHero r-ta aocraBKara u a3AaBauero Ha cbarcrvoa H3 n6I H HTeIr.

6. flpraevarv cpoKa Ha.qocraBKa: po 72 (ceae
3at BtBaHeTo.

7, flpraellala cpoKa Ha roAHocr: He rro-MaJrKo
AOCTaBI(aTa.

8. [ocraelunTe MeAuqrzHcl(H lr3Aenar le orfo Ha s3kcKBavatra no v.n. 82,
a,r. I or 3Mh H xle ca BKJrroqeHH e Cnt4cbrca c MenHuHHc u3Aenvfl, rcouro H3OK 3annaula

Ha KOTTO Ce npeAlafaT He e



9. fl Aa h3nt,rHtBaM B}k!t<r4 u3r4,06r Bne H hero H or{yN4eHTaqnrTa 3a yLracTr4e.
t Ha Bb3J,lO}Itl.iTeJtr, nocoqelrr,t B

I0. cJryLiarz, rle 6r,4a onpe4e,reH 3a n3n,"rjIpu noAnHcBa Ha iqorcBopa sa o6qecraeHa n

FIa [op.bqt(aTa, ce 3 aA.b J,r ]l(a B aM,
Aol{yMeHTH yA BeprBaulH IHncaTa Ha ocHoBariu,

ql(a, na npe4cTaBfl aKTlanH Ll

KaKTO h c'b c nocTaBgHr4Te Kpr,rTepuu 3a no
oTcTpaHtBalle or- n n^,,a..,,^^-".||PUqg,]{yPuTa'

crBara ro ul. 54, at. l, r, I or
crBoro no v,r. 54, an. 1, r. 3 or

yAocroBepeHue or o6rquuara no

Ittllt).1) \i\lutn )ntLr,\ lrttti,,n|4' \',ttJ,
{nL { u4t1t t, ttt.t tE rli,t r}rr,

LlJ!41 | i' {itrn ,t, ts,,,,t.., ,......

I - CBUAeTeToTBO 3a cbAr?Mocr;
r 1 - yAocToBepet{he oT OpfaLrHTe

eTo Ha Bb3toIfl.{TeJt, t4 Fla

cHcTeMa 3a ylpaBneHr.ie Ha
'n pfoBurTa c M eArj r_it4 I.t c ltl.J
ISO 13485/134 88 ululn

HKA;

ynocloBepeHhe of opraHHre Ha

ueHue 3a TbpfoBH' Ha eApo c MeAAqr.J u34ernr, u3AaaeHo or tr4AnHnu Apyf AoKyM , yAocToBeprBaul npaBO"O Ha hKa 4a rbpfyBa c MerHuL. tCJ\r1u3aerufl, U3AAA oT I(OMneTeHTeH OpfaH Ha A'bpll(aBa. pa:peueuae 
u,r uyAocToBepeHhe

Ha TepHTOphrTa HCI(U I43 Ae tt k fl , yCTaHOBeH,l

-34
-3a

no trpHXoauTe
r<aH!'kAATa nnu

-34
Z3n'sluure,rHa

Ka.lecreoro ISO
usleruq u/nnn
eltB u BaneHTHa;

rot r,ellcrBoro no ql. 54. a,r. l. r, 6
LtHr "l ,taBHc trHcnet(uH, no rpyaa,,:

cr4 H3HCr(Ba oT npou3BOArZTeJroTe Ha
Peny6,rurca Eurapul;
(lrzr<ar ga nprrair,,e H noadbp)l(aHe,vl B oo,tacTTa Ha npoh.lEOAC rBoTo I

chcTeMa 3a ynpaBJrer_rHe Ha Kaq

lj3aa,r,eH rJa yqa
H3aUHOHHO nucMo, I]6JIHOMO|_lHo HJUZ Apyf paBHo3HaqeH Aor(yMeHr,

oMouleHrdr npeACTaBrrTer I]o

eAypa. B cnyqaHTe, Koraro H3Aarejr
rra Teprropurra ua pE Hlu:r

cneABa Aa ce ct aBH H Aol(yMeHT"b f, c rtorTro
ynanHoMO

ACl'aBHTen,

CM HC'bIA FIA qJ.I.

rroHKpeTHaTa npo

ynbJrHoMou{eHht CTAB KTCJI.

[Ioan Fra npeAcTaBntBauloTo JrHqe H iteqaT:

Ereua

143 oM otrl14n

Vnpataren
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Ilpunotrcen ue

[1o4n ucauara
Vnpasuren H

frpearpaAr2e, yI
n.rc. I 360, 1r.rc.
200459233,

7. flpuen,rav
AOCTaBKaTa.

yc,roenrra ua 6o
flo-BHCOI(a OT CTO

4 - sadt,ntrcumeneu o6pcae4

TEXHI4 IIECKO TIPEA OXEHI4E

era lo6pesa Muxairoea, EfFl g3 86436, s KaqecrBoro cH r.laManve4" OO[, crc ceAaJrr4qe: fp,
AAara MuurcegHq J\! 48, er.3, oq_rnc

G rrolu11.o ce nocol{aam npousood
qn. I0, an. 2 om 3MtrI zt/uttu nb.Lune)!(t1r

K Ha BarrHAHoc.f ua ocfeprara: 3 (

Ha foAHocT: He no-va,rro or l(

pql4r, n.K, 1360, x,K. Mo4epHo
?.4pec Ha ynpaBreHhe rp, Codrrx,oAepHo npeArpaAae, yr. A4av Mn n.r J\! 48, er., 3, ot|lac 3, EL4K

YCJIOBI,It 3a u3n6lHeHHe rop6qr(aTa:

L l1paer c,re oTo npeAjlo)KeHtte 3a Ir3nbJtHeHHe Ilop'bqKaTa B C.boTBe'I'CTBHe 0TCXJIH qCC KhTC C uHQhKaUhu q r43hc(BaHu.qra Ha B.b3Jr

IPEIJ]AfAM

Cruacuo flp
AetH0cT.

nocotl.onl ua npedtaeauomo .ue
L!3LtCltGAHUtLma

I{onono 5; "R

6o.,tutt,tuatna
Kotoua 6: "Tu
HULt.44eHO6AHLLe s.t <td t tt lttu cxo mo u s denue ;
Ko nua 7: " ' po Lts eo dut trc n /Vnb.qH o.r t o1q eH
cepmurl4rxam",
npedcrnaeunteit
2. !ernapnpai'l
3, ler<,raprz pav

fIacHeTO CH C Knay3HTe Ha npHnox(eHrz,

4. 11pr.rel,tana cpo
r{a aofoBopa.
5. flpuervrair,r cpo

rteHze J'{s 6: Cnucrn Ha MeAr.lt-(nHc Lylerzlt 3a Kapar.i ono rH LtHa

[14

oda
or{

B dorcytreuma ,ilNCbR HA MENI4IINHCI{NTE TT3 34 RAPTAOT()il]q]IANEAHOCT yqacmHuK e dnzltceu da non.ultlu.
Konoua 4: " ua npednazauomo t4edu4ultcte

3b3JtoJtclttnent, nocoqe u a xoloua 3,.
FI3OR", o rcoamo rnpst6ca da noco,au

cb?.nGct Io a c vedtttlt tct ! t!-1Oe,,lt,n, KoL!t1to

a CE
rnl? uhtnu ynt.,tuoltouler tun

ucr CE cepntucpurcant.
r(T Ha AofoBop.
Meceua oT AaTaTa! r(orro e

", e noanno mpa6aa da ce
ttsdenun, cbotllGe%HLL na

ua .uedutluucnomo usde,tue
3Anilalqa G ycnocltnma rLa

punxeJrcameJl

Ha KO.qTO

no.troLt4;

Haut'reHoGaHLrc rLa ttsdenuemo,', G Onmo ce noco4c1 n1bpzo6cKotl1o

llocoLleHa 3a aaTa Ha noAaBaHe Ha o(beprara.
r-ra H3ll,IrHeHHe ua nop.rurara: l2 ecer) veceqa or cxJlroLlBanero

3a lnax]aHe: ao 60 (uecraecer) rcane r-ru AHH OT lz3B'bprIJBaHeTO Ha

OT MOMEHTA HA 3A' B' BAHCTO.

) roAraHa I(.bM MoMeHTa Ha

llocTaBKaTa H ua cpaxrypa or rz3n.bJrHHTeJrr.
6. flpr.relrav cpo Ha AocraBr(a: go 72 (ce4errl4ecer a 4ea)

8. locraoruare rltzHctc4 t 3AeJrHt Lue oTroBoprT l-ta hCI(BAHH'TA no q,r. 82, a,l, I o.r
IJ3OK :auaqa a
ce [peAnafaT rJe e

3Ml4 u 4e ca n roqeHr4 B Cnuc.rra c MeaHqHHcKtz Ht, ltoHTO

9, flpraenrav 4a H'BAM BC]4III(H U3LICRBAHNA HA Bb3rl nocoqeHu e o6g g,reH Hero
r..i aoKyMe 3a yqacTlie.

6'r4a onpene,reu 3a H3nbrHll.reJ,r Ha
nofoBopa :a o6qecrceHa nopbL.rKa, Aa

J0. B cryuafi,

I,lqHaTa MeAHqHFIC(a froMoulJ KaTO 4e
ocrra Ao Korro rlt :anraula H3OK.

pbLir(aTa, ce 3aA.bJr)r(aBaM, npuIloaI]t4cBaHeTO Ha peAcTaBt ar(TyanHH AO



yAocroBeprBarlH Jlr.lncaTa Hi
c.borBercrBhero c nocraBeHHTll 'cHoBaHHt 

3a orcrpaH,

- ?q ^6.r^d_-_^_^^_ -) Kpl4Tepuu 3a noA6op:-:a o6crolre,rctBara no qJr. s4 ' . " ve rrwAvvp

- :a o6crosre,rc;;;;;;;';;l'5t i;l ,1";11 ;f#:
:llioor* H yaocroBepeHlte or o6uluuara no .*u,rzrH yqacTH HKa;
-:a o6cro.qre,,rcreoro no qr, 5
areuqar ,'r,raeHa,";.;;u;; ;:'#^l1l' 

6 - vAocroeepe
- pa3peueHHe 3a fl)pfoBA' Ha eApo c Mear.lqHHCl(rZ r43!

llfl[.jlfT]":"pqBarq npaBoro Ha yqacrHnl€ na
::T.i:: "l KoMnere'reH opraH Ha c.bor'erHara oron u"ul
: : ;:-?::::'. : -"r 

npo H3 BOAI4 r'en Hre Ha MeAHurrHcKu a3.r€

t0t ).1) | ttll)r.
1r. .tnnt,\tlt trrt\" ,\lt k,.rn 4 a|tu(J,nxr!, tD/ltt r?rr.
Ft1ttiI : itfi/L,r, --,,.t,,. .......

e 0T npoqeAypara! t(aKTO 14

cTBo 3a cbnHMOCT;

iyAocroBepeHHe oT opfaHllTe llo
Ha B'b3JlOIflzTeJu a Ha rraHAAAa.fa

or opfanHTe sa 14: I r,,r rr are,r u a

t, r.r3AaAeHo or I4A"rl u s alvrpryBa c M eA H r-lr4 FI C Kt..i IZ3AeJlHrl,
a3pcueU he rinH y!ocToBepeFrrze
ht, ycTaHOBeHH Ha Tepu,roplrrTa

eHHe Ha KaqecrBoro ISOc Me,aH uhHctc4 nzaenun u/urtn
EKBJ'BAJIEHTHA;
qeH aoKyMeHT, H3AaaeH Fra

craBareJr no cMHcblra sa q,r. 10,

//,

(-[

6
"Y

Ha Peny6,r n r<a Er,n ra! r.i:r;

;j^eprri4fi{ar 3a npr.irafaHc r luA4.bp)t(aFre Ha cHcreMa 3a

]li]"^L :91.1'::_*a 
nporz3Boac r eoro u/utn *p,;,; ;;cllcreMa 3a ynpaBreHrze Ha KaqecrBoro f SO f :+ASli :td;.h,- oTop143aqrroHHO nt.JcMO, rrbvLrac.r-a,r.q rrHoMorilHo xnll Apyr paBHyqacrHl.'lKa or npoa3BoAHTeJr, ""' 4v| vqDrl;, ;; i^rr.j ;;;;^#ffiff llT#lHilH?T;B clyuau.re, noau"o ,a4ur"," 

-'"' "* !evtttvun'14 l

Ao KyM eHn,r, 
" 

no rro npo r. uo;i.T#y;#::#ff

flo4nuc ua npeAcraBltrBauloro Jrurqe IJ neqar:. . . . .

EaeHa [o6pera Mrzxairoea_ V

3a l(oH npoueAypa.

npeacTaBh.r,e,r.
ce npeAcTaB].i r.J
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C.drloridr. aor i. rtr {lidlobry

Ilpunotrceuue J|b 5 - sadt ncrcumeneu o6pase4

IIEHOBO IIPEA./'IOX{EHI,IL 34,

or,,Manme4,,OO{

HA TIOPbqKATA

Ho flpeArpaArre, yl. Agau
- fpa4 H aApec Fra

Ho lpeArpaAne, yJ. AAaM

clc ceAa/'lllLre o rp. Co{Ha. n,rc. 1J60, x.r. I
tvlnur(eBlru J\b 48, er.3, o{rnc J. o6utrHa CorfyrpaBneHre rp, Co$na, n.u, 1360, x.r, MlvtHut(eB rr J\! 48, er, J, odrnc J
Er4K / ByncTAT 2004s92i3
npeAc-raBnrBaH or Enena {o6pesa MHxaiiro
EfH 8309286436, B KaqecrBoro iiay ua Vnpaet

llpanr c,re4Horo qeHoBo npeAno)KeHHe 3a a3nrJr HHe Ha n opb LrKaTa:

HauveuouaHre - t.ta
o6oco6eHara
n03uuHt

14: LlcxeaHHR rtt,t4 M cKoTo H3AenHe E4uuriuHa
UEHA B JICBA

6es !!C

KopoHapeH crenrl
ycroeeH J\! I

Marepua,r: CoCL L60i
pv (0,065r,rv utru 0.0026,,);
3ary6a (mean foreshortenins):
Rapid exchange, xaOpuaJH
3arBolleHa rlerra; Holrlla-nno
Maxcullaluo Har_qrane; l6
Balloon overhang; < 0,5 AaM;
Ha ruadlra: flpoxcuruaaeu l,9F
ivaprepu: 2 - fTtarnua / 14

,4bl)r(riHa Ha rarercpa: 140 cu;
rarelrpa: 5F; Bo,aaqt 0.0l4
nb,1){HHa (tnnt): 8. lj, 16. lg,

nrur): 2.5,2,75.3,0

na creHara 65
il: < 3%. CpeAHa

0,29 %o1 fluza n:
- oTBOpeHa u

HarflraHe: 9 atm,;
(Dufst pressure);

nu ai\,1 eT'bp

2,7F; Ro
14 r n o,t: aae nr a
ecThN1oCT Ha

unr 0,36 MM;
4,29,32,37,4A.
5,4.0.4,5KopouapeH creHl

ycroaen J\o 2
Marepnal : CoCr.; Ie6e.n,luiE
,{u:aiiu Ha KrerKara -
cbBtt{ecrtrMocr _ paramagnetic;
Karetbpa: 5F; {r:aiiu: Rapid
sen'ri-cotnpliant; llone3Ha
l4i5 MM; Boaa,{; 0,014,,;
xJaSTat flpo(cHMareH 2.lF
A'brxHHa npli rxaMerl,p ao 3.
19, 24, 28,34, 38; nbjrr${Ha
.3.00 (nrm) - t0, t4, t8,24,28,
tntn): 2,00; 2.25; 2.50,2.75.J.00

0,065 uu;
i-open; MRI

ge; 6aroH:
Ha BOIaqai

auaiveT.bp Ha
cra,reu 2.6 F;

(rrrn ): 8, I2. 16,
ana[4eT6p Haa

, 38; {uavelrp
i.50.4.00

KopoHapeH
MeAUI(aMeHT-

k3nbqBatq cTeHT,
ycro ae u J\l 3

Marepaar: Car'lronJon ltalnless
orBopeHa K,terKa; {e6e-rruua Ha
KpocrHr llpoo|1,1; <1.05
Panavrzuun/Sir.olinus/;
ner(apcrBeHa ao:a: 2,0 1rg/nr]];
excnange; I lonHtuiep: 6uopzurpaa
urecr cenMuua; MRi
paramagnetie; Ae6e,,ruHa

steel; Al,3afiH:
crpara 110 prvr;

; Jlerapcroo:
EKBrBa,,teHTHa

Ira:aiiH: Rapid
la [epko.! oT

noKptlTteTO:
Cro'rloureuue



,,,,,:, ;i,i ::.ii iii ii,i, iii;;.c;!!jl!1t! n|kutllbt.. t jt,t

M eraa/A prep rl r
ua,rrraHe; 6 - 7 atnt,; M
l6 

.atn (bur.st pr.essure);
Lraqrra: flponclua,reu 2.i
C'b B [4 e cr],into cT Ha
flr,nxnua (nnr): 10, 14,'
Aka {€r'bp (ntm): 2.5,2.75,

1syoi Hovauari
arto uaarrane: I4 -

'ju-eH aHai!1erlp ua
r 4lrcrareu 2,6 F;
5Fl Boaa\,0.014,,.

E,24,28,34,38.
,00,3,25,3,50,4.00,

Me.4Ur(aMeHT-

t43jr1,r{Balr_l cTeHT,
ycroeeH .N! 4

Marepuar: CoCr:f_OOsl ApM (0,065MM wju O.002.
Crbc.qeaHe: < 0.29 %; i
l,KBABaJteHTHa JleKapcTBeHa
fi o,rr.ruep; 6rzopa:ipaarzu
fluraiiu; Rapid exchange, x
3aTBOpgHa K,'teTKa; H
MaKc Ma-lho nnnqrare: ]6
ua|oo| over.hang: < 0.5 lr
ua urarlra: flporcuua.leu 

1

MapKeput 2 _
a'bjl)t$1Ha Ha
C'bBMecru[4ocr fla Karer.b
r.irq 0.36 

^al\,1, 
fl.r,rrxuna (

29, 32, 37, 40, 44, 48, nu)
2.75, 3.00, 3.50, 4.00. 4

ua crpara 65
Recoil: < J oZ.

rapcreo: Sii.olimus;
i ],25 Ve/mn12

h 6HocbBMecrkM;
eH - orBopeHa Li

HarqmHet 9 atln.i
loul'st pfessure);

BbHrI]eH ArraMerbp
Arzcraleu 2,7F; Ro

i4: n o,r: e aer\4 a
140-142 cN4;

5F; Boaav: 0.014,,
; 8, 13, 16, 19, 24,

(mn): 2,00,2.25,

MeAUKair,{eHr-
rz3Il,qBaul 6afloH

DBM - vear xauerF- ufr
aaxe3uBHo eeulecrso pacl
BTHC (n-6yra,r-rplr r
rrorHouJeHr_ie paclitaxel rr
OrAe,rr ue Ha paclitaxel 2I(arelbp Rapict Excha
 lrapoQIr Ho noKpllTUe Ha
noKprrug Ha 6a,qoHa c tre
r1oMllt{tL,tHo rtarrraue 6
Paalrox3oronHu rj BH?v2 na,rr gAru/rruj ullhrl u BU3y?.J]HU

4'urn<r.ua (mnt): 10, ]l5,2
111M9*p (n1m): 1,50, 2.00, i
3.2 5r 3,50,4.00

6a"rott c atcrHsHo
u eKcuunueHT

xeKcHr utirpar);
BTFtc 90/10;
pg/nn,; pTCA
Boaaq 0.0 I4';
RX; 9ecrora ua

,l<avelrn: 99,0 9,o;
oaf - 16 bar;

25, 30, 35, 40;
,2.50,2.75,3.00,

E,rercrpo4 _E
Bpet\4 eHH a

r(apahocTtzMynaqu!

Euno,rrpeu,rett;i narer-op
cbpue Kpr-iBKa H 3a neicu
Lb3AaaeH 4a ocxfypll Haae
yjraBtHe Ha ct fHaJtH B KaM
AOJIHA BCHA XABA.
npeKo14epHa TBbpaocT,
B'bpreHe, I,1160,ll.iHa l0 cu.
noacl.lJlBaHe np!l nocTaBrHeTo.

6a"lon :a alcuo
I KaMepaTa.

neLrci.lpaHe u
rtpe3 AOCTbn npe3

xourpo,r 6e:
r(oHTpoJ'l npH

Ha N{apxepr,jTe 3a

)22.33 rresa

6es nnC

floanac Ha npeAcraBn.qBauloro Jrrue H ne

q'/r

E,reHa fl Vnpaeare,r
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Llpunotrcetrue I{t 5 -sttdtnacumene oOpa3e4

ITEHOBO TIPEAJIOXEHI{E 3A I{3

or 
'Maxvrea" 

OOA

HA IIOPT,qKATA

cbc ceaaJlfilqe n rp. Corpru, n.n, 1360, x,n. epHo npeAfpaaHe,
l4uqnenuu j\! 48, er. 3, o{nc 3, o6ulaua Co(r
ynpaB. eHHe rp. CoQua, n.n. 1360, nt.n. M
tr'{Hqnesnq i\! 48, er. 3, orf uc 3
ir4K / EyJICTAT 200459233
rrpeAcraBrrBaH or Erena !,o6pena
IlfH 8309286436, e rcauecreoro iuy

- rpa/4 n aapec Ha

epHo npearpaaHe,

yJr, AAaM

yr. A.qaM

MHxafi,.ro
ua Vn

r rpaBe cneAHoTo rleHoBo npeAno)r(eHrrg 3a fie Ha nop bqt(aTc:

I4:ficKeaHHr K'bM MeAuIIl4 oTo H3AeIheHanueHogauue Ha

o6oco6euara
n03tn uHt

Er,nnuqua
ueHa B IeBa
6e:,{,{C

Kopouapen creHr,
yc,roeeH JVr I

Marepualr: CoCf L605;
pr,r (0,065urvr r.rru 0,0026");
:ary6a (mean fo
Rapid exclrange,
3arBopeHa x,rerta; I-lowtt
MaKcuMa,rHo ua,rrraue: l6
Balloon overhang: < 0,5 tvm

ea u.]arfra: flpoKer.jMa,leH 1,9

naprepu: 2 llntlua /A
a'bJr)Ku Ha Ha rarerupa: 140

rarerupar 5F; Boaaqr 0.0

Aa,lxnHa (mnr): 8, 13, 16, l
rnn):2.5.2.75.3

Ha creHara 65

l: < 3%; Cpelua
0 ,29 Vo; fiuzair,n:

- o'fBolleHa u

HanrraHe; 9 atlt).;
(burst pressufe);

H Ar-jaNleTbp

2,7F; Ro
ii;143no,13BaeN1a

C't g u ect lt trt o cr ua
" uru 0.36 vrru;

24, 29, 32, 37 , 40.
1.5.4.0.4.5

Marepuar; CoCr; Ae6erttna
A[3afiH Ha KrerKara -

C b B Nl ecTll lvl o cT - pal anlagl]etl
Karerbpar 5F; Ar,i3ai:iH:
semi-compliant; nore3Ha
I4l5 Mrat Boaau: 0.014"; B

Lua$ra: flpoxcuiuareu 2.1

AbJ'rxxHa npu aliaMeft,p ao
19, 24. 28, 34, 38.
3,00 (nm) - 10, 14, 18,24,
rtm): 2.00, 2.25 : 2.54, 2.7 5

crpara 0,065 vu;
semi-open; MRI
Cr,avecrulrocr ua
exchange; Earor:

Ha BOAaLral

AUAM9T'bP HA

Aucra,res 2.6 F;

ornr): 8, 12, 16,

nph IuaMeT'bp Haa

34. i8l AHaNaerbp

I{opouapeu creHr,
y,rnoBeH Ne 2

Marepfia,r: Carbonlon
orBopeHa loerKa: Ae6e,qttta
Kpocrur npotlrirr: <1.05

Panarur u unu/Sit olimus/;
JreKapcrBeHa goza: 2,Q pLgl

excl'iange; llorr.rmep: 6

ujecT cen,lr.iur1; MRI
paramagnetic; [e6e.rr.rea

steell AH3aiiH:
crpara 110 pM;

mn; ,[exapcrno:
ExBxBareHTHa

; !,r.r:ai:ir: Rapid
3a nepuol oT

cbBNtecTxMocT
Ha IloKpltrrrgToi

CborHoLueHLie

KopoHapeH
MCAKKAMEHT.

I,J3J]'bqBAII\ CTEHT,

ycno BeH J\! 3

;*,,.=(

['f, I ]
i.!::,y



}?t

t 0r0 ,,t. L,tdtt r.
.t,. ".1 $t )l ttreot/ .rat).

.tr|. 2, aQu(,1, n, nlnNt ttJ9.(t fu i | : i r tJ i41 tu a etu | b?..a 
" 

I

Meran/Aprepur - Wh.
Ha,rrraHe: 6 - 7 atm,; MaKcr.ri
16 atn (bur.st pressure); Br
uarlna: flponcuri,raleu 2,I
Cralrectuvoct Ha Karerbpa:
A'b,'r)KnHa (nun)t 10, 14, I

AHaMerlp (mlm): 2.5, 2.'jS, 3
4.50,5,00

5%: Honltraano
rHo Ha,"rrraHet l4 _

rueH ahaMeTlp Ha

lncraleu 2,6 F;
iF; Boaav: 0.014,,;

24, 28, 34, 38.
0,3.2s,3.50,4,00,

766.67 rcaa

lr

4 KopoHaper-r

MCAUKAMEHT-

H3JI'bq Ba[( cTeHT,
ycrro BeH J\b 4

Marepria,r: CoCr L605; Ae6pv (0,065rvu Ank 0.0026..
CrrucrsaHe: < 0.29 o/o; ne
E(eneanei.lrHa nekapcrBeHa
IlonHMep: 6holla3rpaaHr,t
lusafiu: Rapid exchange, xu(
3arBopefi a K,lerKa; HoM!iHanr
MaKcrrManHo ra,rarane: l6 e

Balloon overhang: < 0.5 vu;
Ha LuaQra: flporcrua"ren l,9l
vapxepu: 2 - Ftaruua/l4pu
abJlxr,{Ha Ha (aTeT6pa
Ctgvecrullocr Ha Katertpal
r,qr 0.36 rvu. A.b,'r)KxHa (mtn
29 , 32, 37 , 40 , 44 , 48 . [uaraw
2.50, 2.7 s, 3,00, 3,50, 4,00, 4,:

[uHa Ha crpara 65
Recoil: < 3 %,

apcreot Sii.olirnus;
03ai 1.25 pg/nrm2;
d 6I-i o c'b Brl ecrllM;
)n,qeH - oTBOpeHa H

) HarrruHe; 9 atm.;
u (bufst pressure)i
Brnuten 4ualtertp
Ar{craneH 2,7F; Ro
ri; 14:no,r:eaelra

140-142 cM;
5F; Boaa.r: 0.014,'
8, 13, 16, 19, 24,

p (r,n\:2.00,2.25,

5 Me4urcaveHr-
u3r'bLlBaul 6aroH

DBM - I,realrxaMeHr - u:a.lrrBi
arxe3HBHo oerqecreo Paclita
BTHC (n-6yrxn-rpu n.
CboruorueHus Paclitaxei xr
OrnerrHe ua Paclitaxel 2.
Karelbp Rapid Exchange
XuapoSrano noKprrrne Ha qa(

noKpurrie Ha 6a,nona c ltel
Houtzsa,ruo Ha,rgraHe 6
PaAuoa3otonru ti Bv3yanp,A

flrrxuua (mn): 10, 15, 2i
AhaMerbp (mm); 1,50,2.00, 2
3.25; 3.50,4.00

iu 6a,rou c arruauo
xel u excuullreur
xgt(cr,rJt ugTpaT);
,t BTHC - 90/10;
i pg/rnn'; PTCA

Boaaq 0,014';
rra RX; 9ecrora ua
rraveur': 99.0 oZ;

bar - 16 bar.;
raapKepr. (Pt - If);
,25,30,35,40;
25,2,50,2.7 5, 3.AA,

o E,renrpoA 3a

BpeMeHHa

I(apaHocTHMynauHt

Buno,rnpeu neiicxHf Karetrp
cbpue (priBKa n 3a eitcv
CTgaaaes aa ocurypx Haa(
yjraBtHe Ha cfifHaJtH a KaMepa
aoJrHa BeHa xaea. flpeqlr
npexotltepla re.lpaocr, Onrilr
arpreue. {r,a6oluua 10 cu
noacl.IIBaHe npH IIOCTaBTHeTO.
pa3Mep -5F, eneKTpoAHo Da3cT

jeg 6aror ga arcHo
laHe B KaI{epaTa,

'r(Ho neHcxpaHe ti
a Lrpe3 aocThn npe3
er rourpoa 6e:
arreH KoLrTpOn npq
Ha N{apKep4Te 3a

{r,rxnua J 10 cv,
)r!ue - l cM.

3ade,tecrcxa: B tonoua 4 ce nocouaa tlettt
o60 ca6ert ctnxa no3L!L1L!t, 3ct Kotlmo yq acnlHuKbtll npedcmaG,

flognlrc Ha npeAcraBnrBaqoro Jrr.{r_ie H neq

E,resa

,A

t u re6u 6c.t !!( co,tt1./ so

'u,.,o.14.tii', i.,/ /
.//""t"... ,t t!

(Kt,d'uo'L
io.S-lhg#'lr*ffi.,,*,



IIEHOBO IIPEAJ'IOXEHI4IJ 34 I,I3

or,,MaKMeA{,OOA

In0tl.tt.r.,,h,
:f. t'.-l t)i,n.1 hi 

^,,r;,t..\t:.t 
tt,

.tn. L o4tt.,t.,kr, n?48! tlJs.

HA IIOPbqKATA

oAepHo npeArpaArre, yrr, AaaM
- fpa4 k aapec jla

AepHo l]peAnpaAne, y,,r. AaaM

c'bc ceAarl.jute B fp. co+l,lfl, n,K, [J60, x,K.
rvlt.rul(cBH,t "\! 48, cr, 3, o$nc J. o6ulrzlra CoynpaB,reHHc rp. Corlrnn. n.rr, 1360, x.n.
tvlnuKeBftq "\! 48, cr. J, odnc J
EI,1I( / EYJICTAT 200459233
rpeAc-raB,rrBaH or E.leHa .(o6pesa MuxaiinoEfH 8309286436, e itauecreoro r,ry ua VnDaei

flpaar cle4uoro qeHoBo rpeAJroxeHlje 3a h3 xe Ha nop'bqKara:

' 
"(/

4/

Haaveuouasue G
o6oco6euara
n 03 H r-.lHt

tr4sqcxealun Kb;;eaH HCt(oTo H3AeJIhe Eguunuua
ueHa B neBa
6es {,{C

l{opouapen 
"r*,rl1,c,roeeu J$ 1

M arep u a.ir : Co O. t-O O S 
;_--

ptu (0,065uu rav 0.0026,,)l

Rapid exchairge, xu6pr,raJ
3arBolleHa naetra; Hovu
MaKcl.Ji\,tanHo na,rsraue: I 6
Balloon overhang: < 0,5 Ilu
Ha tllaoTa: flpoKcr,jMa,reH 1,9
naprepu: 2 - lluaruua /
I',bJt)t(ld Ha Ha KaTeT'bpa: i40
Kareftpa: 5F; BoAa.r. 0.0 i
larxaHa (rrnr): 8, 13, 16, I

.ltn):2.5,2.75,3.

ua ua cresara 65
rl: < 3oZ; Cpeara

: 0,29 Yo; fiuzaiau:
- oTBOpeHa h

Har|raHe; 9 atm,;
(bi[st pfessufe);

B'lHrueu 4taverr,p
Alcra,reu 2,7F; Ro

;J,l:ror:saei\,1a
I Csgntectuvocr la

Linn 0,36 MM;
24,29, 32, 31, 40.
3.s,4,0.4.5

400.00 Lresa

I(opouapeu 
"."t'rlycLroeeH Ne 2

Marepra,r: CoCr; 4e6e,r| Ha
Arcai1.l Ha KJ.rer(ara
cbBMecTt MocT _
t<arer, pa: 5F; Ir43aiHi Rap
sen]r-colripljaitt; flo,re3Ha n.
I4l5 I\,riv; Boaae: 0.0 14";
Lrra$ra: flpoKcLiMaJteH 2.lF
Abn)KfiHa npu ltauerrp Ao j
19, 24, 28,34, 38; Lb,rx(xHa
3.00 (nrn) - 10, 14, 18,24,
mtn) 2.00r 2.25; 2.50, 2.7 5. 3

crpara 0,065 Mra;
semt-openi MRI
C'bgi\rectu {ocr Ha
exchange; Ealou;

Ha Ita BOAaqal

nua 'reT.bp Ha

lucraten 2.6 F;
(nm)t 8, i2, 16,

aual{eT.bp LIaA
.34. 38; [uavertp

3.s0,4.00Kopouapen
M eALi KaMeHT-
a3,l1qBaul cTeHT,
yc,roeeH J\! 3

Marephar: Calborr-lon stai|l
orBopeHa x,.ierKa; !e6elaua
Kpocunr npo$r.r,r: <1.05
Panauuqan/Sir.ol imus/;
reKapcrBeHa acca: 2,0
exchange; flon HMep I

[ecT ceA]!{t{L[,t; MRI
palarnagnetic; Ae6enHHa

sleel; AH3afiHl
crpara ll0 ;lv;
; ,rle(apcrBoi
Et<aueaaeHttJa

,{rz:aiiut Rapid
M 3a nepxoa oT

noKpfiTHeTO:

C'r,orHoueHue



rvreTan/ApTepH' _ I
HajlrraHe: 6-7atln.; Ma
l6 

.atnl. 
(burst pressure);

ua{tra: IpoxcHua,reu i,
C'bBMearu[.1ocT Ha
Arr>xuua (mnr): 10, I4,

tuaA4erbp (tnn): 2.5, 2.7 5,

I 5o/o: Hol,,,lna,r-,to
Hanrraqe: l4 -
afiaA4eT,bp Ha

F ,{lcra,reH 2.6 Fl
5F; Boaaq: 0.014,,:
8,24,28,34,38.
.00,3.25,3.s0,4.00.

MeAI..iKaMeHT_

ra3Jt],'lBaul cTeHT,
ycroBeH .N! 4

Matep"arr--i I_601
P a (0,065MM a,1u 0.(]
CKbcflBaHe: < 0lc) o/^.

E t<eu ean eHrHa r;:,; ;,,.;:',
IlonHMep: 6ropa.ipalrv
AH3aitHt Rapjd exchan-qe, x
3arEopeHa l(.nerKa; HoM
MaKctMarHo Iralqaane, l6
salloon ovefhangt < 0.5 Ia
Ha uaqlra: i-lpoKcl_rMa,ieH 1,1
MapKepaj Z , finaruna/I4p
a'bJlt(ilHa Ha
CbBMec lMocr Ha
n 0.36 M[a. [.u,rrrruua (

29, 32, 3't, 4A, 44, 48. nu)
zl-0,?at.!:0. :.so,,r.bo. ;

Ha crpara 65
Recoilr < 3 %.

: Silolinrus;
.o3ai_1.25 !.g/r.nn2;
ll O t, O C]r B M eCTi,i N4;

- oTBOpeHa ,l
Ha,tqrate; 9 atrTl.;

( oul st pfessLlre)l
Bt urues auavemp
AHcra,reH 2,7F1 Ro

; Ll:noa:aaer\aa
)40-142 cM:

)tl HoAaLr'0.014',
: 8, 13, 16, 19,24,

(mn): 2.00,2.25,
Mearzxarr,lesr-
H3nbqBaui 6aroH

uolvr - MelkkaN4eHT _ H3J'l.b
anxe3rjBHo seuLecreo pacl
BTHC (n-6yTrn-rph
C'loruouette paclitaxel
Ouealue ua paclitaxel
Karelbp Rapid Excha
l!r.i,[poqlr-irHo lloKpr,rTre Ha
noKparrie Ha 6a,roua c u
r-loMUHar.lHo Ha,lrfaHe 6
Paauo!:oronHLj i-j BH3yarHri
4a.rxfira (nrn): 10, 15, 2
Aualaelbp (mm)r 1.50, 2.0b.
3,25; 3,50.4.00

6a,rou c arcrr4 eE
el i,i e(cufinfieHr
(ouJr !urpaT);
BTHC - 90/lOt
pglnn'; pTCA
Boaaq 0,0 i4';
RX; Llecro.ra Ha

| 99.0 o/o;

bar' " 16 barl
apKel)h (pt _ tf);
25,30,35,40;
,2.50,2.7 5, 3.A0,

Erercrpo4 ,a
BpeMeHHa

r(apAuocTt2Myjraunl

EurorrpeH ;efi; Kareftp
chprle r(pr-1Br(a x 3a fleiic
C't:.aa4en aa qqalr*
yraBtHe Ha ctifHalu B (aM
aoJ'tHa EeHa I(a Ba,
npeKoMepHa rBbpaocr. O
BbpreHe. A.br6o!rliHa l0 cM,
nolcHJlBaHe tlpH nocTaBrHeTO,

__.1f, e,rerrpo4Hs

6a,.rou :a alcHo
B KaMepaTa,

netcHpaHe 
11

Llpe3 aocTbn [pe3
xourpoa 6e:
r{oHTpon npu

Ha t\{apKeprrTe 3a

llo4nuc ua npeAcracr,rrBauloro jrH{e !t neqar:

rylaBHTe,

il['
ELreHa !


