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06oco6ena
uo:uqr.rl J\it

Haznaenonasze Ha oOoco6elrara rros

KopoHapeH creur, ycrronen jVo-

l&ryArylf - ,srrveau_r 6aro"

- En"&..L.Q/.:..,20tj roA. B rp. !o6priv, ua
o6ruecrneuzSg nopbrlKrz, ce cKnroqu Hacro.srqarr lorot"HOBE MEnUKbn TpEtZA., OO!, crc ce

:^::11*. arpecxa ynpaBneHhe: yn. ',MocKoecKa., 47, lF--. . 
^r uuc r rIMeoHoB I OqeB _ yfipa8r.JTen. onpeneJreH 3a H3r

3a BT,3nafaue na o6LqecreeHa noptrrKa rzn ,,ny6nuuno
npe.!Me t: locraara ua vea,luuHcr<u a*f "oaa *ITPOAABAq a

"MHOfofIpooI4jTHA BOJIFII4UA 3,A AK'

T : 
A"f !f )""j ". ^""AT"ur", ^yp " " 

H a ynpaBrreHrze : rp.

"MHOfolpooIlAHA BOAHI4UA 3A AKTT4BHO

aoBPr4rr" AA

IPABA Z 3AAbJIXEHIZ' HA IPOAABAqAr{nen 8. (1) llpo4anavrr e an6)r(eg ,4a cKJrror

oBarrrie rrJr. 112 u q. or 3aroua:a

oblb@bergon.net

qs

AOfoBOP /1,'f

rerr. 058/600160, gaxc: OSSrcOO+fi, ' 
"_;ii,-

rre B rp. CoSux 1000, paitou
20267 0720, np"4"ruuo"uarro u,

cneA npoBeaeHa rlpor{eAypa
ze" l\! 00081-2016-0011, c

.4IronoruqHa 4efiuocr, Hapr4r{afi

IB-HO JIEqEHI4E_AOBPI4 rI" AA
o6pzu, yn. "llariafior Xuron" 24

)ergon.net, EI4K 124141302,
- tr4srbrHrdrereu ,{r.rperrop ua

npencraBnrBaHo or !_p Tpn{oH B,raauMhpoe fiop;;
.qpyxecrBoro. HapHqaHa KynyBAq.

IIbNHO I4JII4

Crpanrlre ce cnopa3yM{xa sa sJreAHoro:

IPEAMET HA AOfoBoPA r4uEHI4
r{:reH 1. flpo4anavtr npoAa;a Ha Ky[yBarra

cnel npoBe)n{aHe ua o6rqecrnena nopbqKa.
9:ren 3. llocoqeuure n vl. 1 ue4rzrlzucr<v

M'ICTO HA I43ITbJIHEHIIE I4 I]PEMI{HABrl:rell 6.3a u.gcro Ha Aoc,r.aBrHe Ha Menr4"MEAJI-!o6prav,' AA rp. llo6puv, yrr. .,n;;tor ;;;;; ;{les 7. Co6crneHocrra B6pxy IocraBrHure M

eIIZUZHC](IZTe u3aeJr4r, no qeHu,

HA COECTBEHOCTTA
tHcKr4Te li3.4eJ'11.4 s ce ofipenelr
24. 3BeHo ..Eoln aqHa antexa.'

oT IaTaTa Ha IIoAnLtcBaHeTO
Ha AOfOBOp C Apyf r43n6nHr4TeJr

rqe 6r,4ar AocraBrgr.l or
cJrel 3alIBtBaI{eTo I4M.
orAeJrlra AocraBr(a rue 6t.4e
B cport Ao 60 (uecraece.r)

He no-MaJrr,K or 1 (e4na ) roAl4Ha K6M MoMeHTa Ha
IlruprHcKll Li:Aenye rpr6ol 4a e

aKIr t434eIrnfl 14 ptrcKbT OTqacTliqHo IorIIBalIe Ha cTor{r4Te npeMvHaBa KynyBaqa oT MOMeIJTa HaIIM Ha MrcToTO Ha AOCTaBTHq c npr4eM
AOKyMeHT.

eH npoTor(oJr r{na llpyf

IOfoBop 3a rIoAH3[sJrHeHIIe

np

e o6sel4r B 3alIB.IIeHI4ero cI4 3a yqacrl4e IroJr3BaHero a nolr43rr6JrHllre:r. B cpor< 4q
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"MHOtoI]pooaAHA BOAHI4qA 3A AKTITBHO HUE_
OBPI4TI"

oblb@befgon.net

AHI:I oT CKIIIOqBaHeTo Ha IOfoBop 3a nollr3nbJrHeHrre Ha AoIrbtrHr4TeJrHO Cnopa3yMeHile34 3AMflHA HA IIOCOIIEH B 3A,BJIEHI,iETO rz3n6.rIHI4TeJr{T I43npa4a KoIIUe Ha,4OfOBOpa llnr.I Ha AOrrSnHr4TeJrHOTO C[Opa3yMeHrre Ha oxLITeJIt 3aeAHO C AO(a3aTeIcTBa,rre ca I43rI6rHeHr4 ycJloBr4rTa no \n. 66, an.2 ra 11 or 30
(2) Ilogzsnsnur.rreJrrr re H.[Mar npaBo Aa

Ae'HOCTI4Te, KOuTO Ca BKJIIOqeHI4 B IrpeAMeTa Ha AO|OB(

5. ca npz4pyx<eHr4 or BaJrllAer{ ceprz$mar,
cbuIecTBeHATe I{3I.ICKBaHIZr, lp]zno){LIMLI 3a V3.4eJIUeTO-

e!'Ha vrlu noBeqe oT
3a no4a3IIT,rHeHIZe.(3) Hesanlrcurr,ro or Bt3MoxHocrra Aa ce r.I3IrOjr3BaT [oAr,I3I6JIHLITeJTI],

nopT,rrKa e Ha rpo,4aBaqa.
C IIOAI43NT,JIHI-ITEJII]TC

z3ne-rlI4 {, r(ouTo:
Ll3LrcKBaHulTa Ha .Ir. 15

ua noru$rzqupauur oprar no rrJr.

n uape46ure no q:r. 1 8 o:r 3M14,

ynpaBJreHrze Ha nporr3BoArzTeJr.{

e npegnrz4euo n 3MZ;
e Ha t43AerIIr4flTA,3a KouTo TOBa He

BeprBauI csOTBeTCTBr4 eTO CT,C

or Horr.rSr,trlr4paru opmn.6. ca npoz:ee4eHu or npov3BoAHTeJrr KoRTo npl4.Jlafa 4 rro,trnbp)Ka cI4cTeMa 3ayfipaBrreHr4e Ha KaqecrBoro ISO 9001:200g unz a c o6xear e o6racrra uaIIpOI43BOACTBOTO Ha KOHKpeTHrzTe MeaI4qI4HCKr4 :a3IleIII4fl .
7. clotnelctnar Ha I43ucKBaHr.r, KT,M no crlorBerHara o6oco6eHarlocoqeHrz B onr4caHriero, Aa4eno n llpn:ro Ns 6: Cnuct'r Ha MeAr4 rlr4HcKl4.l.e3a Kap4uoJrofl4vua 4eiiHocr or 4o 3a yqacrr,re n o6r4ecrneuara

r{neu 10. flpo4anavrr B cpoKa Ha.4oroBopa Ba ,4a oTroBapt Ha cneAruTe

T6pfoBu{ Ha eApo c MeAr4rIEHoKrl
o pe4a na 3Mtr{.

eHr4e Ha Ka.Iecrsoro ISO
ButTa c Me,4I4III{HCIC4 A3,4enl4fl

rro cMriclJra ua .r:r. 10, al. 2 or 3Mtr4 :a npe
oT yIIGnHOMOqeH npe.4craBr4TeJt

rI03uql4t,
li3AeIM,
IIopT,rrKa.

KoHKperHara nopbqKa. Oropu:aqru He ce v3ltcKBa or
vsAerr4fl, ycrauoBeHu Ha repr4Topr4rra na peny6nlrrca E:r:rrrl:ren 11. I{euara ua lre4urlr4 HcKrzre r43lrerufl H
[ocoqeHa B KoJroHa F Ha Cnr4crra c MeIurIvHcKri r.t3
ycJloBl4tra Ha 6omluvuara ue4vrfl4HcKa noMoIt1.

tlneu 12. llpo4anav:sr e antxen aa ri3Aaae
Meat4 rII4HCKr4 143,4eIH'r.

IIPABA Z 3AAbJIXEHI4' HA KyIIyBATIA
9rteH 13.(1) Kynyeavrr Ma npaBo Ia rp(

oTAeJIHa AOCTaBKa, I(aTO IIpU ycTaIIOBrBaHe I{a H
npo4aBaqa B cpox or 24 uaca.

(2) IIpu ycraHoBrrBaHe Ha HectorBercrBrre
MeAZU]4HCKr4 n3AeJM, KynyBaq6T e In:b)xeH Ia yBeAoMu np(3) Hecroreercrtsuero Ha KoJrurrecrBoro \4

Ha reprzroparra sa pE u,ru :a
rl3BO.4riTeJI\ITe Ha MeAr4rII4HCKta

Molr(e Ia e IIo-BI4COKa OT IIeHaTa,
r<olrro H3OK 3alJrarla B

cpox Qarrypa 3a ,{ocraBer{z.r.e

ITOJIIIqCCTBOTO

e AI5)r(eH Aa

HA B9'KA
yBeaoMH

KaqecTBOTO Ha AocTaBeHl4.t.e
aBarra B cpox o-t 24 .uaea.

KaqecTBOTO ce ycTaHOBSBa

a---i\I-EEI

lnt-;i-;

IrpoToKoJI, C6CTaBeH oT KOMI4CIZT, C:bcTaBeHa oT nn6 ntr rla Ha KynyBaqa.
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"MHOIOTPO@I4AHA BOAHI4 LIA 3A AKTI4BHO
AOBPr4q,

HI4E -

oblb@bergon ner

TO Mo)fte Aa

€_-

(4) B clyvail, qe rpolaBaqtr B cpoK Ioocllopz I]ItcMeHo Hec6OTBeTCTBIZeTO Ha KaqecTBOTO,
ynsJrr{oMoqeH opf aH lrJlrr na6oparopzl.

AJITIXeH Aa AOCTaBIi lr[IrcBaqoTo KOJIr4qecTBo IrDI4 Cnor crpaHa Ha KynyBaLra B cpox or 24 wca. [1pn
KynyBaq6T r{Ma npallo .{a lloryqfi Heycroftxa B pa3Mep
nl.incBatrloTo KOJII4qeoTBO.

V:len 16.(1) llpa o.rxa: Ea npoAaBaqa Iau34err4tr r4Jru npu sa6aea noseqe or 4g (verzplr4ecer r.r:anynn Heo6xo.4r.rMure My MeAHrIr4HcKrz u31elvfl or apyr A
. (2) B c;ryvazre no lrpeAxoAuara *"o"" o*l",

AerzorBarem{o 3arrJrareHara UeEa e 3a cMerKa Ha trpoAasa

- 
YleH 17. Kynynavlr rzMa npaBo Aa ucKa

BpeAr4Te, Koxro e rrpe.rtprrrr B pe3yJrrar H a sa6aneuata uttl:reu 18. llpu :a6aea Ha [J]arrlaHe or crpaHa

TTPEKPAT'BAHE HA nofoBOPA
9nes 20. loronoplr ce nper<parlrBa:
1. c rzsru.{aHe Ha cpoKa, :a xofiro e

r43peqeHze BTOpO;

24 cIeI yBeAoMrBaFrero no al. 1

r4cRa poBepKaTa My o.l.

rfueH 14. Kynyravrr e ,4Jrj,]r{eH Aa
HAqUIla u B cpoKa, oIpeAeJreHr.I B HacTo_{ull-'I ,{oroBop.

yfoBopeHara ueHa B pa3Mepa, no

HEYCTOIZKI4

Ha fipo,4aBaqa c noneqe or 24
pasnep ua 0.1ryvu ueycrofira n

IocraBxa za ecexn 24 qaca

(2) 'tlpu ycraxoB.,rBaHe Ha H KOJTAqeoTBOTO, npo.{aBar{1[,T e
AOCTaBKa, a npl4 ITOI4CKBaHe
eHr.Ie Ha TOBa 3al6n)KeFrae

(ner) ua cro or croftuocrra ua

, npo,qaBarrcT e AJr6)KeH
npr.r cJreIBarrlaTa AOCTaBKa, a xpr4
a. flpu uerz:nlJrHent4 e Ha f.oBa
B pa3Mep Ha 5 (ner) Ha cro or

q6T He IocTaBr4 llofoBopeHo.ro,

Y3I".I"o"nr,{ u3Aenu'' or Apyf
etcrBl4TerFro 3alnaTel{aTa I{eHa e

Ha nporaBaqa ueycrofira. B pa3Mep nulunonnrar rr"uu.
- 

tlnen 19. Heycrofixnri, o6"aot"ranr"ru 
-" -,

vorar 4a 6r4ar y4rpxaHu or Bc.f,Ko A6rxr4Mo Ha rrpo
Bure pa3rwKu no ut. 16, at.2

3A'BEHI,ITE MY MEIVIII4HCKII
r.rMa [paBo .4a) uaca, rcynyna,l:sr

qI4K.

Mexly rIeHaTa no aofoBopa I,]

eTeHZe B rrbJreH pa3Mep Ha
HeKaqecTBeHaTa AOCTaBKa.

KynyBarla, IocJrelHrirrT .46Jllr(r4

Ir,laLIaHe.

CKJI}OqEH, ocBell B xulore3ara na vleu 2,

eHI4e Ha 3aAbn)I(eHr4rTa no
IZ3BbpIrIeHo .qBa DJII4 rroBeqe
I]6TA B paMKUTe Ha cpoKa Ha

Ha MeIaIIAHCKIZ l43Aenu, cJreA

YPe46a, n pe3yjrrar Ha Koero
ca npeaMer Ha AoroBopa;

3. nprz clsganauero Ha ycnoBr4, 3a locraBKa

CIlpaHe 3a I43II1 JIHeHLIeTO Ha
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"MHOrOrpo@r4AHA BOAHT4UA 3A AKTr.{BHO I]EHI4 E -
AOBPI4L]'AA

:oblb@bergof.ner

APyfI4 ycJroBtll{
9leu 21. Crpanz:re no .qoroBopa He Morar

rrpeABr4l(eHr4 e ,{r. 1 16 o'r 3OlL

I.JrLeu 24..(1) 3a na,rugHu aApccrr 3a npu e ua clo6lleuur, cB6p3alru cHacTotulr.it AofoBop ce cM{TaT aApecHTe, flocoqeHr,I B Ha oTo Ha AOfOBOpa.

Hteu 22. Crpaul.ire no
cnopoBe rlo B3aHMHO CT,fJIaCUe, a
Ko\tneteH rHHr I cr'.t a rp. ,{o6pr.r.

9len 23. 3a ncr.rqru Heype.4er_rr.j rro H
pa3rIopel6r.rre Ha 3OlI, nI3On, 33{ u T3.

(2) IIpu rpoMrna rra AaHur_rre no fipeAxo
Anb)I(Ha Ia yBeIoMr{ ApyfaTa B TpH/XrreBeH cpori oT npo

-:a o6croqrelcrBara rro qJr. 54, a,r. 1, r. 1

- sa o6crosrercrBoro rro .r:r. 54, a,l. 1, r-. 3
Ilo np[xoAr4Te r{ yl]ocToBepeHze or o6nll4Uara no
KaHAr.IAaTa aJIIt yqac.ltHlIKa;

ro u3MeHrT, ocBel{ B c.rlyrraaTe,

,4OfOBOpa rqe Bb3HI,IKHAJII4TE IIO I,I3II6.]IHEHUCTO
AKO TOBA E HCB63MO o, ro pela Fra fIIK, npel pottoBo

a3Aerr4t u/utu cucrev.a 3a ynpaBneHue Ha
CKBIIBANEHTHA;

Li3AaAeH I{a yqacTHI4I{a OT npoli3Boj]r4Ten, r4JII4 OT
cMr4c6ra ua vl. 10, an. 2 or 3MI4 sa npeAcraBr.rrer
KoHr{perHara nporleaypa. B clyuau.re, (oraro r.r3narell
cJreABa Aa ce lpeAcraBrr r.t Aor(yMeH.rbr, c xoiiro
yrr6JtHoMotqeFrr.tg npe.4cTaBUTeI.

AO|OBOp BT,lrpocu tqe ce npunara1

aiD et. c bot BeI a la cTpaHa c

lI - cnzgerelctno 3a cbAltMocl.;
lI - y4ocronepenue or opfaHr4Te

Ha Bb3IO)t(r{TeJI[ U Ha

ylocToBepeEr.ie oT opfaHrTe Ha

Ha clrcTeMa 3a ylpaBJIeHI{e Ha
T:bptoBHrITa c MeAIiIIT4HCI(n
ISO 13485113488 utwtn

oMouleHhr npeAc jaBh t eJt fru
Ha reparoprrrra Ha pB unl 3a

e ynlnHoMorleH rrpeAcTaBI4TeJI,
x3BO/l!{TentT e yI6JIITOMOTqI4JI

llpu clcrauHe Ha Hacrorulnrr AoroBop lpeacTaBuxa oT ri3rrBJrr{aTeJl
cneAHr4Te AOKyMeHTr.r 3a IoIta3BaFre Jlr.rlcaTa r{a ocH 3a oTcTpafirBaHe:

OT

OT

- pa3peueHr.ie 3a r6proBrir Ha eApo c Me cKr4 r.r3AeJrur, r{3AaAeHo or tr4AIILiJrr{ Ipyr .4oKyMeHT, yAocroBeprBatu npaBoro Ha Ia r-6pfyBa c MeIr4rII4rrcKu

- ga o6croqrercrBoro rro .ur. 54, an. 1, r. 6
I4srlmruremra areHrlr.r{ "f:rasHa rzucreKqr4.s rto rpyra,,;

3Aenv[,Ir3AaAeH OT KOMneTel.rTer{ opraH Ha c:6orBeTHaTa
- ceprnQurar 3a npunarane r4 rroA.4bpxaH

KarecrBoto ISO 900 I e o6racrra la npoxsBoacrBoro

- oTopLr3aIIrIOHHO III4CMO, nTr-IIHOMOTIHO Apyr paBHo3HaqeH IoKyMe[T,

I{acT oxrqulr AoroBop ce cr,craBlt B rpr.r HI-i eK3eMrIJIrpa, eIr4H 3anpo.laBa.la ]t aBa 3a K) nyBaqa,

@

I[AK6^\
G'-Xe'6"o'$

'*'
E



i*flrJH rtnmtc TSEST*IK l*t-,{i"
fr!{-fLg;Sf i{ISf

Ifpuaoucenue lllt S - sadzntrcumenen

qEHOBO TIPETJIOXEHI,IE 3A HA IIOPbIIKAI]A

m,,Hore Me4lrr<rn Tpefi4,, OOI
9:,9-""_I 11p.. Ha ynpaBJ'reHue rp. Cognr, n.m.
EI,IK / EYJICTAT2O267 07 20
lpelcraBJrrBaH or foqe CriirreoHoe loues
EfH 7606()56629, e xauecreoro ,y ,u V,

[000, yl. Mocroncra J\! 47 tu
llpaex cne4uoro rIeHoBo npe,UroxeHr,re 3a eHr.re Ha nop6qKaTa:

\JOOCOO

eHa

rlo3I.iI{I4

x J\b

HauMenosanfie Ha
o6oco6enar:il
Iro3I4rlllt

Z3ucnnanug ruilt E4aun.ua
r{eHa B JreBa
6es.{,{C

KopoHapen crenr,
ycnonen No 1

Marepua.r: CoCr L605;
pM (0,065MM rl,rr& 0.0026,,)t

Rapid exchange, xr.r6p
3aTBOpeHa KneTKa;
MaKcre.{a,'rHo HarrraHe: 16
Balloon overhang: < 0,5 rrar,r;

xa maQra: llp orcmuaaen 1,9
uaprepu:2-flnarnna/
ItrJrxr.rra Ha xarempa: 140
Karerbpa: 5F; BoAaq: 0.01
Atrxrrra (mm): 8, 13, 16, 19

')\ )1< 1

na creuara 65
: < 3%; CpeAHa

0,29 %; [waftu:
- oTBOpeHa ri

Hanf,mHe: 9 atm.;
(burst pressure);

I{snorgn aer4a
Crgltectmvto ct ua

rira 0.36 MM;
4, 29, 32, 37 , 40.
.5,4.0,4.5

Kopouapeu crenT,
ycnoBeH }lb 2

Marepnal : Co Cr;,{e6enuna-
,{usafir ua x,;rerxara
CIBMECTHMO CT _
KarerGpa: 5F; ,4mafiH:
semi-compliantl nonesHa
1415 In\4; Boaaq: 0.014,,;
uaQra: Ilpoxc nateu 2.lF
,{urxrua npu aHaMeGp ao 3
19, 24, 28, 34, 38; ,{.rnxma
3.00 (nnn) - 10, t4, 18,24,

ctpara 0,065 irarra;

CbBMecrn\.rocr Ha
exchange; Ea;rou:

Ha BOAaqa:

alraMeTbp Ha

(mm): 8, 12, 16,

AUaMeTbp HaA

, 38; ,{r.ia.uemp

Koponapen
Me.qr.iKaMeHT-

IT3JISqBAU CTEHT,
ycrroBeH N! 3

Marepual: Carbon-Ion
orropera rnerra;,(e6enr.rua
Kpocrur npoQnn: <1.05
Panaunlr.rr/Sirolimus/;
Jrer(apcrBeHa aoza: 2,0
exchange; llontuep:
mecr ceaMrrw; MRI
paramagnetic; ,{e6eluna
npu6nusuleluo 5
Meral/Aprepux - 13Vo-
HEurrfaHe: 6 -7 atm;

steel; Ar.raiH:
crpara 110 pM;
; Jfer<apcmo:
EKBrGa,'IeHTHa

,{usafin: Rapid
3a [ep],roA oT

noKpnTHeTO I

C:rorgouerue
; HoMnJa"'rHo

I{aIIrraIIe: 14 -

,l'rf-n4K b
sPi.i';-;;!r<-ni r.



l*{}1,.:H S**ASllt

3adenexuu: B rconoua 4 ce noco,tea
o6oco6euama no3uqun, 3a Koflmo yvacmHuKbm

Tt{F3**tr LihreS-
fftJLt}frFe rsl

B TEAA

Jrrrqe It n

ma$ra: llponcmraa.nen 2,1
Craneorn\.Iocr Ha Karorbpa:

Abilxraia (mm): 10, 14, 1

{uauemp (mm): 2.5, 2,7 5, 3

,Q.tcralen 2,6 F;
; BoAas: 0.014";
24,28,34,38.
, 3.25, 3,s0, 4.00,

Kopouapeu
MeAI.IKaI,IeHT-

I,ISISqBAU] CTEHT,

yc.noneH J,,l! 4

Mareplra:r: CoCr L605;
pM (0,065MM urrfi 0.0026
CKbcrBaHe: < 0,29 yo;

EKB[BaneHrHa JIeKapcrBeHa
[ormuep: 6lropa:rpaa n
Ara3afi n: Rapid exchange,
3aTBOpeHa KIIeTKa;
Mancrua:rgo na:rtraHe: 16
Balloon overhang: < 0,5
Ha uaQTa: [poKcm,raJeH 1,9
MapKepH: 2 *
ItEJrXr.rHa Ha
Ctst\,{ecnfi{ocr Ha
urn 0.36 MM. AbrxraHa
29,32,37,40,44, 48,

2,7 s, 3.00, 3.s0. 4.00. 4

Ha crpara 65
Recoil: < 3 %.

: Sirolimus;
: 1.25 ytglmm2,
6uoctnuectran;

HIEH _ OTBOPEHA I,I

Ha".lf,raHe: 9 atm,;
(burst pressure);

Buuen auauegp
,{ucra:reu 2,7F; Ro

I{snongsaet\,ra
140-142 cM;

5F; BoAaq: 0.014"
| 8, 13, 16, 19,24,

(n,]l.'): 2.00, 2.25,

Megurca.ueHr-
Lr3r6qBall 6arou

DBM - lre4rrauenr -
aAX*I-IBHO BeqeOTBO
BTHC (n-6yrl-r.-rpa
Croruomerme Paclitarel
Orgernne Ha Paclitaxel
Karemp Rapid
Xlrgpotlu,ruo noriarrue na
noKprrrHe Ha 6a,roHa c
Houranzunro HaJUraHe 6
Panuor-r:otomru lr
Abrxru{a (mm): 10, 15,

,{HaMer'bp (mm): 1.50, 2,00,
3 ,2513.50, 4.00

6anon c ar:rmuo
I{ eKCI[lruIeIlr

BTHC - 90/101
pg/mrn,; PTCA
Boaas 0,014';
RX; 9ecrora ua

: 99.0 o/o;

Dar - lo barl
MapKepu (Pt - Ir)j

25,30,35,40:
,2.50, 2.7 5, 3.00,

E.rrerrpog 3a
BpeMeHHa

KapAlro CTI.IIv{yJIaUV t

Eruro,mpeu neftcmtr Karerap
osprle KprBKa 14 3a
Ctr,4agen Aa oclrrlTlr,r
ynaBtHe Ha cInHaJII-I B

AOJIHA BEHA KABA.

npeKoMepHa rBbpaocr.
alprene. [rn6ovuna 10
IIOACTdTBaI{e npH

6a.non ga A.scso
B KaMepaTa,

nefiolipaHe r,t
qpe3 aocTT'n [pe3

xoHrpon 6es
KOHTpOI nplI

Ha Mapr(eprrTe 3a

,{r,rxmla - ll0 crvr,

ir,- 
t't r-

llo,qunc na

fo Cr,naeonon



IIEHOBO UPEAJToXEHI4E 3A

flpan.r c,ne4noro ueHoBo rrpeA,roxeHr,re sa

ll.:l:'it Me4anr"r rpefia" oo{
ilfl%l'ffii f,#;\i;E* rp Co grrr,

;i?f "#tr #,T i?H":ffiff} ::1:;

T.iqst*$tr Lt $f_
$t.rt*$$rm

HA IIOPBTIKATA

Ha nopr,qKaTa;
O6oco6
eHa

rrosltua
s J\b

HaHNreHoB€Hue_-_

o6oco6enara
II03lZqut

I4gucrsaHt;;;M

I-IEHA B JIEBA
6es {!C

Koponapeu - cGr,
ycloren J',li: 1

Mare?rza"r: 
-d 

o*CiG oJZr
tiM (0,065MM u,rn 0,0026;i;

Rapid exchange,
3aTBOpeHa rureT(a;
Maxcmrzuruo ,*.u"", 17
oattoon overhang: < 0,5 m
na ma{ra: llponcmrarren 

1

Maprepu: 2 _ llrrarrlna /
,4sJrxlzHa Ha Kareripa: 140(arerbpa: 5F; Boaaq: 0
.{rnxmra (nrn): g, l.3, 16; i

mm):2.5,2.75,3,

na crenara 65
)coll: < 3olo. CpeIHa
: 0,29 Vo: fiizatrr;:

- oTBOpeHa H
HarffaHe: 9 atm.;

lourst pressure);
BrmeH aaauemp
4lrcruen 2,7F; Ro

I{3nor3BaeMa
l;.Clruecrnr,roct sa,+" vnu 0.36 uu:
, 24, 29, 32, 37, 40.
, 3,5, 4.0, 4,5KopoHaperi .*ra

ycloaen J\! 2
Marepr-rar : C-a[E"6*r;
AI43aTH Ha MeTKaTa
caBMecTaMOCT *
r{arerbpaj 5F; Ausafiu: j
seml"compiiant; IlonesHa
l415 rr,nr; B64aq. 9.914,,,
maQra: llporcnr,r-." j. tf
fPYFU oP" atuMerap .(o 3

)e:^21, 28,3a, 3s; fiur:il
: ".(TT) - 10, 14' t8, 24,
rym)t 2.00: 2.25 : 2.50, 2.7 i. 3

. crpara 0,065 MM;
semi-open; MRI

; Ctruecrlruocr n3
d exchange; Ea,,roH;

Ha Bo,{aqa:

AHaMeTsp Ha
lwcrarleu 2.6 F;
u (run): 8, 12. 16,

npr,r ,4naMerbp Han
, 

^34, 
38; Arar,.rerup

MeAAKaMeIIT_

I{3JISqBAIq CTEHT,
ycloaeu j\b 3

Marepral: aarG_Ion
orBopeHa Krerra; Ae6erraHanpocmf rpooHn: <1.05
ranaurqns/S irol imus/;
neKapcrBeHa Acoa: 2,0
exchange; Ilolranep: 6aIuecr ce.qMr{qr; MI{I
palamagnetic; 

Ae6erHHafpl,lonu3menflo 5 ,,_..
Merar/Aprepq * Br"|i
Har'r.rrraHe; 6 -./ atm.;
lb atlr fb l.(t ...""

steell .{r.rsaitE
crpara l10 pu;

mm; Jlerapcrso:
EI(BrGareHTHa

; ,(n:afin; Rapjd
3a [ep].{o,4 OT

rroKpr4Tr.reuo :

Cro"Hollernie
%o; Holrmta,rno

nansrane; 14 _

.l//' n.-,.({



TR$*{}tr Lr_($-
sr_rLs$lsix

\(v,
N/i
/\\t

\li\

i

\,si
"\\

Y';

ooo"oo,,oi?T,:,ff:;,,:.;y;:;x,:*:;.:;,:;::,:::;

uaQra: Ilporcdden-
Crtlrectnr.rocr tla
.ft,nxuna (mm) j 10, 1

Ar.raMerbp (nm): 2,5, 2,,

t r AlrcrareH 2.6 F:
ra: 5Fl B64aq.6,914".

: 1,8. 24, zs, :a,-ja.
3.00, 3.25, 3.50, 4.00,

Me.qr4Kar4eHT-

I43JISqBAU CTEIIT,
ycloren Nl 4

Marepza.'r: todi-Idj
Int (0,065uu mu 0.i
Cruc.srage: . O.ZS i;
DKB]iBAJIEI{IHA J]CKAN'ND'

,{n:afix: Rapid 
"""lruiril.3arBopeHa xlerra; Holrx

Maxcm,ranno d;;i
t:attoon overhang: < 0,5
ra uaQra ; Ipox-rnaa,ren
uapnepr,r: 2 _
.{6nxr{Ha HA
CbBMecrn\.rocr Ha

Hl,i;,'!.,!il,tr:ft?"t
l!02.zll.oo, :,s0, i.brj

rHa Ha CTpaTa 65
Recoil: < 3 %.Ilerapcno: Sirolimus:

ya rcsa: 1.25 pg/mmz;
t't 6uocaauecrru;

rnwprl{EH _ oTBopeHa II
flo Ha,rrmHe; 9 atm,;
arm (burst pressure);

{Ml BbrflreH a"ur.r"f
iyr AracTaneH 2.7F; Ro

AgnomBagMa
: 140-I4Z cM:
5F; Bs46q; 9.914,i

): 8, 13, 16, 19,24,
\p lmm):2,00,2.25,

Megr,rrar"reHi
z:aaunaul 6anou

DBM - uearzGil&I
aAXe3ISHO BeqecTBO

ITHC (n-6yran-rpn
utorHoneHne paclitaxel
orleJrsHe na paclitaxel
r(areftp Rapid Exchz
Xrupo Qr,rrxo noxprrrze na
no(plrrr{e na 6a,rona c
-FroMIXta!'IHO HaJIrraFe
Paaaong ororuru n
,{.rnxrua (mm): 10, iJ, 

'

f1l":Tp (mmj: 1,50, 2.00,
3.2s; 3,50, 4.00

6aron ciGilii
H eKcrptmiem

XEKCHJI q,{TPAT):
lt BffrC - S0lr 0;5 pglmrnr; pTCi
; BoAaq 0.014'i
lra M; r{sg1614 

H2

bar - rc bar;
MapRepu (pt _ Ir);

;,?i' ,1,'; ii:,t3:,
Enex'rpo4 

.'a.--.__-

BpeMeHHa

Kap.4r.io cTr.iMynaqlu

EtnonspeH neftG
CIPIIE XPI.IB(A H 34
ub3aaneH Aa oclrrJp]l
yJrat{He Ha cr4rHaJrr.i x
,40nHa BeHa raBa,
fipeftoMepHa rBspaocT.
BbpreHe. Ab,rdosriHa 10
IIOACI4IIBAHE IIPII

6es 6anorsiEiHo
B KaMepaTa,

rretcupaHe u
qpe3 .qocT6rr npe3

rosrpol 6eg
r(oHrpoJr rpu

-Ha 
MapKeptTe 38

Abrxnra - I l0 cM,

ffitr}s/Ji' Y.,\ r.r1

lloAnuc na

lort

JIItUe u



alpec Ha yrpaBJreH[e rp, Co$rzr, n.rc. 1000. vn.

IPEAJIAfAM CnEAHT4TE VCJIOBI{II sa

B Kosro ce fiocoqBar fipor,r3noguretxt u/uttu

TexHur{ecKare cneuu$rlraquu I4 r.r3r.rcKBaHr{sra Haclnracuo flpuaoNeHue .Ilb 6: Cnirc:rr ua nae
AeiHocT.

HAZMeHoBaHr.{e Ha MeAr,rqlrHcKoTo H3AeJrrze;
Kolona 7: "llpoasno4aren/Vnrlnonorues

or 3MI{ r/ranu nprarexaremr na CE c"pr"6r*url
2, [exrm,pupa;lr. ctfJracr4ero cr4 c Kray3HTe Ha npltJ

Ha .qoroBopa,

AOCTaBKaTa.

9. flpr,relr.ralr ,qa Ir3[brHsBaM Berzr{KI{ ri3r,rcKBau[, Ha
E AOKWeHTa.IIpITTa 3a yqacTae.

cborBsrcrBr-rero c [ocraBeHzre KpnTeplta ea noA6op:
eoT

b*t}q,rtr f'*ffiffi}*
"Rfi{}tr Lt_{S_

firuLi*$tt{t$$}
llpuloxenue No 4 - sa,qtrxurereH o6paseq

TEXHT4qECKO nPEI

flo4nncannxr loqe Cuir.reonon foqer, EIH 76060566
,,Hore Me4axrl Tpefia,, OOA, ,u, .al-"rur, .0. i.

P-,+:,TryT'. cnl,IC6K HA MEAr4UI4HCKuTE
Af,yrrt\JL I BCeKr,r ya{acTHl.rK e ,4r6XeH .4a rlonbnHu:
Kolona 4: ,,Onficanue Ha npe.4JrafaHoro Mertmu]

ri3r.rcKBaHLIrTa Ha Bb3Jroxr4TeJUr, IrocoqeHli B xoloHa 3;
KonoHa 5:,"KoA H3OK", B Korro rpr6Ba Aa nocc
ctffIacHo Cnncstca c Me.qlIur,IHcKLr iclejlr,rs, Kor,ITo
6omtuqHar:a rraeAI4 rIItHcKa noMorrr:

3, ,{er<naprpau cpoK rra BaJrriAHocr na o$eprara: 3
nocoqeHa 3a .4ara Ha no.qaaaue na o$eprara.

6. flpraerr,rav cpoKa rra ,qocraB xa: Ao 72 (c",qe*a"ce, z au7. Ilpr,reuaru cpoKa Ha roAllooT: ue no_rlramo ot 1

8, Aocranxunre MeA\4rII{HcKa ns1erftrfl rt1e orfoBop.,rr I3MI{ rz rqe ca Brmoqenrr n Cnracsra 
" dqa.;;ycJloBl{rra Ha 6orult.rHata Me.qur{r,rHcra rroMoru. Karo

no-Br.lcoKa or croffHric.rra 40 Korro rr,r 3anJrarua H3OK.

no.qnacBaHero Ha AoroBopa ra o6r4ecrneua lopbrrra.
yAocToBep.,IBaIIlH JTI4 [CaTa HA OCHOBaHHg 

'U 

-Oaaro,

O XEHI4E

B KaqecrBoro cu na Vnpaeurer na

Ha nop6riKaTa:

1. flpana cJreAr{olo npeAJror(eHrre 3a H3[6JrHeHae nopbqKaTa B CIOTBETCTBI4E C

u3AeJrLr 3a KapAIZOJrOtHqrIa

Ha Me.quIIrrHcKOTO H3AeJILre
3aIIJra4a B ycJroBl4ETa Ha

npoeKr Ha AOTOBOp.

) iraeceua or .4arara, Korro r)

,qHI{ OT Lr3BbpIUBaHeTO Ha

qaca oT MOMeHTa Ha 3arB.,IBaIteTo.
e4ua) ro4una K:rM MoMeHTa Ha

u3rrctBarrnsra no .r.rr. 92, a,r. 1 ot
xouro H3OK 3alJiarrla B

Ha KO'TO Ce [pe4JraraT He e

rrocoqenr{ n o6snreHltero

ripe.4cTaB_E

nr. 1000, y,n. Mocxoacxa J'lb 47,
Ilb 47, EI4K 2026700720,,

3A' KAPAI4Onofr4r{HA

u3,qeJrrre", B Korro rpx6na ga ceuocoqaT xapaKTepricTltKr,ITe Ha npeAJrafaHoTo M cKo I.{3AeJrr{{, ct oTBeTHI4 Ha

KOAa

30K

Konona 6: "Trproncro Har,rMgHoBaHI{e na ug,ue,nueto,, Korro ce [ocoqBa TbpToBCKOTO

,.\\l'i
\y4. llpneuau cpoKa rra rz3rr6JlHeHr4e na nopsurara: 12 ) lteceqa or cKJIIorIBaHero

5. Ipuervrarrl cpoKa 3a rrJraruaHe: 4o 60 (urecr,qecer) r
AocraBrara u ri3.qaBauero ua $aruypa or u3n6JrHr{TeJUr.

lr( 
,

10. B cny.rafi, ue 6a4a olpeAelreu 3a r_r3rrbJrnr.rreJr Ha IIopBqKaTa) ce wi



nprixoAHTe r{ yAocToBepeHr,re oT o6rrII4HaTa no
LIJIH ] IaCTHIiKal
- 3a oocrorreJrcrBoro no rrr, 54, arl, 1, t. 6 _ yl
axeHqr4r "flranua lrncnexrlr4f, rro rpyla,,;

- 
^cepTnQnKaT 

3a rrllr,rJrafafie u no,qAbpxaEe Ha
9001 n o6nacua .Ha nport3BoAcrB o.ro u/uttu

.qoK)A{eHTT,T, c rofilo npoasnoAHTeJrrr e y[6JrHoM

foqe Currreouoa foqen - Vnpanrmen

}I{}tlH F'*ffit*lt TR$**}m Ljk_si-
ry}afi*{}Fi'ffitf*

Ii3Aa,qeH oT KOMIrelteHTeH OpraH Ha cboTBeTHaTa .116 Paspeurenr,re uJrr{ yAocroBepegse

- sa o6croqrelcrnara no qJr. 54, wr. 1,r:. 1 or 3OlI - cs:- ga o6croxtelcrBoro tro rrtr. 54, ar. 1, r. 3 or 30

- pa3perueHne 3a TSpfoBr4[ Ha e,qpo c Meluqr.rHcKr.r
AOKWeHT, yAocToBep-rrBaq [paBoTo Ha yqacTHAI{a

He cII a3acKBa oT npoa3Bo,qI4TeJIATe Ha MSAI,IqLIHCKLI
ua Peny6;rurca E'brrralLrfr:

crzcreMa 3a FrpaBrreHr.re rra KaqecrBo.ro ISO 13495i134g- oTopr,I3aulIoHHO llcMo, nT,JTHOMOTTIHO r{Jrn Apyr tryi{acTHr.IKa oT npor43Bo.qlrTeJr.f, r.rJlz oT }4rsJrnououlenua
a;r. 2 or 3MH ga lpe.qcraBurenorBo ua repr.tropn raB cnyrarrc, Koraro a3AareJr e yrrtJruoMoIqet npe,

llo4nuc na npe4craBrrrBa {oro n"q. 
" 
n"ff.:l

eJrnr, u3,ua,qeHo or I,IAJI r{Jra Apyr
apryBa c MeAurlHlrcltu r.r3.qeJrrrr,

3a o6.qI4MOCT;
- yAocToBepeHr4e oT opfaHrrre rro

Ha Bb3JroxuTeJIr n Ha KaHny.AaTa

or opraHr4Ts na I{gnlruutrelua

eJrl{r, ycTaHOBeHr.I Ha TeplzTopHr.ra

3a ynpaBrreHHe I{a rcaqecrnoro ISO
Ta c Me.qnrlr,rHcxu us4e'rrus nlutm
ralulr.r exnr.ma,teunra;

.qoKyMeHT, r.r3naIeH Ha
,eAulaBr4TeJI no clrucrla ua vl. 10,
-b r4Jru 3a KOHKpeTHaTa [por{eA}pa,

Aa ce npeAcTaBr,r tr
fipe.qcraBareJr. i\

I
I

(r,i
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npedcmasumen no qn, 10, at. 2 om 3MLI u/uttu

9. Ilpuerr.ralr Aa ri3utrH.f,BaM BcraqKr4
o6gsreHr4ero r{ AoK},r\regTaul{rra 3a }nlacrr,Ie.

1 0. B cnylafi, .re 6lAa orlpe.qeneH 3a
npu noArlucBarrero r{a AofoBopa sa o6rqeorneua uo Aa

aci'rtr,- ll

Ifpunoucenue Jli 4 - sad.bnwumenen

TEXHI,IqDCKO II

THS**)fl LAs**
frff.-ft*sstK*s*

EAJI O }I(E HIIE

606056629, B KaqecrBoro cu HA
(,t
7-/,,,1ur-)

IPEIJIAI'AM CJIEIHI4TE VCJIOBU-{ sa e Ha nopsqKaTa:

1. Ilpanr cJreAuoro rrpeAJroxeur,re 3a Ha uopbrrKaTa B CBOTBeToTBI{9 oTexuuqgcrr.rre cneqnt[r.maquu r,r r.r3rrcxBaHlrrra Ha B!3Jr

flo4uacannxr foue Cuneonon fouen. EfH
Vnpanurel na ,,HoBe Menurr,r Tpofi2., OO!. clc cel

f{9c1or,cra J'lb 47, a4pec Ha yrpaBrreHr.re rp. Co$ur, n.n,
2026700720..

Csrracuo fipunoNenne )l'! 6: Cnucrn
Kap,qrroJroD{qHa Aeft Hocr.

B dorcyaeuma CnUCbK HA
KAP,\I4OJIOIWIHA ,qEfrHOCT 6ceKu yvacmHuK e

Ronona 4: "Onucauue ua npednaeauomo
da ce nocor4am xapaKmepucmuKume Ha npednaeauomo
u3ucKgaHutma Ha Bb3rotrcumefit, nocoveHu e rconoua 3;

Ronoua 5; ,,Rod H3OR", e xoamo mon6ea
wdenue cuenacuo Cnucurca c uedutluucxu usden)a, xot
ooJ,utut tHama MeouquHcka noJnoul ;

Konoua 6; ',T'apeoecxo Haut4eHolaHue Ha

Ronoua 7 ; "Ilpoueaodumen/Vnanuouou,eu
cepmufiurcam", a Koa.mo ce nocoqBam nDoan

r43B6prlrBarrero Ha AocraaKara n I{3AaBaHero ua $arrypa or
6, llpueuav cpoKa Ha AocraBKa: Ao 72 (ce1elv.;

: rp. CoQua, n,r. 1000, yr.
, y,r. Mocrorcr<a Ne 47, Etr{K

MEAHIIHHCKI,ITE Ij3IIEJIUfl

m4Enu.fl 3A
da noru'nuu;

Ltsdenue", e rconmo mpn6ea
usdenua, cbomqemHu Ha

noco,tu rcoda ua uedutluucxomo
H3OR sannaqa s ycnorunma Ha

ce nocovaa

u gaa) .raca or MoMeHTa Ha

I43AeJrrlr, nouro H3OK 3arrJtura
Ha KO'TO Ce npeAJlafaT He e

Ha Bb3JIOXnTeJUr,

Ha nopsqKaTa, ce

mbpzoockomo Hqui4eHoe aHue ua ueduquucxomo usd enue :

u/u,tu ywrnuououqeruu
ua CE cepmuQurcam.

2. ,{exnapupau cbrurac}rero cr.r o KJray3r4Te Ha oxeHI{.rI npoeKT rra AofoBop.3. .{erlaprapav cpoK Ha BaJrr4Anocr Ha : 3 (rpu) Meceqa or ,qarara,Korro e rrocoqeHa 3a ltara Ha rroAaaane na oSepr:ar:a,
4. llpaeualr opoKa Ha r,r3rrbJrueHr4e Ha

9KIrOrrBaHeTo Ha AOrOBOpa.

lL(
ua CE

12 (4naua4ecer) Meceua or

5. llpueua.rra cpoKa 3a nJrarrlaHe: ao 60 ( ) raneu4apnu AHri or

3AJIB'BAI{ETO .

7. flpneuav cpoKa Ha ro.quocr: He rro-MaJrKo oI
AOCTaBKaTa.

ar, 1 or 3MI{ n ule ca BKrroqenu a Cnrcrra c MeArrrl}rs
B ycroBr4sra na 6olrurqqara MoALITIHHoKa [oMolr{, Karo
no-Br4coKa or croftuocrra 4o Korro rr4 gannarua H3OK.

(EAHq TOAIIHA KBM MOMEIITA HA

8. [ocraanHvre MeAHI{HHoKII r43Aerr4s tue ouo Ha H3I,rcKBaHIcrra no .r1. 82,

€,S.H& a\.
I - -4-\{ 't"p ,\
EAHAf\/ \"d^



k'3AeIM, I,I3AaIeH O'r KoMIIeTeHTeH OpraH Ha

ra3AeJirl{ u/uJrv cvcTeMA 3a ynpaBJreHue Ea

cMac:sra Ha rrr. 10, aJr, 2 o"r 3M14 sa upea

YR$t{}ffi Ljh_(*_
tr*t"*L#$rs*tsr

,4OKla4eHTr4 y.qocroBeprBaufi vrrcaTa Ha ocHoBarrq, oTcTpaH.rrBaHe oT npoqe,4ypafa,

li - orn4erelorno 3a cr,Ar{Mogr;- ga o6crosrercrBoro no ql. 54, an. 1. r, 3 or - y4ocToBepeHHe or opfaHuTeno npuxoAnre ri yAooroBepeuue or o6rqiluara no
KaHAuAaTa r.rJrrr )qacTHr4Kal

HA BS3IO)I(HTEJrS IZ HA

yAocToBepeHr.re oT opraHure Ha

KaKTO II CboTBeTCTBr,reTo c [ocTaBeHI4Te Kpl4Tepr4r4 3a rrol
- 3a oocrorreJicrBara IIo qa, 54, ar, 1, r, 1 or

- :a odcro.firercrBoro rio ,rr. 54, ar. 1, r. 6
tr4gurlnarelua areuqizx ,'fnatlHa 

rancnexqux no ,rpy4a,,;
_ pa3perrreHr{e 3a TBpfoBa, Ha eApo c M

Iznu nplT ,rlor(yj\4eHr, yAocToBeprBarr{ npaBOTo Ha

/'i
ry)

ti
',J

\,\

r-u
\-/

4/;,

y,qocToBepeHr.Ie He cr4 r.r3rzcKBa oT npoIz3BOAHTeJrUTe Ha
Ha repr{Toprzrra ua peny6nuxa FbJrfapr4r:

H3AeJrHr, rd3AaAeHo or ZAJI
Aa TBpryBa c MeAr{ur{HcKIr

Ar,pxaBa. Paspeurenue ulu
ri3AeJrr{r, ycTaHoBeHI4

- cepTrl (pHKaT 3a rrpr4JraraHe a rroMBpxar
KarrecrBoro ISO 9001 s o6racrra ,ra npousuog"rnoro

Ha cl4cTeMa 3a ynpaBJ,reHae Ha

EI(BI]BAJIEHTHA;

_ oTopI43:tUUOHHO IIfiCMO, i]GJTHOMOIIIHO

T6pfoBr4rTa c Me,qaqr,IHCKA
ISO 13485/13488 ulunu

I{3AaAeH Ha yqacTHr,IKa oT rIpoI43BOAr4T erLs ulu oT
Apyf paBHo3HarreH AOKyN{eH.r,

oMotueHldt [peAcTaBr,ITeJI rio
Ha repnroprirra Ha pE ura saKoHKpergara [poqe.q]?a. B cryraure, Koraro r{3.uareJr e y[SJrHOMOqeH npe,qcTaBnTer,cJreABa Aa ce npeAcraBr,r ri AoK)"a{eHTrr, c nofiro

ynlJrrroMorrleHar npeAcTaBr,rTeJr.
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