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..MHOIOTPOOI,IAHA
3A AKT}IBHO AEIIEHI4E -AOBP

TIPOTOKOJI

,{uec, 10.04.2018 4o4. n "Muoronpo$unua 6oluaqa 3a aKTnBHo

!o6puv" A.{, rp. ,{o6puu, yn. or Xuros" 24, no peganawt, 104,an2 lI ra. 'rr.
61 or IIII3OII, ce pru n orleHr.rxa oQeprrzre Ha ftacrHr.rqr4Te B 3a

qKa rr4rr "ompnra" c npeAMer: ,{ocraaxa rla OKI,I

ocr 3a HyxAr4Te ua "Mnoronpo$r,rlua o
reuenne-.{o6puv" A!, rp. uq.

flpoqegypara e c Peuesue Np 9 or 28.02,2018 ro.n. na
ArrpeKrop Ha Apyr(ecrBoTo, o6sereune Ns 832511, rperrrcKa Il! 00083-
pef cr6pa ua AreHqutra ta
Enponeftcrua crros roa Ns 201

nop6qxr4, o6snena n Ot|lrqua,ren

lo6prau" A! rp. ,{o6przv, e

0.04.2018 roa. na tr{rnr,rsurelHur auper<rop Ha

TIPEICE{ATEN: 1, E:rena Aranacona Benuxona - eKcneor
nop6rrKr4.

IIJIEHOBE:
2. Agn. feopru

Io6praq" AA;

Bb3JrafaHe sa o6rqecrneua
rr3AeJrr{{ 3a KapAuolof r4rrHa

Paruex<4aHero ce
or 3OlI ctc 3anonea Jt1b 65 /

ar. 6 or |III3O|I, 3aeAHo c
npr4eTu c BXoA.truIr4 HoMepa,

2.1. "HOBE
ro4. n 10.30 uaca.

043-093s 10.

BeAe or KoMficut, Ha3HaqeHa Ha ocHoBaHfie qr.

Ha yqacTHltqfiTe, nocTaBeHfl B 3an
cJreaBa:

3, a,r. 1

KOfaTO

'{r. 48,

ftqen Mr.rrnon - mpucr Ha fpa)(AaHcro{ noroBop

3. launerra Muxailrosa - ruaBeH crreroBo.trr4TeJr.

l. I-{en na 3aceAaHr.r Ha r(oMr4cr4rTa e pa3 rexAaHeTo rz oqeHKaTa
14 (JraCUpaHeTO Ha yqacTHrzqr.rTe

2. Pa6orara sa cri.flra 3anoqHa ua 10.04.2018 r. e 09.00
Bb3roxr,rTerqT [peAaAe cpeqy Ha npeAce,qaTeirr Ha KoMrlcrrrTa

uKu,

TPEIZA" OO{, npzera c nx. Ns 3085 / .2 018

2.2. "MAKMEnfi [, npzera c nx. J\! 3385 I 21 .03.2018 roA. n 10
2.3. "EMOHI4f, TEX BIIjTIAPI4fl[ EOOA, rpuera c

05.04.2018 roA. s 09.35 qaca.

3. flpegrz 4a I{5M OTBAP'HETO I{A IJII,IKOBETE C

3aceAanr.rero, Ha ocnoBaHr.re ql. 5 1, a,r. 8
B63J1o)K.rreJrr AeKnapaqnv no q:r. 103, a,r, 2

HA KOMI,ICII'TA, )^IACTBAIIU B

Iroanl,Icaxa !r IpeacTaBHXa
npHJIaraHe Ha r43ucKBaHli-trTa IIo 51 , a,r. 8, ar 9 u an 13 or II|I3O|I.

3729 /



"MHOIOTPOOLIAHA 3A AKTI4BHO AETIEHI4E -AOBPI4I]"

oQeprure.
5.2. B sarpurara iragT or 3ace,{aHr,rero (oMr4cr,rrra:
- pa3fneAa npe4c'rapenu're o$epru ra orleurz ccrJracHo zs6pauur r<pr.r

Bb3JrafaHe Te3u oT Tsx, KouTo c+oTBeTcTBaT Ha rrpeABapr{TeJrHo o6rBeHVTe ycnoBur;
- ptBfneaa. AoKyMeFTuTe, cB6p3aHr4 C IUTiHOTO C6CTOrHr,{e r{ Kpr4lrel

no46op na yqac'rHr.rqr.rTe B Hr-r3xloAsnl peA cfiprMo [oryrreHriTe orleHKrr, Ao ycTar{oB
3a

HA
gboTBeTcTBI4e C I43HCKBaHr.Tr{Ta Ha ABaMa yrraCTHI4IIU, KOI4TO KJIaCI4pa Ha IBpBO Bropo
MtcTo.

6. KoN.rr.rcrlqra r<orr qe [peAro)KeHr4sTa Ha yqacTHr4 r{r.rTe ca
4'.1Henpo3patrHrz 3a[eqaTaHr4

nII3OtI, crreA Koero npr4
nocT6[BaHe,

HA KOIiTO CA NOCOIIEHI4 NAHHIITE IIO qJ].

no3r4rlr4s Ns 5: KopouapeH MeIuKaMeHT
nesa 6el .{{C sa I (eguH) 6pofi.

K5M OTBap.f,HelO Ha OnaKOBKTZTe I1O peAa HA

IIETTECET Il OCEM TEBA 33 crorunxlr) ,r luc

No1

7. Kolrucurra onoBecTr4 clAspxaHr.reTo Ha olpepTr.rTe,
npeAnoxeHr4rTa Ha IIO IIOKAI] aTeJIt 3a OIIeHKa.

Ha ocgosagrze .rr.
TexHIIqecKItTe I4 UeHOBLITe npe

8. Vuacrnzqure
B63JIaraEe "uaft-uzcxa qeua":

l, "r. 2 or |I|I3OII, rIJIeHoBere Ha KoMI4clrtra rlo

HanpaBvJlr4 cJreaHrrTe apeAJroxeHzrr [o

8.1, ''HOBE TPEI{.{" OO[:
8.1.i. llo rro3 r.irlr4r Ne 2: Koponapen cTeHT, ycJroBeH 400,00

(veruprcrorr.ru) ,rena 6e: AA :a 1 (esuu) 6poft.
8.1.2. llo nosr4rlur Ne 3: Koponapen ME,qIiKAMEHT I43J15 CTCHT,

ycnoBeH Nr 3: 758,33 (cea
3a 1 (eAnH) 6poii.

8.1.3. llo [o3r,rq[r Ns 7: MeauKaMeHT r.r3r6r{Barl
1 (esuH) 6pofi.(Aerercroruu) .uena 6er ,.I{,/IC

8.2. 'IMAKME.IIII A:
8.2.1. llo lo3r4rlrrr Nl 1: KoponapeH creHT, yclloBeH

(uerupucronrn) ,rena 6e AA ra I (esHH) 6pofi,
8.2.2. I7o no3r,rrlr4r Nl 4: KopouapeH MearzKaMeHT r,r3JrG CT(:HT,

ycroBeH J\b 4: 758.33 (
:a I (esrH) 6poii.

nerAecer rr oceM JleBa 33 crorr.rurcu) rnc
8.2.3. tlo

Ng2

900.00

400.00

XnroB" 24 I 058/600488 (rarc 058/600414 g e-mail: obtb@bergon.net

ycronen No 5: 1000,00 (xutgp.a
CTI}HT,



XxroB" 24 I058/600488 Oa,rc 058/600414 g e-maiti obtb@bergon.nel

I{:ucrcsaurlq Kr,M MeAurluHc6oro OnucaH ue Ha npeA.,'raraHoro

Marepuan: CoCr
crpara 0,065rraru. .{usaftu na
- semi-open; MRI
paramagnotic; C:ssMecr4M,
Karertpa: 5F; lusartu:
exchange; Ea:rou: semi
floresua A6nxr4Ha Ha
MM; BoAaq: 0.014";
ArraMerlp ua ruatpra: flpo
2.lF lucraneu 2,6 F;
ArzaMertp Ao 3.00 (mm): B, 1

t9,24,28, 34, 38;
Ar4aMer6p uaa 3.00 (mm) - 1

18, 24, 28, 34, 38; {aarraelrp
2.00; 2.25; 2.50, 2.75, 3.00;
4.00.

t415

rIpLr

t6,
IIplr
14

mm):

Mareplian: CoCr .{e6eluna na
crpara 0,065vrr1. lusaian Ha
rcrerKara - semi-open; MRI
c6BMgcrr.rMocr - paramagnetlc;
C:rnuecruvocr Ha r<arerrpa: 5F;

lusafiu: Rapid exchange; Ba.iroir:

A6nxr4Ha Ha no4aua:1415 uu;
BoAa.r: 0.014"; Brsruen
ArraMerbp Ha rua$ra:
flpor<crauareu 2,1F lucrarcu 2,6
F; ,ftnNuua rrpn Ar4aMer6p Ao
3.00 (mm): 8, 12, 16, 19,24,28,
34, 38; la,rLxuHa npr.r Ar4aMer6p
saa 3.00 (mm) - 10, 14,18,24,28,
34, 38; lfuaue:rsp (mm): 2.00;
2.25; 2.50, 2.7 5, 3.00: 3.50. 4.00.

ycJro

..MHOIOTPOO}IAHA

8.2.4. lIo
KOpOHapHa CTeHTOBa CL{CTeMa

.nena 6eg {,(C sa 1 (eaun) 6po
8.2.5. llo

123.33 (cro, 4naAecer n rpr.l

8.3. "EMOHIIq

3A AKTHBHO AEI{EHI4E - OBPI4I{'

rro3riqfitr No 6: A6nynanHarHa cr4poJrr.rMyc
58.33 (cegevrcrorr.rH, nerAecer u ocenr lena 33

no3r4rlr,rr No 8: Elexrpo4 3a BpeMenrra Kap
33 crornHrcu) ,reea 6es AAC :a 1 (eguH) 6poii.

MATEX EbJIf APVIfl" EOON:

AH14

8.3.1. llo nosr4rlrrr Nr 4: Koponapeu MeAnKaMeHT r{3Jr! CTCHT,
ycroBeH Ns 4: 758,33 (ceaeu
:a I (equu) 6poii.

rleraecer n oceM JreBa 33 crorllrxlr) ,rena luc

9. B :ar<puro e KoMltclr rTa paSrneAa TexHhqecKuTe
yqacTHLiIII4Te nO BCtKa OT Ito3ur\tllt, IIo Kor.lTo ca npeAcTaBLIJII4
npoBepv cboTBeTcTBIreTO Ha oQeprr.ire c npeABapr.rreJruo o6.aeeuure yclo
npoBepKaTa KoMu cr4 flTa y a"r aH u rrpae 3a oTAenHr,rTe yrlacTHr{qu cnelHoTo:

9.1. "HOBE TPEI{!" OO!:
9.1.1. llo flo3lrquf, Nl 2: Kopouapen cteur, ycloneu No 2:

oBaHr{e: ArthrosPico - crzcreMa 3a rzMrr:rai{Tr,rDaHeTlprorcno
rIpolrsno4ure.n: International Gmbh

no H3OK: 1012000001

9.1.2. tIo
ycloneu No 3:

uo3rrqur No 3: KopouapeH MeAr.rKaMeHT

Trproncno nar.rm
TTMIIJIaHTIZpaHe Ha CTeHT

ItrinII Rapamycin - uem.rraqa cu

Ilpournogr.rren: International Gmbh
Koa no H3OK: 1020000009



"MHOIOI]PO@I4AHA 3A AKT],TBHO AEIIEHI,IE _ NOBPIZq'
AOBPIiII 9300 I yn."naHafio XrrroB" 24 I 058/600488 0aKc 058/600414 g e-mail: oblb@bergon.net

rr3Ae!'rue MEAIIIII'HCKO I'3AEJIITE

I J
Marepraa,r: Carbon-Ion sta
steel, [usaftu:ornopena nl
.{e6elrzna Ha crpara 1 10

Kpocuur npoSu,:r: <1.05
JTenapcrno:
Er<eanareurua JreKapcrBeHa

2,0 pg/mm;
6uopa:rpa4lnr 3a nepr4oA
CEAMI4IIII; !e6etnua
rroKpr.rrr.rero:rrpu6rr.rsfirerHo 5

Cr,ornoruenue Meral/Aprepl
13%-15%', HoNruHanro Ha,r.rra
atm. Marczua,rgo na,rgrane: i,
atm (burst pressure); Brr
Av eMer:sp ua lraQra: llporccr,n
2.I F flnc'ralen 2,6
Clnuecralrocr Ha Karertpa:
Bogav: 0.014"; lalrruira (mr
14, 18,24,28,34, 38. fiuan
(mm): 2.5. 2.75, 3.00. 3.25,
4.00.

Panair.t

lIo:u

HA

pM;

ul-
ne:6
I -16
{IIIEH
IAJIEH

F.

5F.
r):10,
reT6p

3.50,

.nless
ETKA;

pM;

mm;
IIIITH;

AO3a:

rMep:

IIIECT

Marepua,r: Carbon-Ion stainless
steel,,{usafiu:orBopeua r(irerra;
,{e6enuua Ha crpara 1 10 prvr;

Kpocuur npoSr.m: <1.05 mm;
Jiercapcrno : Panauuqrzn;
DKBr4BaJrgH',rHa neKapoTBeHa A03a:
2,0 pg/mm; florzuep:
6zopasrpagrzna 3a fieprzoA or rrrecr
co.qMlrqlr; .{e6eluna Ha
lo(pr.rrr4ero:lpu6nugurelso 5

[rM;
Mera.u/Ap'repux

Csoruorueurle
- 13%-15%;

Houuua,rso ua,r.{raHe: 6 atm.
Marculrarnro Han.sraHe: 14 -16
atm (burst pressure); Btuuren
ArraMertp Ha rua$ra:
flporcuruaren 2.7 F [ncraneu 2,6
F; Crnrr,reCruuocT Ha KaTeTGpa:
5F. Bo4au: 0.014"; [rtxuna
(mm):10, 14, 18, 24, 28, 34, 38.
luanersp (mm): 2.5, 2.75, 3.00,
3.25,3.50,4.00.

flpe4nor
Ha yqi
cboTBeT(

IIpeABapl

o6rselrI4
ycJr0Br4fl,

EHH'TA

CTI1IIKA

TBAT HA

.TETHO

9.1 .3. llo o6oco6e
Trproncrco uar,ru
Ilpolrrnoglrren: I
Koa no H3OK: B

nosrzqrz.r Nl 7: MeArxauresr usmunarq 6alou:
oBaurre: PacSol - ilre4znarr,reur rzs:rrqsarl 6arou
Lg Intemational Gmbh
043000000015

llgucrnanuq Kr,M MeglrrrrrHc(
I'3TETHE

)TO Onucanae Ha npeAJraraHoro
MeaIrquHcKo It3aeJIIIe

Crorser 9TBUE

I J
DBM - rr.teauraMeHT - u3r'bq
6a-non AKTI4BHO

BeulecrBo Paclitaxel u eKcrlr4rp
BTHC (n-6yru:r-rpr.r n-xet
qurpar). Crotronreurze Paclit
r:ru BTHC - 90/10. Ouerquc
Paclitaxel 2,5 pglmm2. PT
Karet p Rapid Exchange, nc
0,014". Xrapo$HrrHo noKpr4rrr(
qacrra RX. llecrora Ha noKpz
na 6a,rosa c lreArlrauenr: 99,C
Horr.tlixa,r s o HaJrgraHe 6 bar -
bar. Pa,ryrousororrurc rr Br43ya

MapKepr.r (Pt - Ir). [rnNzna (n
10, t5, 20, 25, 30, 35,
.{uarr.rert p (mm): 1,50;2,00; 2
2,5Q; 2,7 5; 3,00; 3,25 ; 3,50; 4,0C

BalII
BHO

tEHT

:CI,IJI

lxel
rHa
.CA

A4rr
iHa
rHe

%.
I6

'IHIIm):
40;

DBM - uegur<alrenT - r43JlbqBarrl

6aron c a.(Tr.lBHo aAXe3uBHo
BerrrecrBo Paclitaxel 14

ercrlunv eur BTHC (n- 6yrlrn-rplr
n-xercr.rJr rqurpar). CtoruorueHue
Paclitaxel xsr\a BTHC - 90i 10.
Or4e:uue Ha Paclitaxel 2,5
pg/mm?. PT'CA Karerup Rapid
Exchange, BoAaq 0,014".
Xrz4po$rznno flo(ptlrlre Ha qacrra
RX. r{ecro ra Ha floKpr.rrr4e Ha
6a,roua c MeAr.rKaMeHT: 99,0 %.
HonNsa-nuo HaJrrfane 6 bar - 16
bar. Pa4rou:ororrHr.r r,r Br43yaJrHr4

MapKepr.r (Pt - Ir). .ftirNrlna (mm):
10, 15, 20, 25, 30, 35, 40;
luauemp (mm): 1,50; 2,00; 2,25t

flpe4noxr
HA )qa
CGOTBETC1

rrpeABapr.r

o6.f,BeEr4T

ycnoBr4r.

IH :q:IA

)THt4.Ka

BAT HA

teJIIl:o



"MHOIOilPO@]4AHA 3A AKTLIBHO nErlEHI4E - AOBPI4TI'

9.2. "MAKMEA" QOA:
9.2.1. tlo o6oco6en{ no:raqnx Ns 1:Kopouapeu crenr, ycloneu Nt 1:
Taprorcrto ualrnreironauze: Nengen - ro6anr-xpouoBa crrcreMa 3a

CTEHT

pournognrel:
Koa uo H3OK:

9.2.2. IIo
yc:roreu No 4:

Trproncrco nanu
CTEHTOBA CIICTEMA

Ilpor.rsnogure"r: M
Koa no H3OK:

Life Sciences Pvt.
1012000026

XuroB" 24 I 058/600488 0aKc058/600414 B ernailt oblb@bergon.net

0; 2.751 3.001 3

Onucaulre Ha rrpeAJraraHoro

Marepr.iar: CoCr L605.
crpara 65 pir,r (0,065uu z:ra 0
Recoil: < 3o/o. Cpe1na
foreshortening): 0,29 %.
Rapid exchange, xu6pr4en -
ri 3aTBopeHa KJreTKa.

HaJrrrane: 9 atm.
Hairrrane: 16 atm (burst
Balloon overhang: < 0,5 MM.

ArraMerhp ua rua<p:ra:

F ,{lrcranen 2,7 F. Ro
flnarusa I tr4puluit. Wzn
Ar,Jr)nl.r H a Ha KaTeTGpa: 1

Bo.qa'{: 0.014" unn 0.36 urra.

(mm): 8, 13, 16, 19, 24, 29, 32, J7 n 40.
AnaMer6p (mm): 2.5, 2.75, 310, 3.5,
40 4\

JIHO

Lre).

IIEH

1,9
z-

MaT epua,r: CoCr L605. ,{e6ernHa
Ha crpara 65 pu (0,065urrr ulrn
0.0026"). Recoil: < 3Vo. Cpenua

foreshortening):
Rapid exchange,

oTBOpeHa u
KJrerKa. HouraHamro
9 atm. Mar<cuualuo

HaJrrraHe: 16 atm (burst pressure).
Balloon overhang: < 0,5 nrrrl.

Bururen ar4aMertp ua rua$ra:
flporcrarraaren I,9 F [uclateu 2,7
F. Ro naprepu: 2 - flrrarma I
LIpugvir.. tr4snorgsaeN,ra A6Jrxr4Ha
Ha Karertpa: 140 cM.
Cr,si\,recrr4r4ocr na xarer"r,pa: 5F.
Boaaq: 0.014" unu 0.36 rrau.

.{tnrrrua (mm): 8, 13, 16, 19,24,
29,32, 37 ra 40. .{naruemp (mm):
2.s, 2.7 5, 3.0, 3.5, 4.0. 4.s.

sary6a (mean
0,29 o/o. luzafin:

rro3i4rlr4r J\b 4: Koponapeu Mear.rKaMeHT r43J1rb

oBaHue: Biomime-Sirolimus - r43Jr:bqBarla

Life Sciences Pvt.
102000003 8

Onlrcauue Ha npeAJtafaHoro

Mareplrar: CoCr L605. .{
Ha crpara 65 pu (0,065urr,r unra
0.0026'). Recoil: 3%. Crr,crpaue:
0,29%. Jlexapcr:so: Si
-trKBIIBAJIEHTHA JIE(APCTBCHA

1,25 tr:4lmm2; llonr.iuep:

Mareplrar: CoCr L605. ,{e6emtua
Ha crpara 65 prrl (0,065uu lui.r
0.0026'). Recoil: 3%. CxrcssaHe:
0,29%. Jlerapcrno: Sirolimus.
EKeusareHTHa JreKapcrBeHa Ao3a:
1,25 ltglmm2; flo:rl*rep:
6uopasrpa4r.rlt lz 6r.roctsl4ecrzrlr.

flpe4n

rpeABap

ycnoBr4r.



"MHOIOIIPOOHAHA

9.2.3.11o
yc:roneu Ns 5:

Trproncxo Har.rMeHoBaHue:
KOpOHapHa CTeHTOBa ChCreMa

IIpou:eogure,n:

3A AKTLIBHO AtrqEHI4E - AOBPHLI'

Nr 5: KopouapeH MeArrKaMeHr rz3irr

Biomime Morph-Sirolimus -

Koa no H3OK:

IIo314III4.S

Life Sciences Pr.t.
1030000008

XuroB" 24 I 058/600488 OaKc058/600414 g e-mailt obtb@bergon.net

- oTBOpeHa rr 3aTBopeHa
Holrunalno HaJItfaHe: 9
Marczua,tuo HaJrrraHe: 16
(burst pressure). Balloon ov
0,5 nan; Bruruen .qrraMert
ura(fra: flporcuuanen
,{ucraren 2,7F; Ro v
fltaruua/Llpupuir.
ArJrxr4Ha ua r<arempa: 140-14
UbBMECTI4MOCT HA KATETS

BoAa.r: 0.014" rv 0.36
.{r:rNzua (mm): 8, 13, | 6, I
29, 32, 37, 40, 44, 48.
(mm): 2.00. 2.25, 2.50. 2.7:,
3.50,4.00,4.50.

atm.
alm

HA
1 qF'

..)

cM.

5F.
MM.
)A

eT6p
3.00,

xa6pnleu * orBopeHa v
3arBopeHa rletxa. Hovuga:tro
HaJrrralre: 9 atm. Maxcuuanuo
HaJrrraHe: 16 atm (burst pressure).
Balloon overhang: < 0,5 MM;

Brnlrren Ar4aMerbp Ha rrra$ra:
flpoxcuuaren 1 ,9F ,{ucra,ren
2,7F; Ro MapKepr{: 2-
Il:laruualI4puaufi . trrbn:rognaeua

I6Jr)r(r.rHa ua Karertpa: \40-142
crra. crnuectEuocT Ha KaTeT'bpa:

5F. Boaa.r: 0.014" a:rz 0.36 r,tr.
lrnNraua (mm): 8, 13, 16, 19,24,
29,32,37, 40, 44, 48. [vauerup
(mm): 2.00, 2.25, 2.50, 2.7 5, 3.00,
3.50. 4.00.4.50.

Onucanlre Ha rrpeAJrarauoro

Marepuu: CoCr L605. I
Ha crpara 65 prrl (0,065rrlna

0.00269. Recoil: 3%.
0,29%. Jler<apcrno: Siro
Ernzna:resrna JreKapcrBeua

ouopa3rpaAaM rr ofiocsBM
,{rzsafiu: Rapid exchange. xx6pn4eu

3aTBOpeH H KJTeTKA B KpaJ4tIl4Ta ra

oTBOpeHr.r B cpeAaTa Ha

Horr.ruuanno HaJIttaHe: 9
Marcnua.lHo HarTrraHe: l4
(burst pressure); Brnruen
ua rnaQra: llpoxcurr,ra:ren |,13F
,{ucraren 2,7F; Ro uaprepn: 2 -
flraruua ll4pngufi.
AtnxraHa Ha Karerbpa: 1,42

Clguectrartoct Ha KarerSpa:
Bo4au: 0.014" ana 0.36 rvrrvr, 1

ocno6oxganane ua
paMKrrre Ha 30 AHra; .ft:rNrzHa
30; 40; 50 z 60. .{r.rauemp

1 5-2,25: 3,00-2,50; 3.50-3"00.

Marepuan: CoCr L605. ,{e6eirrEna
Ha crpara 65 pru (0,065urr1 rznn
0.0026"). Recoil: 3%, Cr<rcqsaHe:
0,29%. Jlenapcrno: Sirolimus.
EKerzsa,'reH'rHa JrerapcrBeua .qo3a:
I,25 Vglmm2 florunaep:
6uopasrpaguu fi 6uocrsi\4ecrzr\4.

fiusaftu: Rapid exchange,
xa6prz4eu -- 3arBopeHr4 KrerKH B

Kpar4[IaTa H oTBOpeHr.l B CpeAaTa

HaJuraue: 9 atm. Maxcrzrr.ra-nno

Harsraue: l4 atm (burst pressure);
Brnruen Ar4aMerbp na nrarlra:
flporcuua.,ren 2,13F,{lrcranen
2,7F; Ro MapKeprr: 2 - lltaruna /
I4puguit llsnrognaei\4a AbJrxriua
Ha Karertpa: 142 cM.
C6sl4ecr4^4ocr ua na'rerupa: 5F.
Bo4au: 0.014" uttu 0,36 uu. 100
% oceo6oxr4anane Ha
ISKapoTBOTO n pairrrute na 30

mm): 30: 401 50 u

ycnoBr{{.
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60. ,{uaverup (mm): 2,75-2,25;
3,00-2,s0; 3,50-3,00.

9.2.4. flo o6oco(
KOpOHapHa CTeHTOBa Cr4CTeMa:

Trproncrco nauiu
KOpOHapHa CTeHTOBa Cr,rCTeMa,

flpou:noqrlre.n: Il
Kot no H3OK: Bt

-ra no3r.rrlrzr No 6: A6nyrraraHarna clrpoJurMyc r43J

roBaHr.re: ihtDEStiny - A6nyiuuua.nna crrpoJruMyc r.r3J

rhospitex S.A,
041020000062

qDal]la

qBaua

llsucxsauug Kr'M Megr.rqnH(
U3AEJII,IE

ROTO Onucaune Ha rrpeA!'raraHoro
MeAHqltHCKO II3AeJrr{e

Cr,o IBETCTBIIE

I , J
A6nyuuualna cr4poJrr,rMyc v 3nl
KOpOHapHa CToHTOBa

cLcTotlqa ce oT
I,I3IbI{B AIII

MOHTr.rpaH

KopoHapeH
B6pxy MEAI,I,

r.r3rGqBall 6a:ron, aocTaBtl
JreKapcrBeHr4 aosu = 0,70
flporcr,rua,rnu penTfeHorr
MapKepv sa 90 u 100 cM or At4c
rpail; 6uopasrpa,U4M rroJrr4Me1

180 4un cneA r4MrrJraHrnpaue; (
xpoMoBa cnJraB L605, 4e6ent
crpara 73 pM. Recoil:
Cr<tcssarre: <1 %, Hor,ar

HaJUrraHe: 8 atm. Maxcl
HarrrraHe: 14 atm (burst pn
Ctsr4ecrul\4ocr KaTeTbpE

Boaaq: 0.014" n:ra 0.36 ur
KJreTGrreH cTpoe)K npr.i AnaMeTp
2,50; 8-rnem.ren npu 2,75-3,5(
KJreTbqeH rlp]r AuaMeTGp
AriaMerpr4 2,25;2,50; 2,75' 3,0
rt 4,00 nrr,r; a6n)Kr4ur.r 8;12; 16;
28;32; 36 rz 40 rr.mr

r{Bau{a

cTeMa,

KAMEHT

CTEHT,

KAMEHT

ra2
rglmm.
4'rvBHr4

IAJIH14'

)-AO
:o6a,rr-
,IHA HA

<50 .

{HaJ1I{O

TMAJIHO

:ssure).

,: 5F.

'tL. 6
n2,25-
) r.r 10-

4,00;
0; 3,50
20;24;

,4.6nyuzHarua ct4poJrr,rMyc
u3Jr6qBarqa KopoHapHa cTeHToBa
cIICTeMa, CsCTO.f,Iqa Ce OT

MeAr4KaMeHr r,r3JrsqBarrl KopoHapeH
cTeHT, MOHTr4paH Bspxy
MeAr4KaMeHT v3r6r{Barri 6alon,
AocraBrula 2 lerapcrueuu 4osrE :
0,70 pgimm. flpoxcuua,rurz
peHTfeHono3uTr.rnur.i uapr<epu ua 90
u 100 cri.r or 4zcra:rnur rpaft;
6uopa:rpa4ur,tr rroJrr.lMep - Ao 1 80
AHr4 cJreA HMnJraHTr4parrg; xo6alr-
xpoMoBa cnral L605, 4e6elrana na
crpara 73 pn. Recoil: <5%.
CrcacsBaflg: <1 o%, Hourananuo
HaJrrrage: 8 atm. Mar<crarraa,rtro

rraJrrraHe: 14 atm (burst pressure).
Crs\lecrr4r,rocr ua rcarerr,pa: 5F.
Boaa.r: 0.014" r.rrz 0.36 uu. 6
KJreTbqeH CTpOeX IIpV Ar.raMeTprz
2,25-2,50; 8-r<rerrqes npu 2,75-
3,50 u lO-r<lemrreH rrpr4 Ar.raMertp
4,00; 4uanerpu 2,25; 2,50; 2,75;
3,00; 3,50 z 4,00 nau; 4:ux<r.rHz 8;
12; 16;20;24;28;32;36 u 40 wr*r

llp"p
HA

c50Tl
npe,4

o6ser
ycJrol

IO)ItEHI4'TA

yq€lcTHI4Ka

ETCTBAT HA

rapuTeJIHo

HII'TE

ufr,

9.2.5. tlo o60co6eua
Trproncrco HauMerl
flpor.r:eoguren: Sai
Kon no H3OK: C09

uo:uqzr No 8: Elexrpog sa rpeMeuua KapAriocrr4My
ronaune: Pacel
nt Jude Medical
090000000001

llgr.tcxnaHlrs KbM MeAItIrr.rH(
I{3IIEJIIIE

IKOTO Onucanue Ha npeaJraraHoro
MeAUTIT.THCKO r.r3AeJrUe

Cror BETCTBI{E

I 2 J
Eunonxpeu neficraur Karefi
6a,ron sa Arcuo c6pqe Kpr.rBri

reicvparre n rauepara. Crs4z
oczrypu HaAexHo [etrcr4l]i

p 6es
a, 14 34

4eH Aa
Heu

Buuo:rrpeu neilcusr raretr,p 6es
6a:rou sa 4lcrro ctprle Kpr,rBKa r.r 3a
neftcupane B KaMepara. C:rsAaAeH

Aa ocnrypr4 Ha,qelKHo IIetrcIIpaHe r.I

flpe4r
HA

CT,OTB(

npe,qB

O)I{EHI4'TA

^IAOTHI,IKA
TCT]]AT EA

IPI4'I'EJIHO
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yJIaBrHe HA CV\|Ha.III,j B KaMepA

.4OCT6rr npe3 fopHa npa3Hi
llpequsen r(ouTpoJr 6es npel
TBbpAOCT. onfl.rValeu xourp
B6preHe. ftroo.rraua 10 c

MapKepr.rTe 3a rroAcrrJrBaH(

rrocTaBrHeTo. AsJDKLiHa * 1

pa3Mep -5F, eJreKTpoAHo pa3cT

1crrl.

ra qpe3

, BEHA,

oMepHa
)Jr npu
\4. Ha

npu
l0 cv,
)tHI4e -

yJraBrHe Ha cLIfHa.J[4 B KaMepaTa
r{pe3 AocTbn npe3 ropHa npffiHa
BeHa. llpequseu r<ourpo:r 6ea
npeKoMepHa TBGpAOCr.

Onruuanes KoHTpoJr rtpll
Br,preHe. [rl6ouzua 10 cu. Ha
MapKepr.rTe 3a rroAcr4JrBarre flpfi
nogTaBrlreTo, AT,Jrxr,ma - 1 10 crr,r,

pa3Mep - 5F, eneKrpoAHo
pa:croruue - I clr

o6.'8e
ycJroB

II]T$
L'{.

9,3, ''EMOHWIO
9.3,1. llo o6oco6en

ycloneu J\b 4:
Trproncrco nauuel
Ilpoltnogure,r: Eu
Koa no H3OK: B0z

\PMATEX FbJIf API4qt' EOO!:
l rro3rrqur Ne 4: KoponapeH MeAVKaMeHT lrsrbqBal

oBaHrre: eucalimus
:atech AG, Germany
041020000048

c1eHT,

lI3r.rcrcrarruq rcm
MeAHIIItHCT(OTO It3AeJII{e

0nncauue na
rrpeAJIaraHoTo

MEAI.IqT,IHCKO 14 3AEJIUE

Crornerc'rnl

I ) J
Marepraa:r: CoCr L605
le6ennua ua crpara 65 pv
(0,065urrr uru 0.0026')
Recoil: 3%. Cr<scssaHe
0,29To. n ercapreo: Sirol imus.
EKsr4sareHrHa nerapcrBeHa
Ao3a: 1,25 p,g/mm2,
llomzuep: 6zopasrpa4urrr n
6uocrsr\4ecrul,r . [uzaitu
Rapid exchange. xa6pu4eu -
oTBOpeHa 3aTBOpeHa

KJrerKa. Holrunalno
HaJr.{raue : 9 atm.
Marcuvamro HaJrrrane: 16

atm (burst pressure). Balloon
overhang: < 0,5 una; Brnueu
AnaMertp Ha uaQra'
Iporcnua,ren l.9F lr.rcraneH
2.7Fi Ro Mapr(epu: 2-
[Itaruuall4puguir.
llsnrossae^aa A\rocfilr,a Ha
Karelbpa: 140-142 cM.

Cr,eN4ecrr4r4ocr Ha Karertpa'
5F. Bo4av: 0.014'' ura 0,36
vlr. ll,rxrr.rHa (mm): 8, 13,
16, 19,24,29,32,37, 40, 44,
48, ,{uarraemp (mm): 2.00,
2.25, 2.50, 2.75, 3.00, 3.50.

MeAlrralrewr r.r3Jr6qBaur

crenr c 3 Me)r(Ar4HHr4 Bp63xr.r

Ha cgrMsH't, 9
srarsaroo6pa:uu eJreMeHTa

Ha prrHr. .{e6enuua Ha
crparoBere 0.0026" (65
uuxpouerpa), rlruporrv Ha Ha

crparoBere (rnaneu
cerueur) 0.0028" (72
MlKpoMerpa), fl]r4poqr,rHa Ha

cTpaToBeTe - MexAr4HHH

BpB3Krz 0,0023 " (58
tr.fl.trpoir,terpa), cKbcrBaHe
0JI9A eKCnaH3I4.f, IO-MaJIKO OT

2 %. Recoil: no-valxo or 5

%. le6enuna Ha
cr4poJrr{MycHara varpuqa 3 -5
Mr,rrpoMerpa. CroruorueHr4e
Ha MeTaJr K6M apTepr,rs - IIo-
MarJrKo or 18 o/0. Pa:lrepu or
2.25 .4o 4.00 MM.

Clnlrecrauocr: 5f
BbBelr(Aarrl KaTeTsp.
Marepr.iar Ha creuTa
Cobalt Chromium L605, sa
6anoua Polyamide
Compound. llpoxcrzrraa,reu
mafrr na KarerGpa 1,9f,

C.neA rrpoBepKa
ToxHrrqecKoTo npelJ
rr rrpeAcTaBeHc
yqacTHuKa orrncar
flpeana-faHoTo I

KOMUCT{flTa y
HEC6OTBETCTBI,I'

cJIeaHIZTe IIOKa3aT(

Recoil: llpe4noxer
MaJrKo or 5 V
uzucxaane 3 Vo;

2. fiusaftu: flpegs
oTBOpeHa KJreTKa

H3t4 cKBaHe ua xu61
oTBOpeHa r4 3a

KNCTKA;

3, Llsuorsnaerr.ra 4u
Karertpa: llpeAloxre
cM flpu I,I3I,ICKBaHe

CM;

4. Jh.rncsaqr,r A6rx
24;29; 32;37; 40 11 z

5. JlrEncnarqu [r,
2.00 u 4.50 urrr.
Kouucusra npuel
[peAraraHoTo oT yr]
Me,uliqr4HcKo r43Iei
CLOTBeTCTBa

HA

olI{erHI4e

TO OT

fie Ha
3,4€r.rII4e,

)TAI].OB14

I1o

rrr4'. 1.

ae no-
. npu

OiI(e,HI4e

rlpr4

a,qel]E -
rBo]p,eHa

K}IHA HA

rne 138
140.,142

ruu 19;
+;

MeTpr4:

II9a,

tulU.14Ktt

ve He

HA
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400 4 50 Ar.rcraJreH ll:.a$"t oT 2.5 go 2,9
fr u pa:rrrepz 2-.25 go 4 MM;
r<ar. Ns ELM (nen:snen).

I43UCKBAHVIgTA

BI,3IO)I(IZTEIS,

758.3 3
'758.33

758.33

"MHOIONPOOHAHA 3A AKTI4BHO AEI{EH],IE - OBPI4I]'

10. Korlrucurra ofienu o$eprrare Ha yqaclHnr.u4Te, qur{To
cborBercrBa Ha npeABaprirel$o o6rneuzre ycJloBlrr cbrracno rnlpalms
B63rarafl e "nafi -nlrcr<a qeHa" :

Kp

I L Kouucusra

rpe ollteHI4fl

3a

Kpr4Teprrnre sa uog6op ua

13. KoMraclura
H3I4C(BaIrpItTa 3a fOAHocT 3a

AO(yMeHTrZTe, CBrp3aHrr c Jrr4qHoTo

B HII3XOA'III PEA CIIP'MO TOIYIIEHI.ITE O

Ereua lo6pena Muxartnona,
npl4eMa 863 OCHOBa Ha LI3BGpITIeHI,ITe

12. Kouucuxra pIUn [poBepKa HA CI'OTBETCTBI,ISTO HA c
II3I4CKBAHI4'TA 34 JII,IqHO locoqeHl4 B roqrr.r 1 u 2.I - 2.3 Ha pa3.qerr )na
O6sereufiero 3a nop6r{Ka:

12.1. flporepxara cboTBeTcTBI4eTO Ha yrIaCTHI4Ka C I43IIC(BaHU'Ta JIIi.qHO
cGcTotHlie ce LI3BbpUII4 BC3 Ha [poBepKa B T6pfoBcKr4r perucTsp Ha IIo
BIII,I CBAHI,I'TA II HA or rsx o6crosre:rcrsa s EE,4O[I.

72.2. Ha ocHoBaHrl .ein.23, aL 4 or 3axoua ga ruproBcrrur perr4crbp,
z3Brbprllr cryNe6na npoBepKa obcroqrercrsara, Bnficaulr 3a fracrHl4r{xre B Tb
perr{cTbp ri ycTaHoBr,r Bnr{ Ha cJlenr{r4Te o6cr:osrercrea:

12.2.1, "HOBE TPEfr,A' OO,{, crc ceAa.nv ue n rp. Corf 1lC00,
paitoH O6opurqe, aApec Ha yrrpaBJreHr4e: yl. "Mocroncra" 47,

non forlen.
EI4K 7A'720,

flpe,4craliurBaHo or loqe
12.2.2. OO,,{ crc ceAanr4rrle n rp. Co$ux 1360, pafioH B

aApec Ha y[paBJreHrre: x.K. AepHo flpeAfpaArze, y:r. "A4au Mllqreruu" 4 , lEil,IK
200 4 59233, npeAcraBr.sBaHo

I2.3. Konnczxra kI

IeKJrap[panr4Te o6crosrer
cscTotHLIe.

qe yqacTHr4III.ITe cGoTBeTCTBaT Ha I.I3LICKBaIIIZ'Ta JII,IIIHO

[poBepKa 3a o6oTB9TCTBL{eTO Ha
ua npo$ecraonalua 4efiuocr, rocoqero pasAeJr

III.1.1) ua O6.rsreHnero ga : Aa ca T"I>pfoBrlr.r Ha eApo c Me.quqrzHcKn u3A
rrpol43BoarzTelH Ha M
6urapax.

v3aeIr]"ls, ycTaHoBeHu Ha Tepr.rTopr4fiTa Ha

13.1 .

3a ynpalG.sBaHe
flponepnaT a :a eTo rra yqacTHarlr4Te c r.r3rzcKBaHr,rtrTa 3a
HA Ae[Hocr ce H3BT,pIIIu BT,3 ocHoBa Ha A

14JIt4



13,2. Ha ocHoBaHr.re utt. 67, an 8, r. 2 or 3OlI rcoMlrcr.rsra rr3Bbprrrr4 BepKa B
perrrcrbpa Ha r43IaAeHETe 3a T'bpfoBI.It Ha enpo c Ment4uI,IHCKr,I HA
caina ua tr{srrrrHr4terHara no rreKapcrBara (http://www.bda.bg/ npfi
KOeTO yCTaHOBr4 3a OTAeJTHI4Te 9ne,4HOTO:

13.2.1. "HOBE TPEIZA" OO[: I4s4ageHo pa3peuenrle 3a
Ha eApo c Me.quqr,rHcKt4 Ns IV-P-T / MI,I 989 or 30.09.2013 ros.

OO[: I,I:qa4eHo pa3perrreHrle 3a r,rproBvr Ha
IMU 589 or 26,07.2010 ron,

13.2.2. eApo c
Me,4lrun HcKr4 A3:4.erts Ns lV-P-

I 3.3. Koltrculra npzeMa B53 OCHOBa Ha I,I3BlbprrreHLITe npo PI

ocTAeKJrapr4paHrrTe rle yrIacTHarIr.ITe cT,oTBeTcTBaT Ha fi3LCKBaHr.ItTa 3a
3a )4rpaxHrBaHe Ha AefrHocr.

14. KoNrrzcn.sra pIIIfi npoBepKa sa c:r,oTBeTcTBraeTo Ha

"MHOIOTPOOI4AHA

r.sx o6crosrercrna e EE{O
TbproBr.rjr Ha eApo c M

I.I3I{CKBAHI,I'TA 34 TEXHI,IqECK]4

na O6snara sa nopr,vra: 1. !a

14.1. llponeprara
TexHHqecKH rz npoQecr.ronalulr
rsx o6crosrercrna n EE[Oll u

noryrreHr4Te orleHKrz
qa rro n6nn

flo o6oco6ena n
IIo o6oco6eua n

flo o6oco6ena n

16.2, I'MAKMEI'|
llo o6oco6eua n
flo o6oco6eHa n

No 4;

No 5'
llo o6oco6eua

flo o6oco6eHa n
CTEHTOBA CIICTEMA;

No 2: Kopouapeu crenr, ycnoreu No 2;
j\b 3 : Kopouapen Me.4rrKaMeHT a3r:lqBall crer{T,

Nl 7: Me4urauenr u:lr.rrarq 6a,rou.

.{: Ha nrpno Mscro rro:
No 1 : Koponapen creur, ycnonen Nl 1;
Na 4: KoponapeH MeArrKaMeHT r.r3JrsrrBarrl creHT,

)1! 5: KopouapeH MeAr,rKaMeHT r,r3Jr6qBarrl creHT,

3A AKT]4BHO ABI{EHHE _ OBPIZq'

v [poBopKa B pefncTbpa Ha H3Aa)IeH[Te
v3AeJII]fl,

c
npo<pecuoualnu cnoco6uocru, rocoqeHr4 B rrr.1.3)
pLrnara tr rroMspxa cucT9Ma 3a ynpaBJreHr4e Ha

n/uttu
lla e

lra. qJI.

cboTBeTCTB\4eTO Ha yqaCTHI4UrrTe C

oco6uocrlr ce rI3B6pIut4 863 ocHoBa Ha
rja npeAcTaBeHHre .IloKyMeHTr,r.

IIA IZ3I4CIGAIIU.'ITA 3A JTITI{HO C6CTOSHT4E I,I HA

16. Korr.rracasra yr{acTHrir{fi Te rlo cleAHrzr HaquH:
16.1. "HOBE TPEIUA" OO.{: Ha rr,pBo Mscro no:

ISO 9001 s o6racrra Ha AcrBoro u/unu rtpronuxta c MeAr4qr.rHcrot
CI,ICTEMA 3A VTIDABNEHI4E HA ecrBoro ISO 13485i13488 nlunu erBlrBaireurHa.
ynbnHoMo IeH oT nJIt4 OT ynbnHoMoIIIeH [peIcTaBHTeJr no
10, wl 2 or 3Mtr{ sa
rporleAlpa.

crBo Ha repr,rrop lrra sa PB ranu ga

14.2. Kotrucurna eMa B6s ocHoBa Ha AeKJrapr4paHr4Te
IrpeacTaBeHzTe IoKyMeHTLI, qe CGOTBETCTBAT HA Ii3I4CKBAIII4'TA 34
u npoQecr.ronalnu cnoco6s

15. KoNtr.rcrzsra eMa, qe BcH 'r Kr4 yqacTHl4uh B HA3xOArrrI pea cnpsMo

CJIOBEH

CIBEH

OBEI{

AOJIyMItHarrrI{a cupoJll,IMyc Ir3-irlbrlBalqa

XxroB" 24 I 058/600488 OaKc 058/600414 E e-mail: oblb@bergon.net

llo o6oco6eua No 8: Ener<rpo4 sa BpeMeHHa Kap

HArpHa
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