LOFOBOP

O H e c r . B rp.KiocteHgun,mexay

MBAN’O-p Hukona Bacununes”AL, rp.KrocrteHann, npeacraBs/isaBaHo oT
n3nbaHNTENHNAT anpektop AJIEKCAHABP CTE®AHOB BEJ/IMYKOB, 0T efHa cTpaHa, HapuyaH
33 KPaTKOCT “Bb30XnUTEN”,

n TPEWA MEAWKBA TPYM EOOJ, npepctasnssaHo oT AJAPUAHA WVBAWNIOBA
MJIBEOBA EIMH 8008051776 B KayectBoTOo U Ha YTPABWTE/T , HapuyaHO 3a KpaTKoOCT
“n3nbvaHuTEN”,

Ha ocHoBaHue unfl1 12 3001 ce CKMOUYN HACTOALLMAT 4OrOBOP 3a CNegHOTo

1.NMPEAMET M ObWIW YC/TOBUA.

1.Bb310XKMTENAT Bb3Nara a U3NbaHUTENA npuema fa My focTaBa Ao 60nHWYHATA anTeka B
rp.KiocteHann, nn.”17-tm adyapu” Nel, poctaBka Ha MeAWUMHCKU M34ennsa 3a WMHBAa3MBHA
Kapguonorua 3a Hyxagute Ha MBAJT ”[1-p Hukona Bacunues” AL, rp. KioocteHgnn, no nosmuymm
cbrnacHo npunoxenme Nel KbM foroBopa Ha o6wa npubansmTenHa ctoinHoct 319445.83 /Tpucta u
[leBETHAeCeT XWU/. YeTUPMCTOTUH YeTupuaeceT v net ne. 83 ¢t/ nesa 6e3 A4C.

2.locTaBKnTe LWe ce M3BLPLUBAT Cfef 3asaBKa OT CTpaHa Ha Bb3NOXUTeNs. Bb3noxurtenar
HAMa 3aAb/DKEHMe 3a MopbyYBaHe Ha MWHWManeH OpOi M3aenusi, ako B CpoKa Ha AeicTBue Ha
[OroBopa He Bb3HUKHE HEOOXOAMMOCT.

H.UEHN N HAYWH HA MNMNALWAHE.

3. LleHuTe ca (mMKcmpaHu u He no,qnemﬂaT Ha KOpPeKLMs 3a BpemMeTO Ha [eicTBue Ha [0roeopa,
OCBEH B C/lyyamTe, KOraTo MakCUMasiHUTe LeHW /CTOMHOCTW/ Ha MeANLNHCKNTE U3AENUs, KOUTO
H3OK 3annatla Ha U3NbAHUTENNTE Ha BONHWMYHA MEAULMHCKA MOMOLL, /M3BbH 3anaallaHeTo Mo
KNMHUYHA NbTeka/, 6b4aT HaManeHn B CpaBHEHWE C LieHUTe /CTOMHOCTUTE/, KOMTO ca B Cuia KbM
fjarata Ha nNoAMMCBaHe Ha [Orosopa, B KOWTO cfiyyall [OroBOPEHMUTE LEeHW 3a [OCTaBKa
aBTOMATMYHO Ce HamansiBaT Ha npefenHuTe LUeHu, onpedeneHn ot H3OK. B To3m cnyuaii
CTpaHMTe MO [OroBOp [AOroBapsAT MO-HUCKWU UeHW Ha W3genusata, Kato O(OpPMAT MUCMEHO
cnopasymeHue, npeicTasBnsBallo M3MEHEHME Ha (PUHACOBUTE Kfay3u Ha HacToswms LOrosop.
YBennyeHneTo Ha npegenHute ueHn oT H30K He Boagun [0 yBe/MYeHMe Ha LieHMTe Mo A0rosopa,
KaTo CbLLMTe 3ana3BaT AOrOBOPEHUTE CU CTOMHOCTY.

4.TnalaHeTo Ha LeHMTe No HACTOALLMAT LOroBOp Ce M3BbPLUBA Ype3 6aHKOB MPEBOJ B CPOK
jo 60 /WECTAECET/ kaneHgapHu pfHW cnep  poctaBkata no cmetka BG 50 UBBS
80021075303140 npu 6aHka OBb v cnep npefAcTaBsAHE Ha CNegHUTE JOKYMEHTU:

a/jocTaBHa (pakTypa-opurnHan,

6/nMcmeHa 3asaBKa, NofafeHa 0T Bb3/IOXUTENA U NOoJydYeHa OT U3NbJIHUTENS;

B/ONUC Ha 3afBEHUTE OT Bb3/IOXUTENA, HO HELOCTABEHM OT U3NBJAHUTENA CTOKU, NOAMMUCAH U
nogneyaraH OT U3MbLAHUTENA.

4.1 JocTaBKa,KOATO He € OKOMMJIEKTOBaHa C HAKOW OT rOpeonucaHuTe [OKYMEHTU He
nognexun Ha sannawiaHe A0 MPeACTaBAHETO Ha JNNCBaWMAT AOKYMEHT,KaTo CPOKbLT 3a naiaHe
3anoysa fa Teye OTbpeAcTaBAHETO Ha IMMCBAWMAT LOKYMEHT /Tw/.

LW.MPABA N 3AABJ/DKEHNA HA CTPAHNTE.

5.Bb3/I0XKNTENAT € ATbXKEH:
5.1.pa 3annatn OCTaBeHMUTe CTOKU B CPOKa Mo u.4.
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5.2.0a npveme [OCTABEHUTE B CPOK CTOKM, CbOTBETCTBALLM MO BUA, KOTMUYECTBO M KayecTBO
Ha [,0roBOPEeHUTE U 3aBEHN TaKmMBa.

5.3.1a yBejoMU M3NbJHUTENA CBOEBPEMEHHO 3a /IOLLO U3MbJ/IHEHA AOCTaBKa.

5.4.cnepf n3TyaHe cpoKa Ha 4orosopa ga 0cBo60amn rapaHumaTa 3a 406p0o U3NbJIHEHUE;

6.M3NBAHNTENAT € ANbXKEH:

6.1.0a gocTaBM MoOpbYaHMTE CTOKM C [OrOBOPEHOTO KayecTBO B CPOK Ao 12 /aBaHapecet/
yaca OT 3asBKarta, HanpaBeHa NUCMEHO WK Mo TeneoH/Makc;

6.2.0a Npefaje 4OCTaBEHUTE CTOKW Ha NPeACcTaBUTENN HA Bb3NOXUTENS,

6.3.4a NpeAcTaBn Ha Bb3NOXKUTENA LOKYMEHTUTE,0nncaHmn B Yn.4,6.a-B;

6.4.0a fafe Ha Bb3NOXKUTENs rapaHums 3a M3NbHeHWe Ha 3afb/XKeHuaTa Nno Loroeopa B
pasmep Ha 2 % OT CTOMHOCTTa My 6e3 BKoyeH OAC, Bb3nm3awmn Ha 6388,92 /wecT xunagn tpucta
ocempeceT u ocem nB. 92 cT/ neBa.

IV.KAYHECTBO. TAPAHUNN N CPOK HA TOAHOCT.

7.KayecTBOTO Ha CTOKWUTE,NpeAMET Ha HaCcToAWMA [0roBop, cnefsa Aa o0Trosaps Ha
TEXHWYECKNTE CTaHJapTu Ha npoussogutend, bAC, ctaHgapTa B CTpaHaTa-npou3BoOAUTEN, 3a KOETO
N3NBAHUTENAT CiefiBa fa NpeAcTaBs Ha BbL3NIOXUTENA CepTUPUKAT 3a KauecTBO MPW BCAKA OTAeNHA
[lOCTaBKa, U3fafeH OT KOMMeTeHTeH opraH B CTpaHata-npon3BoAuTeN.

8.KbM fataTta Ha gocTaBKaTa OCTaTbYyHMA CPOK Ha rOAHOCT Ha CTOKMUTE He MOXe fa 6be no-
ManbK 0T 75% OT 06ABEHUSA OT NPOM3BOAUTENS. BB3N0XUTENAT MMa NPaBo fa OTKaXKe NPUeMaHeTo
Ha CTOKM CbC CPOK Ha FOAHOCT MO-ManbK OT MOCOYEHUS Uau fa npruemMe CTOKUTE, KaTo 1 3aniatu ¢
oT6mB oT 10% OT LeHaTa.

V.OTFOBOPHOCT 3A HETOYHO M3MbJ/IHEHUE.

9.Peknamaumn 3a ABHM HefoCTaTbUM HA [OCTaBEHWUTE CTOKW ce npasBAT nucmeHo B 10
[lHEBEH CPOK OT noJjiyyaBaHeTo WM. Korato HegocTtaTbKbT € cKpwT, 10 AHEeBHMSA CPOK 3anoysa fa
Teye OT MOMeHTa Ha OTKpUBaHe Ha HejocTaTbKa.

FO.Mpn KoHCTaTUpaHW HefoCTaTbUW,U3NBAHUTENAT € AJTbXKEeH fAa 3aMeHU peknamumpaHuTe
CTOKM KaTo A0CTaBM HOBW B CbLiMs 06eM 1 BULOBE,B CPOK [0 24 yaca cfief peknamaymsra.

11.B cnyvyaihi Ha 3a0aBeHO W3MbAHEHME Ha 3aAb/HKEHMATA MO HACTOALWMA A0roBop,
N3NBAHUTENAT Lb/DKU HA Bb3IOXKUTENAT HEYCTOMKa B pasmep Ha 0,5% [HEBHO BbpXY CTOMHOCTTA
Ha HeuMsnb/HeHaTa 4acT OT [0roBopa,3a CpokKa Ha 3abaBaTa.Tasn HEYCTONKa Bb3NOXKMTENAT UMa
npaeo fa A NpuxBaHe OT HACPELLHOTO CU 3a4b/DKEHNE KbM M3Mb/IHUTENA, & aKO TO € He0CTaTbYHO-
OT rapaHuuaTa 3a U3nbjHeHWe Ha 4oroeopa.

11.1. MpaBoTO Aa ce Nony4n HeycToWKaTa e He3aBUCUMO U CbLLECTBYBALLLO Hape[ C MpaBoTo
Ha Bb3/IOXUTENS [a pasBanu [0orosopa M [a 3afbpXW rapaHumaTa 3a M3NbJHEHWe 3aefHO C
HeycTolKaTa.

12. Mpwn 3a6aBeHO nNnaujaHe oT cTpaHa Ha BB3NTOXKWNTENA, cbwmaT AbmMKU HeycTolKa B
pasmep Ha 0,5 % roguwHa nuxea, U34nc/eHa OT JeHA Ha 3abaBaTa.

13.BbB BCMUKM CNyyan Ha HEU3NBbIIHEHWE HA efHA WM HAKOKO OT Knay3uTe Mo HacToALuS
[lOroBOp OT CTpaHa Ha W3MbAHWTENSA,B TOBA YMCAO MBAHO WAN YAaCTUYHO HEU3Mb/HEHWE,NOLO
N3Mb/IHEHWE, HEU3Mb/IHEHUE B CPOK W Ap.,Bb3/IOXUTENAT MMa MpaBo [a 3afbpXu rapaHuuara 3a
N3NbAHEeHWe, Ja NpeTeHANpa HeycToliKa n/unu ga passanu gorosopa 6e3 npeamnssecTue.

Y1.CPOK HA AOIOBOPA. NMPEKPATABAHE.
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14.[1oroBOpbT Ce CK/tOYBA 3a CPOK OT eAHa roAmHa 1 npousBexga AeiicTBMe OT gatarta Ha
noAnNMCBaHeTO My, KaTo AelCTBMETO MY NPOAb/XKaBa A0 NOANMCBaHE HA HOB LOroBop.

15.HacToAwmaT 4OroBop Moxe Ja 6bae npekpaTeH npu:

15.1.83aMMHO Cbr/lacue Ha CTpaHWUTe, N3paseHO NMUCMEHO;

15.2.npun 3anMyaBaHe OT TbProBCKNA PErMCTbP Ha HAKOS OT CTPaHMUTE;

15.3.0T Bb310XUTENA - BE3BMHOBHO Ype3 eHOCTPaHHO MUCMEHO MPeAM3BECTUE CbC CPOK OT
30 AHW, MpU KOETO BBL3NIOXUTENAT He Ab/DKM Ha M3MbIHUTENs o6e3WweTeHne WAN HeycToinka 3a
0CTaTbKa OT CpOKa Ha Aorosopa;

15.4.Bb3I0OXUTENAT MOXe fa pa3Bainm efHOCTPaHHO HAaCTOALWMAT AOroBOp B Clyvail Ha
4aCTMYHO WM MBJIHO HEWU3Mb/IHEHWE HA KOETO W [a € OT 3aAb/DKeHUATa Ha M3nbiaHUTens 6e3 ga
OBb/MKU Mpem3BecTMe 3a TOBa C Bb3MOXHOCT 32 M3Mb/IHEHME. Pa3Ba/iiHETO Ce OCblLuecTBsiBa C
NMUCMEHO YBeAOM/EHNE,KOETO Nopaxia AeiicTBME OT NOy4aBaHeTO My OT U3MbJIHUTENS.

15.5. CknoyBaHe Ha HOB JOrOBOP OT Bb3/10XKUTE/A Bb3 OCHOBA Ha NpoBefeHa npoteaypa no
30T17,

15.6 Bv3noxunTenda mMoxe fa npekpaTtu HacToAwMs 4OroBop, OT Agartara Ha B/iM3aHe B CuU/ia Ha
Cnucbka ¢ mef. nsgenus, kouto H30K 3annalwa B ycnosmsaTa Ha 601HUYHATa U U3BBHOOMHUYHATA
NMoMOoLL,.

YH.APYT N YCNOBUA.

16.B cnyuali Ha HeypefeHW NO JOOPOBOMEH MbT CMOPOBE MEXAY CTPaHWUTE, CbLUMTE LUE ce
OTHACAT 3a pa3peLuaBaHeTo UM npej pOLOBOKOMMETEHTHUSA Cbf, CbC cepanuile rp.KocTeHan.

18.HacToAwWwmAT JOroBop Ce CK/I0YM B [Ba €4HO00pasHu ek3emMmnnsfpa C paBHa cuia - no
e[UH 3a BCAKA OT CTpaHuTe.

JaHHN 3a Bb3N0OXUTENs: JaHHM 3a M3NbAHUTeNA:
EMK/EMH 109080582 EMK 202932813
Agppec:rp.Kroctenann 2500 Appec: TP.COPUNA,YN.TEOPI' T'AYEB
nn.” 17-tm aHyapn’ Nel B/1.12 A3
Ten 078/550261,Pakc 078/550231 Ten 02/931-31-66,dakc 02/929-23-51
BB3/IOXUTENA: 3a nsnvaHUTENS:
{Benunukos / |AfpunaHa

Fn.cquoso,q_M;e\%
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HanmeHoBaHue

MeaunkameHT
n3nbysall CTEHT

MepgukameHT
n3nbyBall CTEHT

MepgunkameHT
M3nbyBaly CTEHT

MpunoxeHune 1

OpueHTun
pOBBYHO
KonuyecTt

OnucaHne Msapka BO En. Len< O6uwa ueHa

MegaunkameHT - Rapamycin (Sirolimus);
Buopasrpagmmo nosiMMepHO NOKpUTHE;
Martepuan - HepbXAaema CTOMaHa,;
Mapkep - npuguu-nnatuHa; Mpodwmn -
0,03570,89 mm; OnopHa gebennHa -
0,00347 87 pm; MeTanHa noBbpPXHOCT - 16
- 18%; AnameTbp Ha NpoKCcMManHusa wagT
- 1,9 F;, AnameTbp Ha guctanHua wadgr -
2.7F; AbNXUHW Ha cTeHTa - (mm) -
8,12,16,18,21,24,28,32,40; AnameTbp Ha
cTeHTa - (mm)- 2,0;2.50;2.75;3.00;3.50;4.00 op. 100 766,67
Matepuan: CoCr L605. le6benmHa Ha
cTpata 65 pm (0,065mMm unm 0.0026%).
Recoil: <3%. CkbcsaBaHe: <0,29%.
NexapcTBo: Sirolimus. EkBMBaneHTHa
nekapcteeHa gosa: 1,25 pg/mm2 Monumep:
6uopasrpagmm n 6uocbLBMeECTUM. JunsaiiH:
Rapid exchange, xubpugeH - oTBopeHa u
3aTBoOpeHa knetka. HoMnHanHo HansaraHe: 9
atm. MakcumanHo HandaraHe: 16 atm (burst
pressure). Balloon overhang: < 0,5 mwm;
BbHWweH gnameTsbp Ha wadra:
MpokcumaneHn 1,9F AuctaneH 2,7F; Ro
Mapkepu: 2 - MnatuHa / Vpnguii.
M3nnosBaema Ab/KUHa Ha kaTeTbpa: 140 -
142 cm. CbBMECTMMOCT Ha KaTeTbpa: 5F.
Bogau: 0.014" nnu 0.36 MM. OAbmxkuHa (mm):
8, 13, 16, 19, 24, 29, 32, 37, 40, 44, 48.
OnameTtbp (Mmm): 2.0, 2.25, 2.5, 2.75, 3.0,
3.5, 4.0, 45. op. 300 766,67

matepuan- 316LVM cToMmaHa;MegnKaMeHT -
Sirolimus;oTBopeH Tnn kneTtka Ha
cTpaTta;koeuUUNEeHT meTan- apTepus
15%;ne6ennHa Ha cTpaToBeTe
0.080MM;cKbCcABaHe Ha CTeHTa No-masiko oT
1%; BbHWeH gnamMeTbp Ha wadrTa:
MpokcumaneH 1,9F AuctaneH 2,7F; Ro
Mapkepu: 2 - MnatuHa / Vpnani,
ouamMeTbp Ha cTeHTa (MM):
2.25;2.5;2.75;3.0;3.5;4.0; gb/mkuHa Ha
cTeHTa (MM):12;15;16;18;20;23;28;33;38 . 100 766,67
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