JOTFOBOP

[Hec, ... I.B rp.KocteHann, mexany

MBAN”A-p Hukona Bacunues” AL, rp.KwocrteHgmn, npejcTasffaBaHoO oT
n3nvaHUTENHNAT agupektop AJIEKCAHABP CTE®AHOB BE/IMYKOB, ot efHa cTpaHa, HapuyaH
3a KpaTKocT “Bb3fioxuten”,

n “Hoeumeg Kapgno” EOOL, rp.Cousa, npeacrasnssaHo oT Togop PymeHos MeTKoB,

EMH 8411216562 B Ka4eCTBOTO MY Ha ynpaBuTes, HapM4yaHo 3a KPaTKoCT “n3nbaHuTen”,

Ha ocHoBaHme 4n.112 3001 ce CKIYN HACTOAWMKAT LOr0BOP 3a C/IEAHOTO

ENYEAMET N ObWW YC/1OBUA.

1.Bb3M10XUTENAT Bb3Nara a U3NbaHUTENS MpueMa fa My LOCTaBsa J0 60/HMYHATA anTeka B
rp.KwocteHgnn, nn.”17-tm aHyapu”Nel, pgoctaBka Ha MeAWMUMHCKW WN3[enns 3a MHBa3WBHA
Kapungosnorusa 3a Hyxaute Ha MBAJT”[O-p Hukona Bacunues”Af, rp.KiocTeHann, no nosmuunm
cbrnacHo npunoxeHue Nel kbM gorosopa Ha obwa npubansmTenHa ctoiiHocT 25 120,00 neBa 6e3
AAnc.

2.[locTaBkuTe Le Ce M3BLPLUBAT CNej 3asaBKa OT CTpaHa Ha Bb3NOXuTtensa. Bb3noxutenar
HAMa 3afb/DKEHVEe 3a MopbyYBaHE HAa MUHWMaNeH 6poi u3fenus, ako B CpPOKa Ha [AeicTBue Ha
[A0roBopa He Bb3HMKHE He0OX04MMOCT.

L.LEHN N HAUNH HA TJTALWLLAHE.

3. LleHnTe ca (hMKCMpaHU ¥ He NOANEXAT Ha KOPEKLMs 3a BPEMETO Ha [elCcTBMe Ha [0roBopa,
OCBEH B|c/lyyauTe, KOrato MakCUManHUTe LeHU /CTOMHOCTU/ Ha MeAULMHCKUTE W3Lenns, KOUTo
H3OK 3annawia Ha M3NbAHWUTENNTE HA OONIHUYHA MeUUUHCKA MOMOL, /M3BbH 3anaw,aHeTo no
KNMHKMYLa nbTeka/, 6b4aT HaMasnieHn B CPaBHEHME C LieHMTe /CTOMHOCTMTE/, KOUTO ca B Chla KbM
fartata |Ha noAnucBaHe Ha A0rosopa, B KOWTO cnyyal [OroBOpPeHMTe LEeHM 3a [OoCTaBka
aBTOMAT?MYyHO Ce HamanaBaT Ha npejenHWTe LUeHuW, onpegeneHn oT H3OK. B T03M cnyuvai
CTpaHWUTe NO [OroBOp AOrOBApPAT.MO-HUCKWA UEHW Ha U3f4envaTa, Kato O(OPMAT MUCMEHO
cnopasymeHue, NpeacTaBsaBallo M3MeHeHMe Ha (hMHAcCOBUTe Kfay3n Ha HacTosAwMAa JOroBop.
YBenuyeHneTo Ha npegenHute ueHn oT H30OK He Boau [0 yBenv4veHue Ha LleHUTe No 40roeopa,
KaToO CbLMTE 3ana3Bar JOrOBOPEHUTE CU CTOMHOCTMW.
4.MnaulaHeTo Ha LUEHWUTE MO HACTOSAWMAT AOrOBOP Ce U3BbLPLUIBA Ype3 6aHKOB MPeBOA B CPOK A0 60
/wecTtpeceT/ KaneHgapHn aHW cnef goctaBkarta no cmetka IBAN BG61UBBS88881000890016 BIC
BUIBBGSF1npu 6aHka OBb EA/LL v cnef npeAcTaBsAHe Ha CNejHUTE LOKYMEHTMW:
a/pocTtaBHa (hakTypa-opurnHan,
6/nncMmeHa 3aaBKa, NofafeHa OT Bb3/IOXKMTENA U MONYYeHa 0T U3NbJHUTENS;
B/OTLLC Ha 3afBEHUTE OT Bb3/10XUTENA, HO HEAOCTAaBEHWN OT U3MBJHUTENA CTOKMW, NOANUCAH U
nogneyaraH OT U3NbAHUTENS.
4.1.]10cTaBKa,KOATO HE € OKOMMNMEKTOBaHa C HSAKOW OT rOpeonucaHuTe [JOKYMEHTU He
NoAMEXW Ha 3annawiaHe 40 MPefCTaBAHETO Ha JINMCBALWLMAT AOKYMEHT,KaTOo CPOKbLT 3a nnawiaHe
3anoysa fa Teve OT NPeACTaBAHETO Ha UNCBALUAT JOKYMEHT /Tu/. *
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HEMPABA N SAOB/TXEHNA HA CTPAHUTE.

5.BBb310XUTENAT € ANbXKEH:

5.1)Ka3annatu foctaBeHUTe CTOKM B CpOKa no yn.4.

5.2.0a NpuemMe [OCTaBeHWUTe B CPOK CTOKM, CbOTBETCTBALLM MO BWUA, KONMYECTBO U Ka4YecTBo
Ha [JOroBOPEHUTE W 3aABEHU TaKuBa.

5.3.4a yBelOMW U3NBLAHNUTENA CBOEBPEMEHHO 3a IOWO0 U3Nb/IHeHa J0CTaBKa.

5.4.cnef, n3tnyaHe Cpoka Ha fOrosopa Aa oceob0AMN rapaHuuaTa 3a 40OpP0 M3Mb/IHEHWE;

6./3NBAHNUTENAT € ANTbXKEeH:

6.1.4a fOCTaBM MOpPbYaHMUTE CTOKM C AOrOBOPEHOTO KayecTBO B CPOK [0 4 yeTmpu yaca OT
3asBKarta, HanpaseHa MMCMEHO WK Mo TefleoH/(akc;

6.2.4a npefjaje AOCTABEHUTEe CTOKM Ha MPeLCTaBUTENN HA Bb3/IOXUTENS;

6.3.[a npeAcTaBn Ha Bb3MOXUTENSA AOKYMEHTUTE,0NMNCAaHN B Yn.4,6.a-B;

6.4.0a faje Ha Bb3NOXUTENA rapaHums 3a U3MNb/HEeHWE Ha 3aAb/DKeHUATa no [orosopa B
pasmep Ha 3 % OT cToWHOCTTa My 6e3 BkntoueH AAC, Bb3nm3awm Ha 502,40 nesa.

Y .bpdH4YECTBO. TAPAHTTUN N CPOK HA TOAHOCT.

7.KayecTBOTO Ha CTOKMTe,MpeaMeT Ha HacToswmMsa [OroBop, cnejBa fa OTroeaps Ha
TEXHUYECKNUTe cTaH4apTu Ha npoussogutens, BAC, cTaHAapTa B CTpaHaTa-npou3BOAUTEN, 3a KOETO
N3NbAHUTEAAT CnefBa Aa NpPefcTaBs Ha Bb3NOXUTENA cepTUdMKaT 3a Ka4yeCTBO NpPY BCSKa OTAeNHA
AOCTaBKa, M3aafieH OT KOMMETEHTEH OpraH B CTpaHaTa-Mpou3BOAMTEN.

8.KbM gaTaTa Ha fjoCTaBKaTa OCTaTbYyHMA CPOK HA FOAHOCT Ha CTOKUTE He MOXe Aa 6bae no-
ManbK 0T 75% 0T 064BeHMA OT NPOU3BOANTENA. Bb3NOXKNTENAT MMa NpPaBo Aa OTKaXKe MPUeMaHeTo
Ha CTOKM CbC CPOK Ha rOAHOCT MO-ManbK OT MOCOYEHUS AN Aa NPUEMe CTOKWTE, KaTo v 3annatu ¢
oTomB oT 10% OT UeHaTa.

Y.OTFOBOPHOCT 3A HETOYHO M3MNbJ/IHEHWUE.

9.Pelknamaummn 3a SBHWM HeAoCTaTbLM Ha [OCTaBEHUTE CTOKW Ce MpasBAT nucmeHo B 10
[HeBEeH CpcAK OT nosy4vyaBaHeTo MM. Korato HefoCTaTbKbT e cKpuT, 10 gHEeBHMA CPOK 3anoysa Aa
Teye OT MOMEHTa Ha OTKpMBaHe Ha HefoCTaTbKa.

10.Mpn KOHCTaTMpaHW HeAOCTaTbLUW,U3NBAHUTENAT € AJbXKEH [a 3aMeHW peknaMmupaHuTe
CTOKWN KaTo A0CTaBM HOBW B CbLiMs 06eM M BUAOBE,B CPOK A0 24 yaca cnep peknamayusra.

11/  cnyvali Ha 3abaBeHb  M3MbAHEHME Ha  3aAb/DKEHMATA MO HACTOALMSA
[A0r0BOP,U3NBIHUTENAT Ab/DKU Ha Bb3NOXUTENAT HeycToilka B pasmep Ha 0,5% [AHEBHO BbpXy
CTOHOCTTa! Ha Heusnb/HeHaTa 4acT OT [JO0rosopa,3a Cpoka Ha 3abaBata.Tasu HeycTolKa
Bb3/IOKUTENAT MMaA NPaBo Aa A NpPUXBaHe OT HaCPELHOTO CU 3a4b/DKEHNE KbM M3NbIAHUTENS, a aKo
TO e HeloOCTaTbyHO-0T rapaHumnaATa 3a U3NbAHEHNE Ha 4OoroBopa.

11.11 MpaBoTO Aa ce MOAY4YM HeyCTOWKaTa € He3aBUCUMO M CbLLECTBYBALLLO Hapes C NpaBoTo
Ha Bb3NOXWTENA [a pasBanvM [Orosopa M fa 3afbpXu rapaHumata 3a M3NbJIHEHWE 3aefHO C
HeyCToliKaTa.

12. Mpwn 3abaBeHO nnawaHe oT cTpaHa Ha BB3NTOXKUTENA, CbWMAT AbKU HEYCTONKa B
pasmep Ha 0,5 % roauwiHa NMxXBa, U34MCNeHa OT AeHs Ha 3abaBarta.

13.BbB BCUYKM Cyyau Ha HEU3MbJIHEHWE HA efHa WU HAKONKO OT K/iay3uTe no HacTOALLMSA
[lOrOBOP OT CTpaHa Ha M3MNbJHUTENA,B TOBA YMC/O MBAHO WAM YACTUUYHO HEWU3MbJIHEHWE,NOLWO
N3MbAHEHU”, HEWU3NbJIHEHWE B CPOK M AP.,BL3NOXUTENAT MMa NpaBo [a 3aA4bpXu rapaHuuaTa 3a
M3NbIHEHU, a NpeTeHAMpPa HeyCToVKa n/unu fa passanu forosopa 6e3 npegnssecTtue.
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YKpPOK HA AOIMOBOPA. NMPEKPATABAHE.

14.[10roBoOpbT Ce CK/KOYBA 3a CPOK OT eAHa rogMHa u nNpomsBexaa AeicTBMe OT jJataTa Ha
NoANUCBaH«TO My, KaTo AeACTBMETO MYy NpoAb/Kasa 40 NOANNCBAHE HA HOB AOrOBOP.

15.HacTosawmAT [OroBop Moxe Aa 6bae NpekpaTeH npu:

15.1.B3aMMHO cbriacue Ha CTpaHUTe, U3pas3eHo NMUCMEHO;

15.2|.npu 3anMyaBaHe OT TbProOBCKUSA PETUCTBP Ha HAKOA OT CTPaHUTE;

15.3,0T Bb3/10XKMNTENSA - OE3BUHOBHO 4Ype3 eJHOCTPAHHO NMUCMEHO NpPeaM3BECTUE ChC CPOK OT
30 AHW, NPV KOETO BB3NOXKUTENAT He Ab/KM Ha U3NbAHUTENS o06e3weTeHne UM HeycTolka 3a
ocTaTbKa o1 CpoKa Ha A0rosopa;

15.41Bb3n10XNTENAT MOXe Aa pa3Bain efHOCTPaHHO HacToAWMAT AOrOBOpP B C/yvaill Ha
4aCTUYHO WU MB/IHO HEU3NbJIHEHWE Ha KOeTO M fa e OT 3afAb/DKEeHMATA Ha U3Nb/HuUTens 6e3 fa
Ob/KN Npegu3BecTve 3a TOBa C Bb3MOXHOCT 3a M3MNb/IHEHWe. Pa3BansiHeTO Ce OCblLUecTBsaBa C
NMUCMEHO YBeOM/IEHME,KOETO NopaXa AeACTBMe OT NOMyYaBaHETO My OT MU3MbAHUTENS.

15.5. CknouBaHe Ha HOB LOr0BOP OT Bb3/IOXMUTENA Bb3 OCHOBA Ha NMpOBejeHa npoueaypa no
30r7,

15.6 Bb3noxutena moxe fa npekpaty HaCcTOALLMA AOrOBOP, OT AaTara Ha B/nM3aHe B cuna Ha
Cnucbka ¢ meg. msgenus, komto H30OK 3annawa B yc/oBusaTa Ha 60/IHUYHATA M U3BBHOONHUYHATA
NnoMoLL,.

YMN.APYITH YCNOBUA.

16.B cnyuvali Ha HeypefeHM NO AOGPOBO/MEH MbT CMOPOBE MEXAY CTPaHUTE, CbLUTe Lie ce
OTHACAT 3a pa3peLlaBaHeTo UM Mpes POLOBOKOMIMETEHTHUA CbA CbC cefanuuie rp.KrocteHaun.

18.HacToAWMAT AOroBOp ce CKAOYM B ABAa €4HO0OpPA3HM ek3emnaspa C paBHa cunia - Mo
e[VH 3a BCAKA OT CTpaHuTe.

JaHHM 332 Bb3N0XKUTENA:
EVMK/ETH 09080582
Agpec:rp.KiocteHgun 2500

nn.” 17-tv aHyapun” Nel

Ten 078/550261 dakc 078/550231
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Mo3n
ums

1

HanmeHoBaHue

MepukameHT
n3nbuBall CTEHT

KopoHapeH rpadt
CTeHT

Mpunoxexne 1,8

OpueHTn
POBBLYHO
Konnyect
OnucaHune Msapka BO En. Llen O6wa ueHa

MepgukameHT - Rapamycin (Sirolimus);
BuopasrpagnmMo nonvMMepHO NOKPUTUE;
Martepuan - HepbXpaema CTOMaHa;
Mapkep - upngun-nnatuHa; Mpodwun -
0,03570,89 mm; OnopHa gebennHa -
0,00347 87 pm; MeTanHa NOBbLPXHOCT - 16
- 18%; AnameTbp Ha npokcuManHua wadT
- 1,9 F; ilvameTbp Ha AucTtanHua wadrT -
2,7F; ObkuHKU 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 6p. 100 0
KopoHapeH cTeHT-rpadT, TUN caHABWUY OT
HepbXgaema cToMaHa nnardgopma u
Mukponopect PTFE memM6paHHO MOKpuTue,
peb6enunHa Ha cteHta 0.3 MM., npodua Ha
Bbpxa 0.024"; onTumasniHo HanAraHe 15
bar/ATM; RBP-16 bar/ATM, Hydrex
nokputue, 5F Bofell KaTeTbp 3a BCUYKK
pasmepu, GW 0.014”; pa3mep Ha wadTa -
2.7F pnctanHo un 1.9F npokcumanHo.
Mapkepu Ha 6anoHa OT nnatuHa/upugiin,
onameTsp - 2.8; 3.0; 3.5; 4.0; 4.8mwm;
AbKKHa - 16, 19, 26MM 6p. 10 1742,00 17420,00



\

MepukameHT
nm3nbysal, 6anoH

MepgukameHT
n3nbuBaLl CTEHT

MepgukameHT:Maknutakcen; Mokputne:
6noob6BUBKa ChbAbpXalLla naknanTakcen u
wenak; AnsaliH Ha kaTeTbpa: bbp3 o6MeH
(Rapid exchange - RX); KateTbpeH wadrT:
Hipotube; MaTtepuan Ha 6anoHa:
Monuamug; VM3nonssaema fgb/mKWHa Ha
kateTbpa: 140 cwm; MNMpenopbyBaH BOAAY:
0.014%; Ab/mKMHa Ha nymeHa Ha Bogada: 25
cM: OBb/MKUHM Ha Auc)annmsa Bpbx. b Mm.
Mpocun Ha Bbpxa: 0.016“; MpokcumaneH
AnameTbp Ha wadpta: 1.8F; AuctaneH
AnameTbp Ha wagTa: 2.5F (0.84 mm) -
6anoH ¢ gnametbp 3.0 MMm; Bpeme 3a
n3nbyBaHe Ha megukameHTta: 30 cek;
ObnxuHa Ha 6anoHa (mm): 15, 20, 25, 30;
OnameTbp Ha 6anoHa (mm): 2.0, 2.25, 2.5,
2.75, 3.0, 35, 4.0 6p. 10

Matepuan: CoCr L605. lebenuHa Ha
cTpata 65 pm (0,065mm nnm 0.0026%).
Recoil: <3%. CkbcsaBaHe: <0,29%.
NekapcTtBo: Sirolimus. EkBMBasieHTHa
nekapcTBeHa gosa: 1,25 pg/mm2 Monumep:
6nopasrpagumMm u 6uocbBMecTUM. [nsaiiH:
Rapid exchange, xnbpuaeH - oTBopeHa u
3aTBopeHa kneTtka. HommHanHo HanaraHe: 9
atm. MakcumanHo HandaraHe: 16 atm (burst
pressure). Balloon overhang: < 0,5 mwm;
BbHWweH gnameTsbp Ha wadgTa:
MpokcumaneHn 1,9F AuctaneH 2,7F; Ro
mMapkepu: 2 - MnatuHa / Npugunid.
M3nno3Baema Ab/XUHA Ha KaTeTbpa: 140 -
142 cm. CbBMECTMMOCT Ha KaTeTbpa: 5F.
Bopau:*0.014" nnn 0.36 mMm. [bnxuHa
(mm): 8, 13, 16, 19, 24, 29, 32, 37, 40, 44,
48. AnameTbp (mm): 2.0, 2.25, 2.5, 2.75,
3.0, 3.5, 4.0, 45. 6p. 300

«

770,00

7700,00



