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NIPOTOKOIUI

- Ne1/10 anpua 2018 roa.

32 pasTJIeKAaHeTo Ha oepTHTE HA YYACTHUIMTE B MPOLEAYPA THII
"oTKpHTA Nponeaypa' 3a JOCTABKA HA MEJHIHHCKH M3eIUs 3a
Kap/noJiorauHa aeiinoct 3a ny:aure na "MBAJI-Lo6puy" AJl

Huec, 10.04.2018 rox. B "Muoronpogunna GONHHIEA 34 AKTHBHO JCUYEHHE -
Hobpua" AL, rp. 1o6puy, yn. "[lanaitor Xuros" 24, no pena Ha 4. 104, an. 2 or 3011 u .
61 or III30Il, ce pasriepaxa u oneHuxa odepTHTE Ha yYaCTHHIMTE B IMPOLELYpA 3a
Bh3JlaraHe 3a oOuIecTBeHa nmophuka THH "oTKpuTa' ¢ mpeamer: JlocTaBka Ha METHIIMHCKH
U3ICNHA 38 KapIHoJIorHyHa JeHHOCT 3a Hy:kauTe Ha "MHoronpodmina 6olHuna 3a aKTHBHO
neuenne-Jobpud" AJl, rp. Hobpruy.

[Ipouenypara e orkpura ¢ Pemenne Ne 9 ot 28.02,2018 rox. na M3nbiHuTenHus
JUPEKTOP Ha Jpy:KecTBOTO, 10 obsBnenue Ne 832511, mpenmcka Ne 00083-2018-0006 B
perucTbpa Ha AreHuuara 3a OOIIECTBEHH HOPBHYKH, oOsiBeHa B OQHIMaIeH BECTHUK Ha
EBpometickus curo3 moj Ne 2018/S 043-093510.

PasriexmaneTo ce npopesie 0T KOMUCHS, Ha3HAaYeHa Ha OCHOBaHMe 4. 103, a. 1
ot 30II cbe 3amosen Ne 65 / 10.04.2018 rox. na Wsnbiaaurenuus mupextop ma "MBAJI-
Hobpua" A/l rp. lo6puy, B c¢heras:

NPEACEOATEJL: 1. Enena Aranacosa BeimkoBa — ekcrepr oOIIECTBEHH
MOPBYKH.

YJIEHOBE:

2. Ans. I'eopru CrofiueB MHTKOB - I0pHCT Ha IpakIaHCKH goroBop B "MBAJI-
JoGpuu" AJl; !

3. Januena /lumuena MuxaijioBa — riiaBeH CUSTOBOJUTE.

1y L[CH Ha 3aCCJaHHueTO Ha KOMHCHATA € pas3reXkaIaHeTO M Oll€HKAaTa Ha OG])GpTHTG
H KJIaCHpaHeTO Ha YHaCTHHIHTE,

2. Paborara na xomucusita samodyda Ha 10.04.2018 r. B 09.00 uaca, xoraro
BB3JIOKHTEISAT TIpeaajie Cpelly MOINC Ha npejcenarens Ha KOMUCHSTA MPOTOKONA M0 uJl, 48,
ain. 6 ot [1I13011, 3aenHo ¢ opepTuTe Ha yJaCTHUIUTE, IOCTABEHN B 3aIICYaTAHY OIIAKOBKH,
IPHETH C BXOIAINH HOMEPA, KAKTO CIIeBa:

2.1. "HOBE MEJAUKbBJI TPEUT" OO/I, npueta ¢ Bx. No 3085 / 21.03.2018
rog. B 10,30 yvaca. |

2.2. "MAKME/J" OOX, npuera c Bx. Ne 3385 /27.03.2018 roa. B 10.35 vaca,

2.3. "EMOHMUS ®APMATEX BbJTAPUSA" EOO/, npueta ¢ Bx. No 3729 /
05.04.2018 rox. B 09.35 uaca.

3. Ilpean na npuCTBIAT KBM OTBApPAHETO Ha IUIMKOBETE C OEPTHTE, WICHOBETE
Ha KOMHCHATA, y4acTBalllM B 3aceiaHuero, Ha ocHoBanue wi. 51, an. 8 ot [III30I],
NOAIHKCAXA U TIPE/CTABUXA Ha BB3JNOIKHTENS JeKiapatun no wi. 103, an. 2 or 30I1 u 3a
lpyJiaraHe Ha U3ucKBanusTa 1o wi. 51, an. §, an. 9 mw an. 13 ot ITI30T11.
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4. TIpu OTBapsIHETO Ha IIMKOBETE ¢ OEPTHTE He IIPUCHCTBAXA IPEACTABHTEI Ha
YYACTHUIMUTE U IPYTH JIHIIA,

5. 3ace/laHneTo Ha KOMMCHATA IPOTEYE B [IBE YACTH - yOIMYHA ¥ 3aKPUTA.

5.1. B myGimynara 4acT OT 3acelaHueTo KOMUCHATA OTBOPH 110 pejla Ha TAXHOTO
MOCTBIBAHE 3al€YaTaHUTE OIAKOBKM HA YYACTHMLMTE M OIOBECTH TSAXHOTO ChHIBPIKAHHE,
BKIFOUHTEIHO IIPEUIOKCHUATA HA YYaCTHHLMTE 110 CHOTBETHHTE IIOKA3aTEIM 3a OLECHKA Ha
oeprure.

5.2. B 3akpuTara 4acT OT 3acelanueTo KOMUCHSITA;

- pasriiea npeacrapeHnTe odepTd M OLEHM CHITIACHO W30paHusl KpUTepuii 3a
Bb3JlaraHe Te3H OT TAX, KOUTO ChOTBETCTBAT Ha IIPEABAPUTENHO OOSIBEHUTE YCIIOBHS;

- pasriena. [MOKyMCHTHTE, CBbP3aHH ¢ JMYHOTO ChCTOSHHE M KPUTEPHHUTE 34
10A60p Ha yYaCTHHIMTE B HU3XOJAIL PeJ| CIPIMO MONYUEHHTE OIEHKH, JI0 YCTAHOBSIBAHE Ha
ChOTBETCTBHME ¢ H3MCKBAHMsATA Ha JiBaMa YYaCTHHIM, KOHTO KJIACHpPa Ha MBPBO M BTOPO
MIACTO,

6. Komucusra KOHCTATHPA, Y€ MPEIONEHHUATA HA YIACTHHLHTE CA TIPHETH B
HENIPO3payuHy 3areyaTaHH OIIAKOBKH, Ha KOMTO ca MOCOYeHH OaHHHMTE 1o 4. 47, ax 2 or
[III30I1, cnen xoero mpucTBNM KBM OTBapsHETO HA OIAKOBKHTE [0 Peia Ha TIXHOTO
IOCTLIIBAHE.

7. Komucuara myOnuyHO ONOBECTH CHABLPKAHHETO Ha O(pEpPTHTE, BIJIFOYHTEIHO
IPEIIOKEHUATA Ha YYACTHHIIMTE 110 TIOKA3aTENs 33 OLEHKA.

Ha ocuoBanme wir. 61, 1. 2 ot IM130I1, uieHoBeTe Ha KOMMCHATA Moanucaxa
TEXHHYECKUTE U HEHOBUTE IPEIIOKCHHES,

8. VYuacTHHIMTE ca HaNnpaBWIH CICIHUTE I[PEATOKEHHS IO KPUTEpHst 3a
BB3JIarafe "nali-uucka nesa’:

8.1. "HOBE MEJINKDbJ TPEMI" OO/:

8.1.1. Ilo 0600066}1%1 nosuus Ne 2: Koponapen crent, yemosen Ne 2: 400.00
(4eTHpPHCTOTHH) JieBa Oe3 ,[[)IC 3a 1 (equH) OGpoi.

8.1.2. o obocobena mosuuus Ne 3: KopoHapeH MeIMKAMEHT M3IBYBAIN CTEHT,
yenoser No 3: 758.33 (cemeMcTOTHH, HETACCET H 0ceM JjeBa 33 CTOTHHKH) JeBa 6e3 J1JIC
3a 1 (eaumn) Gpoii.

8.1.3. Ilo obocobGena mosurms Ne 7: MepmkameHT m3npupam Gamom: 900.00
(nesercroTun) sesa 6e3 JJJAC 3a 1 (equn) Opoit.

8.2. "MAKMEI" OO/:

8.2.1. Tlo o6ocobGena mosunmst Ne 1: Koponapen crent, ycmosen Ne 1: 400.00
(yeTupucToTHH) NeBa Oe3 ,I[,I[q 3a 1 (eaun) Gpoit.

8.2.2. Tlo o6ocobena nmosumust Ne 4: KopoHapeH MenMKaMeHT W3TBUYBAIL CTEHT,
ycnoBeH Ne 4: 758.33 (cexeMcTOTHH, NeT/aeceT H oceM JieBa 33 cToTHHKHM) jgeBa 6e3 JIJIC
3a 1 (equn) Opoii.

8.2.3. Tlo obocobena nozuimst Ne 5: KopoHapen MenuKaMeHT M3NBbYBAI CTEHT,
ycsosed Ne 5: 1000.00 (xumma); aesa 0e3 JIJIC 3a 1 (exun) Opoii.
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8.2.4. Tlo obocobena mosmumst Ne 6: AGIyMHHANHA CHPOTHMYC H3JbUBAIa
KOpOHApHA CTEHTOBA cucTeMa: 758.33 (ceqeMCTOTHH, NeTAeceT H 0ceM JieBa 33 CTOTHHKH)
aesa Ge3 JIJIC 3a 1 (equn) Gpoii.

8.2.5. Tlo oGocobena mosunus Ne 8: Enextpon 3a Bpemenna KapJIMOCTHMYJTaIHSI:
123.33 (cTo, ABajeceT u TpH JeBa 33 croruHky) jea 6e3 JIIC 3a 1 (exun) 6poi.

8.3. "EMOHMS ®PAPMATEX BBJIFAPUS" EOO/I:

8.3.1. Ilo obocobena nosunug Ne 4; KoponapeH MeIUKaMEHT H3/TbUBALL CTEHT,
yenoseH Ne 4 758.33 (ceneMCTOTHH, HeTaeceT H oceM JeBa 33 crotunku) jgesa 6e3 [J[JIC
3a 1 (equn) Opoii. ‘

9. B 3aKkpuTo 3acelaHHe KOMHCHSTA Pasliiesa TEXHHUECKHTE HPEeUIONCHNS Ha
YYACTHUIUTE II0 BCAKa OT 000COOEHHTE MOZHIHH, [0 KOUTO Ca NpPeAcTABHIIH odepru u
IIPOBEPH  CHOTBETCTBMETO Ha OQEpTHTe ¢ Npe/BAPUTENTHO OOsBEHUTE yCIoBHA, [Ipu
IIPOBEPKATA KOMHCHATA yCTAHOBH U IIPHE 38 OTJIEJIHUTE YUACTHHIH CIEIHOTO:

9.1. "HOBE MEJUKDBJ TPEH" OO:
9.1.1. Ilo obocobena nosumus No 2: KoponapeH cTenT, yeiosed No 2:
Teprosexo Haumenosanue: ArthrosPico — crcTema 3a UMILTAHTHPAHE HA CTEHT

Hpoussoauren: Amg International Gmbh
Ko mo H3O0K: B04041012000001

HzuckBanusa Kum ME/THIIMHCKOTO Onucanue HAa IPeIIAraHOTO CrooTBeTCTBHE
H3JejIHe ‘ MEAHITHHCKO H3/1e/IHe
1 ‘ 2 3

Marepuan: CoCr . J[lebenuna na | Matepuam: CoCr . JleGenuna na | IlpeyioixeHasa
crpara 0,065mm. Jlusaiin na kierkara | ctpata  0,065mMM.  Jusaln  Ha | Ha  ydacTHuka

- semi-open; MRI cnBMecTHMOCT — | KieTkaTa - semi-open; MRI | croTBeTCTBAT HA
paramagnetic; CBBMGCTHMOCT%‘ Ha | ChbBMECTHMOCT ~— paramagnetic; | mpeaBapuTeIHO
KareTbpa: SF; Husaiin:  Rapid | CeBMecTHMocT Ha Karerbpa: S5F; | oGasenure
exchange; bamon: semi-compliant; | Jlusaiin: Rapid exchange; Banon: | ycnous.
ITonesna npwkuHa Ha Bopjaua:1415 | semi-compliant; ITosre3na

mM;  Bomauw:  0.014%; Beumen | apiokuda Ha Bojada:1415  wmm;

naMeTsp Ha wadra: [lpoxcumanen | Bopau: 0.014%; Bpuuien

2.1F [Jlucranen 2,6 F; JIpmxuHa npu | nHameTsp Ha madra;

aamersp g0 3.00 (mm): 8, 1’?,, 16, | [Ipoxcumanen 2.1F ucranen 2,6
19, 24, 28, 34, 38; Hemxuna npu | F, JIbiDkuHa 0Ope auamMersp 110
auameTsp Haza 3.00 (mm) - I(D, 14, | 3.00 (mm): 8, 12, 16, 19, 24, 28,
18, 24, 28, 34, 38; Huamersp (mm): | 34, 38; JIsmxuna P IHaMeThp
2.00; 2.25; 2.50, 2.75, 3.00; 3.50, | max 3.00 (mm) - 10, 14, 18, 24, 28,
4.00. | 34, 38; Jluamerbp (mm): 2.00;
2.25; 2.50,2.75,3.00; 3.50,4.00.

9.1.2. Tlo obocobena mosumus Ne 3: KopoHapeH MeIMKaMEHT H3/IbYBAll CTEHT,
yeioBeH No 3:

Toeprosexo nammenosamme: Itrinll Rapamycin — wusmpusama cucTema 3a
HMINTAaHTHPaHEe Ha CTEHT ‘

Ipoussoauren: Amg International Gmbh

Koa mo H3OK: B04041020000009

| M3uMcKBaHMS KbM MeIHIHHCKOTO | Onucanne na npexaaranoro | CrorBercraene |
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u3aene MeIHIHHCKO H3e/IHe

1 2 3
Marepuan:  Carbon-lon stainless Matepuan: Carbon-lon stainless | ITpeamosxennsita
steel, Husaiin:orBopena  kieTka; | steel, JlusaliH:0TBOpeHa KieTKa; | HA  y4dCTHAKA
Hebemuna ma crpara 110 pm; | Jlebenuna wa crpara 110 pwm; | choTBETCTBAT Ha
Kpocurr  mpodun:  <1.05  mm; | Kpoeunr npodmm: <1.05 mm; | npexsapurenno
JlexapcTtBo: Panamunmn; | Jlekapcetso: Panamunun; | o6sgenuTe
ExpuBanientia jiekapcTBeHa [103a: | ExkBUBajIeHTHA JTCKapCTBeHA [1038: | YCIOBHA.
2,0 pg/mm; [omumep: | 2,0 pg/mm; [Tonumep:
OunopasrpafiiM 3a IEpHOJ OT INeCT | GHOpasrpajuM 3a IEPHOJ OT MIECT
CeIMMILH; Jlebenuna  Ha | CeJIMHILIH; Jebemuna Ha
TNOKPUTHETO:MPUONH3HUTENHO 5 WUM; | TOKPHTHETO IPUOIH3HTEIIHO 3
Crornomenne Meran/Aptepust - | um; CroTHOIIEHHE
13%-15%; Homunanuno namsrane: 6 | Meraw/Aprepus - 13%-15%;
atm. Makcumanso Hamsraune: 14 -16 | Homunango wmansrage: 6 atm.
atm  (burst pressure); Beuoren | MakcuManno namarase, 14 -16
auamersp Ha wagra: llpokcumanen | atm  (burst pressure); Bwuumen
2.1 F Jucranen 2,6 I, | nnamersp Ha madra:
Ceemectumoct na karerspa: SF. | [lpoxcumanen 2.1 F Jucranen 2,6

Bogau: 0.014%; JIsmxuHa (mm):10,
14, 18, 24, 28, 34, 38. [Imametnp
(mm): 2.5, 2.75, 3.00, 3.25, 3.50,
4.00.

F; CeBmecTMocT Ha KaTeThpa:
SF. Bopau: 0.014%; JIsmxuaa
(mm):10, 14, 18, 24, 28, 34, 38.
Huametrsp (mm): 2.5, 2.75, 3.00,
3.25, 3.50, 4.00.

9.1.3. [o obocobena nosumus Ne 7: MeukaMeHT H3Ib4Bal 6aioH:
Teprosexo naumenosanne: PacSol — meaukamenT uzsypann 6anon
ITIpomsBoanTen: Amg International Gmbh
Koa mo H30K: B04043000000015

M3HCcKBAHMSI KbM MEIHIHHCKOTO Onucanue Ha IPeAIAraHOTO CrorBercrBie
H3/1eIHe MEAHIHHCKO H3e/He

1 ‘ 2 3
DBM - memukament - usznbupamn | DBM - MeIMKaMeHT - W3IbuBalll [Tpennoxenusra
QanoH ¢ aKTHBHO  aJX€3MBHO | BaJOH ¢ aKTHBHO aJIX€3WBHO | HA  YUaCTHHKA
BemecTBO Paclitaxel M exCIHIMEHT | BelecTBo Paclitaxel 1 | CLOTBETCTBAT Ha
BTHC  (n-Oyrun-tpu  n-xexcun | excrunuent BTHC (n-Gyrtwi-tpu | mpemsaprTenso
nutpar). Ceornomenue Paclitaxel | n-xexcun mmrpar). ChoTHOLIEHHE | OGSBEHHTE
keM BTHC - 90/10. OTﬂenHH&i Ha | Paclitaxel xem BTHC - 90/10. | ycnosus.
Paclitaxel 2,5 pg/mm? PTCA | Otmensne ma Paclitaxel 2.5

Katersp Rapid Exchange, Bomau
0,014". XunpodunHo moxputne Ha
gactra RX. Yecrora Ha mokpHTHE
Ha Oajiona ¢ MenukameHnt: 99,0 %.
Homunanuo Hamsrane 6 bar - 16
bar. Pamwomsorommm u BusyanHm
Mapkepu (Pt - Ir). JInipkuna (1ﬁm):
10, 15, 20, 25, 30, 35, 40,
Huamersp (mm): 1,50; 2,00; 2},25;

2,50; 2,751 3,00; 3,26: 3,50: 4,00,

pg/mm?. PTCA Karersp Rapid
Exchange, BOJIaY 0,014".
XuApoUIHO MOKpUTHE HA YacTTa
RX. UYecrora Ha NOKpHTHE HA
Oamona ¢ MemukamenT: 99,0 %.
Homunanuo uansirane 6 bar - 16
bar. PannonsoronHn W Bu3yanHH
mapkepu (Pt - Ir). JIemokuHa (mm):
10, 15, 20, 25, 30, 35, 40;
Juamersp (mm): 1,50; 2,00; 2,25;
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| 2,50; 2,75, 3,00; 3,25; 3,50; 4,00. |

-

9.2. "MAKMEI" QO/I:

9.2.1. Ilo obocobena mosunus Ne 1: Koponapes crent, yenoen No 1:
Tuproseko nanmenosanue: Nengen — Ko0anT-XxpoMOBa CHCTEMA 3a KOPOHAPEH

CTCHT

IIpoussoauTten: Meril Life Sciences Pvt.
Koa no H30K: B04041012000026

H3uckBanus KM MEAHIH H(FKOTO

Onucanue na npeajaaraHoTo

CoorBeTCcTrBHE

u3aeine MEIHUHHCKO H3/1ene
1 2 3
Marepuan: CoCr L605. Jlebemmna Ha | Marepuar: CoCr L60S. Hebenuna | [Mpennosxenusra
crpata 65 pm (0,065mm mmm 0.0026“). | ma crpara 65 pm (0,065MM miu | Ha y4acTHHKA

Recoil: < 3%. Cpemma sary6a (mean
foreshortening): 0,29 %. Jluzaitm:
Rapid exchange, xubpunen — orBopena
H 3arBopeHa Kierka. HomwuHanmo
Hajgrage: 9 atm.  Makcumaiio
Hamarape: 16 atm (burst pressure).
.| Balloon overhang: < 0,5 MM. Beunien
auamersp Ha madra: [poxcumares 1,9
F Mucranen 2,7 F. Ro mapkepu: 2 —

ITnatura / Wpuwaumit.  Msnonssaema
OBIDKHHA Ha  karerbpa: 140  com,
CeBMectuMocT Ha  karerbpa: SF,

Bogau: 0.014% uwmn 0.36 mm. [IbipkiHa
(mm): 8, 13, 16, 19, 24, 29, 32, 37 u 40.
Huamerep (mm): 2.5, 2.75, 3.0, 3.5,
4.0, 4.5.

0.0026%). Recoil: < 3%. Cpenna
saryba (mean foreshortening):
0,29 %. HNuzaiin: Rapid exchange,

XuOpuied  —  OTBOpeHAa W
3aTBOpeHa KieTka. HoMuHamHo
najgrage: 9 atm. Maxkcumanno

Hamarame: 16 atm (burst pressure).
Balloon overhang: < 0,5 wmwm.
Beumen jumamernp mna madra:
[Tpoxkcumanen 1,9 F JTucranen 2,7
F. Ro mapkepu: 2 — Ilnaruma /
Hpumuit. Msnonssaema IbKMHA
Ha KaTeTwpa: 140 CM.
CepBmecTUMOCT Ha KateThpa: SF.
Bogaw: 0.014“ wumm 036 wmm.
Hbmkuna (mm): 8, 13, 16, 19, 24,
29, 32, 37 u 40. {namersp (mm):
209, 2,73, 3.0,3.5,4.0, 4.5,

CBOTBETCTBAT Ha
[IpEeABAPHTENHO
00sBenUTE
YCIIOBUSI.

9.2.2. Tlo obocobena mozunus Ne 4: KopoHapeHn MeImKaMeHT M3TbYBAl] CTEHT,
|

ycimosed No 4:

| . . . .
Teprosexo mnaumenosanme: Biomime-Sirolimus — wusnpusama kopoxapHa

CTEHTOBA CHUCTEMa

IIpoussoauren: Me:ril Life Sciences Pvt.
Kox mo H3OK: B04041020000038

H3ucxBanus KbMm MEIHLHHCKOTO Onncanme Ha NpPeAIAraHOTO CrorBeTcTBHE
H3/1e/IHe ‘ MeAHIHHCKO H3/1e/THe

1 | 2 3
Matrepuam: CoCr L60S. [lebenuna | Marepuan: CoCr L605. Jle6enuna | [Ipeaioxenusnta
Ha crpara 65 pm (0,065MM wim | ma crpata 65 pm (0,065MM mmw | Ha  yuacTHHKA
0.0026%). Recoil: 3%. Cxsessane: | 0.0026%). Recoil: 3%. CxbesiBane: | chOTBETCTBAT Ha
0,29%.  JlekapcrBo:  Sirolimus. | 0,29%. Jlekapcro: Sirolimus. IIPEABAPUTEITHO
ExBuBanentHa nexapcTseHa Jo3a: | ExBHBasieHTHaA JiekapcTBEHA 103a: | OGSBEHUTE
125 pg/mm?2; [omumep: | 1,25 pLg/mmz2; Iomumep: | ycmoBus.
OuopasrpaguM  H  OGuochBMecTUM. | 6HOpAsTpaguM U GHOCHBMECTHM.
Husain: Rapid exchange, xubpunen | Jusaiiu: Rapid exchange,
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— OTBOPEHA M 3aTBOPEHA KIIETKA.
Homunanno mamsrame: 9  atm.
Maxkcumanno Hansrane: 16 atm
(burst pressure). Balloon overhang: <
0,5 MM; BbHIIeH [JuaMeThp Ha
madgra: IIpoxcumanen 1.8F
Huctranen 2,7F; Ro wmapkepu: 2-—
[naruna/Wpu . HMsmnnossaema
JBJDKMHA Ha KareTbpa: 140-142 cm.
CbBMECTHMOCT Ha KareThpa: SF.
Bomauw: 0.014%° wmwmm  0.36 MM,
Jeoxkuna (mm): 8, 13, 16, 19, 24,
29, 32, 37, 40, 44, 48. uamersnp
(mm): 2.00, 2.25, 2.50, 2.75, 3.00,
3.50, 4.00, 4.50,

XubpuzeH —  OTBOpeHA |
3arBopena kierka. HomuuamHo
nagarade: 9 atm. MaxcuMaiHo

Hanarage: 16 atm (burst pressure).
Balloon overhang: < 0,5 wmwm;
BbHmen jguaMersp Ha madTa:

[Ipoxcumanen 1,9F Jlucranen
2, 7F; Ro  mapxepu: e
IInatuna/Wpunuii. Msnnossaema

IBIDKHHA Ha Karerbpa: 140-142
cM. ChbBMECTUMOCT Ha KaTeThpa:
SF. Bomag: 0.014% umu 0.36 MM.
Heipkuaa (mm): 8, 13, 16, 19, 24,
29, 32, 37, 40, 44, 48. Tuamersp
(mm): 2.00, 2.25, 2.50, 2.75, 3.00,
3.50, 4.00, 4.50.

9.2.3. Tlo obocobena nozunus Ne 5: KopoHapeH MeIMKAMEHT M3/IBUBAI CTEHT,

ycnoseH Ne 5:
Tuproscko

HAHMCHOBAHHEC:

Biomime

Morph-Sirolimus —  w3ipyBama
KOpOHAapHAa CTEHTOBA CHCTEMA
IIpoussoauren: Meril Life Sciences Pt,
Koa mo H30K: B04041030000008
N3ucKBAHUS KBM MeIHIHHCKOTO Onucanue HA MPEAIATAHOTO CovorBercreue
H3aenne MeIHIMHCKO H3/1eJIHe
1 ‘ 2 3
Martepuan: CoCr L605. JleGenuna Matepuan: CoCr L605. Hebenuna | IMpemnoxenusra
Ha crpata 65 pm (0,065Mm wmm | Ha crpata 65 um (0,065MM WM | Ha  y4acTHMKa
0.0026%). Recoil: 3%. Cksespane: | 0.0026“). Recoil: 3%. CxbesiBane: | ¢hOTBETCTBAT HA
0,29%.  Jlekapctgo: Sirolimus. | 0,29%. Jlexaperso:  Sirolimus. | npeasapuTenHo
ExBuBaneHTHa JeKapcTBeHa [03a: | EXBHBa/IeHTHA JEeKapCTBeHA 703a; | 0OSIBeHUTE
1,25 pg/mm?2 [Tomumep: | 1,25 pg/mm?2 [Tomamep: | yenoens.
OuopasrpaiuM 6HOCLBM6¢THM. fuopasrpaguM U OHOCHBMECTHM.
Juzaitn: Rapid exchange, xu6punen | lizaits: Rapid exchange,

~ 3aTBOPEHH KIETKH B KpaHIaTa M
OTBOPEHHM B cpedaTa Ha CTEHTa,
Homuuanso wsausranme: 9 iatm.
Maxkcumanno wansrade: 14 atm
(burst pressure); BeHuien JHaMeTHP
Ha magra: Ilpoxecumanen 2,13F
Hucranen 2,7F; Ro mapkepu: 2 —
IInmatuna / Wpuamii. HMsmnossaema
OBIDKMHA Ha KaTeThpa: 142‘ cM.
CpBMectuMocT Ha Katerspa: SF.
Bopgau: 0.014* wmm 0.36 mm. 100 %
0CBOOOXK/1aBaHe Ha JIEKapCTBOTO B
pamkute Ha 30 nHy; JboKkuHa dnm):
30; 40; 50 u 60. Huamersp (mm):
2,75-2,25; 3,00-2,50; 3,50-3,00.

XUOpHU/IEH — 3aTBOPEHU KIIETKH B
KpauIaTa U OTBOPEHH B CpeaaTa
Ha  CTCHTA, Homunanuo
Hamarage: 9 atm. Makcumanio
Hanarage: 14 atm (burst pressure);
BeHmen jauaMernp Ha madra:
[Tpokcumanen 2,13F JIucranen
2,7F; Ro mapxepu: 2 — [Tnatuna /
Wpuauit. Msmio3paeMa IBIKHHA
Ha KareTspa: 142 cM.
CeBmecTuMocT Ha Karerhpa: SF.
Bopay: 0.014% wmu 0.36 mm. 100
% ocBoOOXKIaBaHE Ha
JIEKapCcTBOTO B paMkuTe Ha 30
JHu; smrraa (mm): 30; 40; 50 1
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60. Huamersp (mm): 2,75-2,25;
3,00-2,50; 3,50-3,00.

9.2.4. Tlo oGocobena nosumus No 6: AGNyMHHAIHA CHPOTHMYC M3IIBYBALIA

KOpoOHapHa CTEHTORA CHCTECMA.:

Toprosexo nanmenopanne: ihtDEStiny - AGnyMunanna cupomuMyc H3rbyBama

KOpOHapHa CTCHTOBA CHCTEMA.

Mpounssogures: Iberhospitex S.A.
Koa mo H30K: B04041020000062

M3nckBaHus KbM MEIUIMHCKOTO OnMcanue HA NPeIATAHOTO CroTBercTBHE
u3aesine MeNIHHCKO H3/1eJIHe
1 2 3

AOTyMMHANHA CHPOIMMYC M3JibyBama | AGIyMuHAIHA cuponumyc | [lpeqnoskenusra
KOPOHApHa CTEHTORA CHCTEMA, | M3IIbYBAINA KOPOHApHA CTEHTOBA | HA  y4aCTHHKA
ChCTOSILIA  Ce  OT  MEJIMKAMEHT | CHCTEMa,  CBhCTOSINA  CE&  OT | ChOTBETCTBAT HA
M3JBYBAII] KOpOHapeH CTEHT, | MCIIMKAMEHT H3JIbYBalll KOPOHAPEH | IPeABAPUTEIIHO
MOHTHpaH BBPXY MEIMKaMEHT | CTeHT, MOHTHpaH BBPXY | obsiBeHHTE
U3IbYBaIl  OaloH, JIOCTaBAIA 2 | MEJHKAMEHT  M3IbYBall  OAaJIoH, YCIIOBHSL,
nexaperBerd o3 = 0,70 pg/mm. | njocrapsnia 2 JNEKapCTBEHU JO3H =
IIpokcumanuu  pentrenonosutusuu | 0,70 pg/mm.  IlpoxcumanHu

mapkepu Ha 90 u 100 cM OT IuCTAIHUS
Kpaif; OWopasrpaiuM IIOIUMEp - JIO
180 nuu cnen ummianTupane; KoOaIT-
xpomoBa cmnas  L605, neGenuna na
cTpata 73  pm. Recoil:  <5%.
Cxpeapane: <1 %. HoMuuaino
namgrame: 8  atm.  MakcnmaiHo
Hajarane: 14 atm (burst pressure).
CpBMecTuMOCT Ha  KareTnpa: S,
Bomau: 0.014* wmm 036 MM. 6
KIETBUEH CTPOEK TPH JHamMeTph 2,25-
2,50; 8-xnerwvuen npu 2,75-3,50 u 10-
KICTBbUCH  npu  juametsp 4,00
muamerpu 2,25; 2,50; 2,75; 3,00; 3,50
u 4,00 mm; meioxuan 8; 12; 16; 20; 24;
28;32; 36 1 40 MM |

PEHTTEHOIIO3HTHBHH MapkepH Ha 90
i 100 cM OT JHCTAIHHS Kpaii;
OuopasrpamuM nonumep - go 180
JHH ciep UMIUIaHTHpaHe; kobaiir-
xpomoBa ciuiap L605, nebennna Ha

crpata 73 pM.  Recoil: <5%.
CxbesiBane: <1 %. Homuuzammno
Haisirane, 8 atm. Makcumatso

nansrage: 14 atm (burst pressure).
CeBMecTHMOCT Ha KateTppa: SF.
Bogmau: 0.014° wmu 0.36 mm. 6
KJIETBYEH CTPOEX IIPH JHAMETPH
2,25-2,50; 8-xnmerpueH npu 2,75-
3,50 u 10-kneTbueH npu JHaMeTnp
4,00; mmamerpu 2,25; 2,50; 2,75;
3,00; 3,50 u 4,00 MM; apmxunu 8;

12;16;20; 24; 28; 32: 36 u 40 MM

9.2.5. Ilo obocobena mosmius No 8: Enexrpos 3a BpeMeHHA KapIHOCTHMY TaIfHs:
Touproecko HauMeHoBanue: Pacel

IIpousBoguTen: Saint Jude
Koa mo H3OK: C09090000

Medical
000001

M3uckBaHus KbM MeJHIIHHCKOTO
|

Onucanue Ha npeaIaramoTo

ChoTBeTCTBHE

u3aenue MeIMIHHCKO H3/Ie/THe

1 | 2 3
bumonsipert  melcMHr  kaTeThp  6e3 bunoyapen nelicuar karerep 0Oes | [IpemnoxeHusTa
DaJloH 3a OACHO CBplie KpHBK}a B 3a | OaJoH 3a AICHO CHpIIE KPHBKA M 38 | HA  YYaCTHHKA

neficupane B Kameparta. Ce3mamen na
OCHUIYPH  HAJEKHO  melcupdHe W

nercHpade B kamepara. Ce3nanen
J1a OCHUTYPH HaJIe)KHO NeHCHpaHe u

CBbOTBETCTBRAT Ha
PeOBAPHUTECIIHO
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ylaBsHEe Ha CHUTHAIH B Kamepara upes
npe3 ropHa MpasHa BeHa.
IIpemmsen xonTposn 6Ge3 mpekoMepHa
TBEpRocT. ONTHManeH KOHTPOJ IIpH
M.
HOJICHJIBAHE
110 cwm,
pasmep —5F, enekTpoaHO pascrosHue —

JOCTBII

BBPTEHE. 10
MapKepuTe

IIOCTaBAHETO,

HBnbounna
3a
IbJKMHA —

1 eMm.

BEHA.
IpeKOMepHa
Ha | Onrumanen

npH

pasmep — 5F
pascrosguue — 1 cM

2

yhIaBsHe Ha CHIHAIM B Kamepara
Yypes3 JOCThII Mpe3 TOpHa IIpa3Ha
ITpemuzen xoutTposn Ges

KOHTPOJI
Beprene. Jwabouynna 10 cm. Ha
MapKepHTE 3a IOACHIIBAHE IIPH
MOCTABAHCTO, AbIKKMHA — 110 ¢M,

00sIBEeHUTE
YCIIOBHS.

TBBPIOCT.
upu

CIEKTPOIHO

9.3. "EMOHMUSA ®APMATEX BBJTAPHS" EOO:
9.3.1. Ilo obocobena noszunus Ne 4: Koponapen MenuKaMeHT HM3JIBYBAIl CTEHT,

yciioeeH Ne 4:

Tonprosexko HanMenopanue: eucalimus
IHponssoauren: Eucatech AG, Germany
Koa o H30K: B04041020000048

H3uckBanus Kbm Onucanue Ha CrorBercrBHe
MEAMIHHCKOTO HU3/Ie/THe NpeIaraHoTo
MEAHUMHCKO H3/Ie/THe

1 ‘ 2 3
Marepuan:  CoCr  L605. | MeaukameHT usnpusan | Cren IPOBEPKa Ha
Hebenuna na crpata 65 UM | CTEHT ¢ 3 MEXIMHHH BPB3KH | TEXHHYECKOTO MPEMLIOMKEHHC
(0,065Mm  mam 0.0026%). | na CErMEHT, 9 n IPEeACTABEHOTO  OT
Recoil:  3%.  CxpesBame: | 3ur3aroo0pasHd  €leMEHTA | yYaCTHHKA  ONMCAHHE  Ha
0,29%. Jlexapctso: Sirolimus. | Ha punr. JleGemuua Ha | mpeuIaraHoTo U3JIeNnue,
Exsupanentna nexapcrtBeHa | crpatoBete  0.0026" (65 | komucusta YCTaHOBH
I03a; 1,25 ug/mm?2; | MEKpOMeTpa), MIMPOYMHa Ha | HECHOTBETCTBHS 1o
Ionumep: GuopasrpamuM H | cTpaToBeTe (rmaBeH | cnenuure TOKasarend: 1.
OMOCHEBMECTHM. Huzaita: | cerment) 0.0028" (72 | Recoil: Tlpemnoxxenue 110-
Rapid exchange, xuOpuien — lMquomeTpa), IIHPOYHHA HA | Manko o S5 %. mpw
OTBOpEHa " 3aTBOPEHA | CTpaTOBeTe — MEXIHHHH | H3UCKBaHe 3 %;
KJIETKA. Homunanzo | Bpb3ku 0.0023" (58 | 2. [Mmzaitn: Ilpemnoxenue
HaJIsIraHe: 9 atm. jMI/IKpOMeTpa), CKBCABAHE | OTBOPEHA  KJIE€TKa  IIpH
MaxcuMmanno Hansgrage: 16 | ciuem eKcIlaH3us HO-Majiko OT | M3UCKBAHE Ha Xubpumed —
atm (burst pressure). Balloon | 2 %. Recoil: mo-manko oT 5 | oTBOpeHa u  3arBopeHa

overhang: < 0,5 MM; BeHinen
JIHaMETBP Ha madra;
IIpoxcumanen 1,9F Jlucranen

|%. Hebennna Ha
CHpOJIMMYCHATa MaTpuma 3-5
|

‘MuKpoMeTpa. CbhOTHOIIEHHE

KJIETKA,
3. M3non3saema AbJDKHHA HA
Katerspa: Ipennoxenue 138

2,7F;  Ro  mapxepu:  2— | Ha METall KBM apTepust — [0~ | CM IIpH M3dcKBaHe 140-142
Inatuna/Mpuuid. ‘Mainko or 18 %. Pasmepu ot | cm;

MarurozBaema geipkuHa  Ha | 2.25 JIO 4.00 MM. | 4. Jlunceamm ORIGKHHA 19;
KaTeThpa: 140-142 CM. ;CBBMGCTHMOCT: 5f | 24; 29,32, 37; 40 u 44;
CBHBMECTHMOCT Ha KaTeThpa: | BbBEIKIALI Karerwp. | 5. Jlumesamm  pmamerpu:
SF. Bopau: 0.014* wium 0.36 | Marepman na crerta — | 2.00 u 4.50 mm.

mM. [bmrua (mm): 8, 13, | Cobalt Chromium L605, ua | Komucusita npueMa, ye
16, 19, 24, 29, 32, 37, 40, 44, | Ganona Polyamide | mpemmaranoro ot yyacThuka
48. Jlmamernp (mm): 2.00, | Compound. TIpokcHMAaseH | MEIMIIMHCKO HM3IEIUE  He
2.25, 2.50, 2.75, 3.00, 3.50, | mapt ma xarernpa 1,9f, | choTBETCTBA Ha
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4.00, 4.50. | Jcraned wadr ot 2.5 1o 2,9 | u3ucKkBaHuATa Ha

fr u pasmepu 2.25 50 4 MM; | BB3IOKHTENS.
'katr. Ne ELM (Henbnen).

10. Komuensara ouenu odepTuTe HA YUACTHHIUTE, UHUTO IPEIIOKEHNA

CHOTBETCTBA HA IPEABAPHTEIHO OOSBEHHTE YCJIOBHS CBITACHO W30paHus KpuTepuil 3a
Bb3Jarane "Hai-HUCKa LeHa';

Ob6ocobena nozumms No "HQBE MEJIMKBJI TPEM /" "MAKMETI" 00/1

(0101

1 400.00

2 400.00

3 158.33

4 758.33

5 1000.00

6 758.33

7 900.00

8 123.33

11. Komucusra pasriesia JOKYMEHTHUTE, CBBP3aHH C JIHYHOTO CHhCTOAHHE H
KPHTCPHUTE 3a HO,.JIGOp Ha YY4CTHHUIHUTE B HU3XOJALI pel CIIPSIMO ITOJIYUEHUTE OLCHKH.

12. KoMucuara M3BBPIIM NPOBEPKA Ha CHLOTBETCTBMETO HA VUYACTHHIHTE C
H3MCKBAHHATA 34 JIMYHO CHCTOSHWE, [OCOUCHH B ToUkd | m 2.1 — 2.3 ma pasgen VI.3) na
OO6sBnenneTo 3a IOpPHYKA:

12.1. Ilposepkara 3a CHOTBETCTBHETO Ha YYACTHHKA C M3HCKBAHMATA 3a JIHUHO
CBCTOAHHE CE M3BBPIIKM BB3 OCHOBA HA IPOBEPKA B THPTOBCKHS PErHCTHD HA ATEHIMATA 110
BIIMCBAHHUATA K HA JeKNapupaHuTe oT Tx obcrosrenctsa B EEJIOTT.

12.2. Ha ocxosanme 4. 23, an. 4 or 3aK0Ha 3a THPrOBCKHSI PETHCTLD, KOMHCHSATA
H3BBPIIK C1y)KeOHa IPpoBepKa 3a 00CTOATENCTBATA, BIHCAHY 32 YUACTHHUIIUTE B ThPrOBCKHUS
PETHCTBD ¥ YCTAHOBH BIIMCBAHETO Ha cleHuTe 00CTOATeNCTRA:

12.2.1. "HOBE METI[I/IKBH TPEU" OO/, che cenanuie B rp. Codusa 1000,
paiion OGopuuie, aznpec Ha ynpasmeHue: yi. "Mockoseka" 47, EUK 202670720,
npenctapnasano or I'one Cumeonos ['owes.

12.2.2. "MAKMEI" OO/ cve cenayme B rp. Codusi 1360, paiton BpsGruia,
anpec Ha ympasleHHe: .K. MojepHo mpearpague, yi. "Anmam Muukesny" 4B, EWK
200459233, mpencrasnssano ot Enena o6pera Muxaiinoga.

12.3. Kommucusta mpuema BB3 OCHOBA HA U3BBLPIIEHUTE IIPOBEPKH U

ACKIIaApHPaHHTE O6CTOSIT(’3J'ICTB8.,} UC YUACTHHIIMTE CBHOTBCTCTBAT HA H3HWCKBAHHATA 34 JIMYHO
|
CBCTOSAHHE.

13. Kommcusta u3BbplIM IPOBEpKa 3a CHOTBETCTBHETO HA YUYACTHHIHIEC C
M3UCKBAHMSATA 38 TOMHOCT 32 YIPAKHABAHE Ha IIPOPECHOHAIHA NEHHOCT, HOCOYEHO B pasjien
II1.1.1) na O6saBnenueTo 3a Hopqua Jla ca TBPrOBIH Ha ep0 ¢ MEAMIMHCKH H3ICIHS HIIH
TIPOM3BOUTENM HA MEIMIMHCKH H3JCTHsA, YCTAHOBEHH HA TepUTOpHATa Ha PemyOnuka
Brarapust.

13.1. IIposepkara 3a wC’bOTBeTC’I‘BHGTO HA YYACTHHIIUTE ¢ U3UCKBAHUATA 3d IOAHOCT
34 YOpaXHABAHC Ha HpO(b@CI/IOHaJIHEL }_‘[GI/IHOCT Ce U3BLPIIH BB3 OCHOBA Ha JCKIIapHUPpaHHUTE OT
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11X obcrostencrsa B EEJIOI] u mpoBepka B perucTbpa Ha W3NAJCHUTE Pa3pelIcHMs 34
TBPTOBHA Ha €Ip0 ¢ MEIUITUHCKH M3 /IEIHSL.

13.2. Ha ocuosanue un. 67, an. 8, 1. 2 or 30I1 KOMHCHATA U3BLPIIH HPOBEPKA B
PETHCTBPA HA M3NANEHUTE PA3PELICHHS 3a THPrOBHS HA AP0 ¢ MEAWLMHCKH H3JIENHI HA
caiita Ha M3NBIHMTENHATA areHLUMA IO JIGKAapCTBaTa (http://www.bda.bg/peructpu) npu
KOETO YCTAHOBH 3a OTJEHUTE YYACTHHUIM CIEIHOTO!

13.2.1. "HOBE MEJIMKBJI TPEM/T" OO/1: M3najeno paspeleHue 3a ThpProBHs
Ha e/1po ¢ MeauuuHcKy u3aemusd Ne IV-P-T / MM 989 ot 30.09.2013 rog.

13.2.2. "MAKMEJ]" OOJl: Msanajeno paspelieHde 3a THProBHS Ha CJpO ¢
MeauuHeKy u3nenus Ne IV-P-T /MU 589 or 26.07.2010 roz.

13.3. Komucuara mnpuema BB3 OCHOBA Ha W3BBPIIEHHTE IPOBEPKH M
JICKIIApUPAHATE OOCTOSTENICTBA, Y€ YUACTHUIIUTE CHOTBETCTBAT Ha H3MCKBAHUATA 38 TOMIIOCT
3a YIpaKHsABaHe Ha NpodeCHOHAIIHA JeHHOCT.

14. KommcusaTa W3BBbPIIH HPOBEPKa 3a CHOTBETCTBHETO HA YYACTHHIHTE C
M3UCKBAHMATA 33 TEXHHYCCKH M NPO(pECHOHANIHH CrocoOHOCTH, mocoueHu B pazjen 111.1.3)
na Obspara 3a nopruka: 1. Jla npuiara u moAAbpIKa CHCTEMA 3a YIPABICHHE HA KAUECTBOTO
ISO 9001 B obnacrra Ha NPOM3BOACTBOTO W/MJIM THPrOBUATA C MEIHIHCKH M3NEIHS H/WIH
CucTeMa 3a ynpaplieHHe Ha kadecTtBoTo ISO 13485/13488 m/mmu exsuBamentna. 2. Jla e
YIBIHOMOIIEH OT IIPOU3BOJUTENS WM OT YI'BJIHOMOIIEH IPEICTaBUTENl [0 CMHCHIA Ha WL
10, am. 2 or 3MM sa mpencrasuTencrso Ha TepurTopuara Ha PB miM 3a KoHKperHara
Ipoueaypa. _

14.1. TlpoBepkaTa 3a CBOTBETCTBUETO HA YYACTHHIMTE C W3UCKBAHWSTE 34
TEXHHYECKH U IPOQECHOHATHM CrIOCOOHOCTH ¢ H3BLPIIM B3 OCHOBA HA JCKJIAPHPAHUTE OT
Tsax ob¢rosrencTsa B EEJIOI 1 npoBepka Ha MpeacTaBeHuTe JOKYMEHTH.

14.2. KomucusTa mpueMa BB3 OCHOBA Ha JEKIapHpaHHTe OOCTOATEICTBA W
IIPEACTABCHUTE JIOKYMEHTH, Y€ YYACTHHIMTE ChOTBETCTBAT HA M3MCKBAHMATA 32 TEXHUYECKH
1 Npo(ECHOHAIHM CIIOCOBHOCTH.

15. Komucusra np:Hema, e BCHYKHM YYACTHHIM B HH3XOISIN pell CIPIMO
IIOJTyYEHUTE OLCHKH CHOTBETCTBAT HA M3WCKBAHMATA 34 JIMUHO CHCTOSHHE M HA KPUTEPHUTE
3a moadop.

‘

16. Komucusra kiacupa YUACTHHIIUTE I10 CIIE/HHUS HAaTHH:

16.1. "HOBE MEJUKBJI TPEU/T" OO/I: Ha nbpBo mMsicTo mo:

ITo oBocoGena mosumus Ne 2: Koponapen crent, yeiaoes No 2;

[To o6ocobena HOBH;IIHH Ne 3: Koponapen MeIMKaAMEHT H3TBUBAI CTEHT, yCIOBEH

Ne 3;

[To o6ocobena nozutmst Ne 7: MeaukamenT u3ib4Bai 0aioH.

16.2. "MAKME/" OOJ: Ha nmbpBo MsicTo mo:

ITo obocobena nosuims Ne 1: Koponapen crenr, yenoben Ne 1;

ITo o6ocobena nosunust Ne 4: Koponapen MeIMKaMEHT H3THYBAIL CTEHT, YCIIOBEH
No 4; |

Ilo obocoGena mosunms Ne 5: Koponapes MeIHKaMEHT U3/TBYBAII CTEHT, YCIOBEH
Ne §;

ITo o6ocobena mosurus Ne 6: AGiyMHHATHA CHPOJMMYC M3THUBALIA KOpOHapHa
|
CTEHTOBA CUCTEMa, 1
I1o obocobena mozunus Ne 8: Enextpos 3a BpeMEHHA KapAMOCTHMY IALIHs,
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[TocnegHoTO 3ace)1ahne Ha KoMucHsTa IIpUkIoun Ha 16.04.2018 rox. B 16.00 4.
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