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Aorosorp /4

I[Heca{/fzf.c.é/{/.t...ZOl? FOL. B rp. JloGpry, Ha ocuoBanue wr. 112 i e, ot 3akona 3a
OOILECTBEHHUTE IOPBUKM, Ce CKIIOUK HACTOSIINAT TOTOBOP MEXTY:

"HOBE MEJIMKBJI TPEVT" OO, cre cepamine B rp. Codus 1000, paiton
O6opue, ampec na ynpaslierue: yi. "Mockoseka" 47, EMK 202670720, npencrasnssano ot
['one Cumeonos omen — YIOPABHTEIL, ONPE/ICIIEH 3a H3IBIHUTEN Clie)] TPOBEJICHA MPOLIE/lypa
34 BB3JIAraHe Ha OOLIECTBEHA MOPHUKA THII "nyGnudHo cheresanne” No 00083-2016-0011, ¢
npeaMer:  JlocraBka wa  MemuIMHCKA JEHHOCT 3a KapHONOrHYHa AeHHOCT, Hapuvan
LIPOJIABAY U

"MHOI'OTTPO®UIIHA BOJIHUILIA 3A AKTUBHO JEYEHUE-JIOBPUY" AJl
rp. Jlo6puu, che cepammme 4Apec Ha ynpapienue: rp. Jlobpuy, yi1. “Ilanaiior Xuros" 24,
ren. 058/600160, thakc: 058/600414, e—maiul: obIb@bggon.net, EWUK 124141302,
lipeacrasigsano or J-p Tpudon Branuvupos Hoppanop — Wsneanurencu Hupexrop na
APYKECTBOTO, Hapuuana KYTTVBAY.

Crpanure ce criopaszymsxa 3a CIIEAHOTO:

IIPEJIMET HA JIOTOBOPA U LHEHHA

Wien 1. IlpojaBausT HpoJlaBa Ha KyIyBaya MEIMIIMHCKUATE M37ICIHA, 110 TIeHH,
KaKTo clieqsa:

Obocobena
ro3uIus No

Enubnuna nena g
nesa 6e3 J[J1C o

— 0
HaumenoBanue ua 00ocobenaTa moz;

Koponapen crent, yeinosen No 2 | 40000
MenukamenT- usmpuBan Ganton 900.00

CPOKOBE U HAYMH HA IUIAIUAHE

Hien 2. CpoxsT Ha HacTos s Aorosop e 12 mMecena or narata ua NOMITUCBAHETO
Mmy. JloroBOpsT npoaninkasa neitcTIeTo cu A0 CKIIIOYBAHETO HA JIOTOBOP C APYT U3ITHIHHTE]
CIIC/L IPOBEX/IaHE Ha 00LIECTBEHA TTOPBYKa,

Ynen 3. Ilocouenure B ui, ] MENHIMHCKA u3aemust me OLAaT JoCTaBsHH oT
fipoZlaBata Ha KyIyBada B Cpok 10 72 (cemeMuecet u JBa) Uaca, Clie/ 3asBsIBAHETO UM,

YUnen 4. Inmxumara ua HpollaBayia cyma 110 BCsKA OTHENHA JOCTABKA [ie Obne
IIaTCHA 0T KynmyBada 110 0aHKOBaTa CMeTKa Ha ipollaBada B cpox no 60 (mectaecer)
KaJICHIAPHM IHK CIIe]| M3/IaBAHETO HAa (axrypa ot HpO,LIaBB_I{F.

Qren 5. CpoksT Ha romgmoct ma OCTABEHHTE MFI[HI_IHHCKH H3zeus Tpsadsa na e
HE Ho-Manek o1 1 (enna ) rogusa KsM MOMeHTA Ha JI0CTaBKAaTa.

MSICTO HA UBITBJIIHEHUE U HPEMWHABAHE HA COBCTBEHOCTTA

HQiren 6. 3a msacTo Ha jgocTaBsHe Ha MCIMITHCKATE H3/IENHs. CE  OTpeelis
“MBAJI-JToGpuu” AJT rp. Jo6pud, yu. “Ianaiior Xuron” Na 24, 38eH0 ,,BonHuuna anTexa”.

Unen 7. CoberBenoctra BbpXY NOCTaBSIHHTE MEIUIUHCKH W3/IEIHs | PHCKBLT OT
IBJIHO WM HACTHYHO HOTHBAHE HA CTOKHUTE IIpEMHHABA BBPXY KYIyBaya OT MOMEHTA HA
[IPHEMAHETO MM Ha MACTOTO HA JOCTABSHE C HPHEMO-TIPENABATEIICH ITPOTOKON WM Apyr
PaBHO3HAYEH JIOKYMEHT.

ITPABA 1 BAABIDKEHUS HA [TPOJTABAYA

Hren 8. (1) IpomaBayst e mrmxen Ala CKIII0YH JIOrOBOp 3a IOJIM3ITBIHEHKE,
KOraTo e 00ABMII B 3asBICHUETO CU 34 YHIaCTHC MON3BAHETO HA MOAM3ILIHKUTET, B CPOK J10
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AHH OT CKJIFOYBAHETO HA JOIOBOP 3a MOMU3MBIHEHHE MWK Ha AOIBIHUTEIIHO CIIOpa3yMeHHe
34 3aMiHA Ha MOCOYCH B 3asBJICHHETO MOMU3ILIHATE HU3MBIHATENST U3NIpAIa KOIIME Ha
AOTOBOpPA HIIM HA JNOTIBIHUTENHOTO CHOPA3yMEHHE Ha BDLSJIOKHTEINS 3aeIHO ¢ OKA3aTe/ICTRA,
"€ Ca M3IBJIHEHHN YCIIOBMATA IO WL, 66, an. 2 1 11 or 30I1.

(2) lomusmenuutenure HaMar 1paBo jaa ﬁpeanaraT CIOHA WM TIOBEYE OT
JEHHOCTHTE, KOUTO Ca BKIIIOUYEHHU B HPEIMETa Ha JIOTOBOPA 2a IOU3ITBIIHEHHE.,

(3) HesaBucumo or BR3MONHOCTTA Aa | CC  HW3MON3BAT  MOMM3IBIHUTCNIH,
OTTOBOPHOCTTA 33 H3IIBIHEHHE Ha I0TOBOpPA 3d 0BImecTEeHa IIOpPBYKA € Ha IIpojasaya.

(4) KynysaunT msama za M3BLPIIBA IMPCKTHH PAsIUIAIaHHA C IO MH3ITbIIHHTE/MTe

Yren 9. lponasaynt e jurbxken 1a ocTass MEJTHITHHCKH H3JICTIHSI, KOUTO!

1. umar manecena "CE" MapKHpOBKa B ChOTBETCTBHE C H3UCKBAHUSTA HA 9T, 15
OT 3aKOHA 38 MEeMIHHCKHTE H31e ks (3MN);

2. UMar HaHeceH HJICHTH(UKAITMOHEH HOMep Ha HOTH(GHIUPAHNUS OpraH 1o ui,
64, an. 2 or 3MU, xoraro [[pOLENlypHTE, Ompe/eiecHn B HapenOHuTe 1o wi. 18 or 3MU,
M3MCKBAT HAHACIHETO MY

3. MMaT HaHECEHH HAMMEHOBAHHE W dapec Ha ynpasieHHe Ha TPOH3BOMHTENS
H/MJH YIIBIIHOMOIIEHHs IIPEJICTABUTEN H BHOCUTEIS,

4. uMaT uHCTpyKIHS 32 YHOTpeOa, ¢ U3KIOUCHHE HA U3JEIUATA, 32 KOMTO TOBA He
€ npeasuaeHo B 3SMU;

5. ca NpUAPYKEHH OT BaMIeH CepTHUKAT, YIOCTOBEPSBALL CHOTBETCTRICTO ChC
CBIICCTBEHUTE U3UCKBAHNSA, IPHIIOKHMH 34 M3ICTHETO, H3/IaICH OT HOTH(UIMpALL OpraH,

0. ca Ipou3BeieHH OT IIPOM3BOIIUTEN, KOHTO HpuUJiara ¥ MoJIbpika cHcTeMa 34
YUpaBlieHHe Ha kadectBoTo ISO 9001:2008 mHiw expuBanenTHA © 00xBaT B obnacrra Ha
IPOM3BOACTBOTO HA KOHKPETHHTE MEAUIIMHCKH H3/1EITHS.

7. CLOTBETCTBAT HA M3UCKBAHHS KbM H3/ICJIHATa 110 CLOTBeTHara obHocofena
TMOSHIIHA, OCOYCHH B OIHCAHUETO, JajieHo B ITpmioxenne No 6: CIHMCBK HA MEIHIHHCKUTE
M3LCIHs 38 KapIMOJIOTHYHA JEHHOCT OT JOKYMEHTALHSTA 34 ydactHe B oOuiecreenara
MOpPBYKa.

Unen 10. IlponaBaust B CPpOKa Ha Joroeopa TpsadBa 1a OTroBapst Ha CleHUTe
H3UCKBAHHS:

1. Jla uma paspernenune iy Y/LOCTOBEPEHHE 38 THPIOBUS Ha €/Ip0 ¢ MEAUIHHCKH
W31/, M31aJIeHO 0T MBI bIHHTe IS Aupexrop Ha MAJI o pena na 3MH.

2. Jla npumara u nommspka cucTema 3a YHOpasjieHue Ha KayecTBoTo SO
9001:2008 wnu CKBUBAJICHTHA, ¢ 0OXBaT B o6racTra Ha TB}J‘ OBHSATA C MEJIMLHHCKU U3 /IEIHS.

3. Hla e ymnsngomonen ot TIPOU3BOTATENIS umj OT YI'BJIHOMOILEH IIPEACTABUTE
Mo emuchia Ha wi. 10, an. 2 or 3MMU 3a mpeacrasutencrso Ha TepHTOpHATa Ha Pb mim 3a
KOHKpETHaTa nopbyka. OTopH3anus He ce M3UCKBA OT [IPOU3BOIHTENNTE HA MEIHIMHCKHU
HM3NICIAA, YCTaHOBEHM Ha TepUTOpUATa Ha PenyGimka Brir pHsL.

Hnen 11. Llenara na MepuimuacKuTe H3JIE/IHA HE MOJKE Ja € II0-BHCOKA OT IleHATa,
lfocouena B xonona F ma Crnmewka ¢ Memmnmuciu uznenust, kouto H3O0K szarmama g
YCIOBHATA Ha OOJHAYHATA Me/[MITHHCKA [TOMOLIL,

Unen 12. TlpopaBawybt e ambxen Jla u3/ane B Cpok (paxkTypa 3a OCTABEHHTE
MEIHIMHCKH H3eIHA.

HHPABA W BAIBIDKEHUS HA KYITVBAYA

Yren 13.(1) Kynyeaunt mma [paBo Jia [poBepsiBa KOJHYECTBOTO Ha BCSKA
OTACIHA NIOCTABKA, KATO NPH yCTAHOBSIBAHE HA HECHOTBETCTRHE o JUTBKEH /12 YBEJOMH
IIpOaBava B CpOK OT 24 yaca.

(2) Ilpu ycranossRale Ha HechOTBETCTBHE B KaueCTBOTO Ha JOCTABCHUTE
MCAHIMHCK] H3/1E/THA KYIYBAaUBT € JIBKEH 13 YBEIOMU IIpoJlaBaya B cpok oT 24 yaca,

(3) HechoTBeTcTBHETO HA KONHYECTBOTO i Ka4yecTBOTO C€ YCTAHOBSBA /</
HPOTOKOIL, CHCTABEH OT KOMHCHS, CHCTABEHa OT JUTHKHOCTHUTE JIHIA Ha KyIlyBaua. Z
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(4) B ciayyaii, ye IpogaBavbT B Cpok 1o 24
OCIIOpH NMMHCMEHO HECBLOTBETCTBHETO Ha Ka4yecTBOTO, TO
YHBJIHOMOLIICH OpraH iy 1abopaTopusl.

Ynen 14. Kynmypausr e UIBIKEH J1a 3aruiat
HATIHA B B CPOKA, ONPEIENEHN B HACTOAIHA JOTOBOP.

HEVCTOMKU

Ynen 15.(1) Ipu 3a6apa ua JIOCTaBKa OT cTpa

(mBajecer u YETHPH )
(Hyna L0, eqna mec
3abaga.

Haca, KymnyBaybT MMa NpaBo na H#
€Ta) Ha CTO OT CTONHOCTTA Ha 346

(2) llpu ycramosspane na HECHOTBETCTBHE
ATBIKEH Ja IOCTABH JIMIICBALIOTO KOIHYECTRO IIPU ClIEB
OT CTpaHa Ha KynyBa4ya B cpox oT 24 yaca. Ilpu ne
KYMYBAYILT HMa IPAaBO Jia MOJIYYM HEYCTOHKA B pasMep H
JMIICBAIIOTO KOJNHMYECTRO.

(3) Ilpu ycranosspane ma HECHOTBETCTBHE B I
Aa T0CTaBU MEUITUHCKHI H3IEITHS C YIOBOPEHOTO KA4YeCTR
TNIOMCKBAHE OT CTpaHa Ha KynyBada B CPOK OT 24 vy
3aIbIDKCHNE KYIIYBa9DhT MMa 1IpaBo jia IIOJIYYH HEYCTOH
CTOMHOCTTA Ha HEKAYECTBEHATA OCTARKA,

(4) B cnyuanre o anusen 2 u 3, axko mpoxa
KYIYBAILT HMa HPABO Aa 3aKymH HeOGXOIUMHTe My
AOCTABYMK, KaTO pasliMKaTa MEXKTy [[eHATA 110 JIOTOROPA U
34 CMeTKa Ha ITpoJaBauva,

Qnen 16.(1) Ilpu orkas ua npojiaBava ja Jio

H3NICIMST Wi Tipu 3a6aBa 11oBeve o1 48 (ueTHpumeceT u oce

aca cjiell yBeIOMSBaHETO TI0 ai. |
MOME Jla MCKa NpoBepKaTa My o

YroBOpeHarTa: 1eHa B pasMmepa, 1o

Ha Ha mpomaBaua ¢ moreue ot 24
JyHQH HCyCTOHKa B pasmep Ha (.1

TBeHaTa JOCTaBKA 34 RCeKH 24 uyaca

B KOHH‘JGCTBOTO, OpomasayeT e

alnara 10CTaBKa, a IIPpHU MOHCKBAHE
H3IIBITHEHHE HA TOBA 3ambinKeHHe
a 5 (met) Ha cro or CTOMHOCTTA Ha

a4YeCTBOTO, OpoHaBavYeT € JUThKEH
P pH clenBaiara J0CTaBKa, a IIpH

a. llpy Hemsubnuenwe ma Topa

c
1&1 B pasmep Ha 5 (mer) Ha cTO OT

BAYLT HC JIOCTABH JIOTOBOPEHOTO,
MCILMHCKH  M3JENHs. OT Jipyr
NCHCTBUTENHO 3arTaTeHaTa 1cHA ¢

“TABH 3aJBCHHUTE MY MEIUIMHCKY
M) Yaca, KyIyBaysT gma IIPaBo Jia

3aKyIH HEOOXOMUMHUTE MY MeHIIHHCKH H3/IEIHA OT IPYT 11
(2) B cnyqaure mo LIpe/IXo/iHaTa aluHes pasiu
JCHCTBHTEIHO 3aIliaTen
Yren 17. KynyBausT mwa 1paBo Jia HCKa o
BPCAMTE, KOUTO € IPETHPIIAN B Pe3YNTAT Ha 3a6aBeHaTs H/u
Yren 18. [pu 3a6apa mna IUlallaHe OT cTpaHa H
Ha TIpollasada HEYCTOlKa, B pasMep Ha 3aKOHHATA JHXBA,

Uien 19. Heycroiixnre, o6esmerenusra u LIeH

MOTaT aa 6’I:,HaT YABPXKAHU OT BCAKO ABIIPKUMO Ha IIpogaBay

[IPEKPATIBAHE HA JIOI'OBOPA

Yiten 20. Lorosopst ce IIpeKpaTsaBa;

1. ¢ ustnyane ma cpoxa, 3a xoiiTo e CKIIIOYeH,
M3PEUEHHE BTOPO;

2. OT u3npaBHaTa crpada IIPH CHCTEMHO HewM3
Aorosopa. Ilon cucremuo HemsnbiHenue ce pasbupa Tako
HIIH [TIOBEYE OT

ITPTH B PAMKHTE Ha C/IMH KaJICH/IapeH Mecell,
JIOTOBOpA,

3. IpH cB3MaBaHeTo Ha YCIIOBHA 3a HOCTaBKa

POBEXKTAHETO HA LIGHTpELHHBHpaHI/I CIICKTPOHHHU TBpProRe.

daTa LIEHa € 3a CMEeTKa Ha [IpoaaBayua.

4. B cyuyait, ye 6ne IPOMEHEHA HOPMATHRHA'
OTHAHE HEOOXOMMMOCTTA OT JOCTARKATA Ha U3JICIIASITA, KOW']

5. IPH HEBB3IMOMKHOCT a ce ocurypu Quna
TIOPBHKATA 110 IPHUYIHHE, KOUTO KYIIYBAYDLT He e MOT'BJI J1a 11P¢

OCTABUHK,.
aTa Mexay 1ueHara 1o AOTroBOpa U

DE3METCHHE B IIBJIEH pasMep Ha
TH HEKAYECTBEHATA JOCTABKA.
4 KylyBaua, MOCIC/HUST bk

OBUTC pasiuKd 1o 4, 16, an, 2
A [J1al1aHe.

OCBE€H B XHIIOTE3aTa Ha HYJICH 2,

['BJIHCHUE Ha 3aIBIDKCHUSTA 110
Bd, H3BBPIICHO IBA WIM IIOBEYe
TPH ITbTH B PAaMKHTE Ha CPOKa Ha

Ha MEIMLMHCKA H3Ie/us Clief
Ia ypenba, B pe3ynraT Ha KoeTo
'0 Ca IIpe/IMET Ha JoroBopa;

HCHpane 3a H3IBJIIHEHWETO Ha
ABHITH.




“MHOT'OTIIPOPHUAHA BOAHULIA 3A AKTUBHO AEYEHUE - ()2"\’.,

” . 1 1
HOBPHUY” Al el
[ HOBPHY 9300 B4 yn " ITanaiior Xuron” 24 B 058/600488 Parc 058/600414 B e-mail: oblb@bergon net Intertek
HAPYTHU YCIIOBU S

Ynen 21. Crpanure no AOTOBOPa HE MOIaT 1a ro M3MEHST, OCBEH B CIydauTe,
IpenBuaesy B wi. 116 or 3011,

Ynen 22. Crpannte no AOrOBOpa M€ PEINABAT Bh3HUKHAIMTE 110 M3IIBIHEHUETO
CHOpOBE 110 B3aHMHO CBIUIACHE, & AKO TOBA € HEBB3MOIKHO, 110 pena na I'TIK, mpexn poxoso
KOMIETEHTHUST Ch/1 B I'p. JloGpuu.

Hien 23. 3a Benuxu HEYPEICHH 10 HACTOSIIHS JIOTOBOP BLIPOCH IIE ce npuarar
pastopentdute na 3011, TTT1301T, 33T u T3.

Hnen 24.(1) 3a Baymmmnu 4ApCCH 3a IpUEMaHe Ha CHOOIIEHHs, CBBP3AHH C
HACTOAMIHS IOTOBOP Ce CMATAT agpPECcUTe, MOCOUCHH B HAUAIOTO Ha IOroBoOpa.

(2) Tlpu mpomsina Ha JaHHHTE 1O IPCAXONHATA alluHes, ChOTBETHATA CTPaHA ¢
AUIBIKHA J1a YBEJIOMH JIPYTata B TPHAHEBEH CPOK OT IPOMSHATA,

[lpy cherassne ma mactosmmsit IOTOBOP €€ NPEACTaBHXA OT W3ITBLIHUTEIS
CICIHUTE TOKYMEHTH 3a JIOKa3BaHe JIMIICATA Ha OCHOBAHIS 34 OTCTpaHIBAHE:;

- 38 oOcTOATEICTBATA 10 WiI. 54, ai. 1, T. I or 3011 - ceuaeTeNncTRO 34 CBLAUMOCT,

- 32 00CTOATEICTBOTO 1O wit. 54, aj, 1, 1.3 ot 3011 - YAOCTOBEPEHHE OT OpPraHuTe
0 MNPUXOJMMTE H yIOCTOBEPEHHE OT OBIHMHATA M0 CCHANIMIETO Ha BB3JOKHUTEIS H HA
KaHIuJ1aTa Ul yIaCTHHUKA;

- 34 00CTOATEJICTBOTO 110 L. 54, am. 1, 1. 6 - YIOCTOBEPEHHE OT OPraHuTEe Ha
M3nennurenna arennus "Tinasua MHCTIEKIHS 10 Tpyaa";

- paspeiichue 3a ThproBus Ha €po ¢ MeIHIHHCKH H3JICNTHA, H3aneao oT MAJ]
MJIH JpYr NOKYMEHT, yIOCTOBEPSIBAIN MPABOTO Ha YUaCTHHKA J1a THPIYBa ¢ MEAMIMHCKH
H3JICIINS, U3/1AJICH OT KOMIIETEHTEH Opral Ha ChOTBETHATA JIbpIKaBa;

- cepruHuKar 3a npunarame u [IOUIBPIKAHE HA CHCTEMA 3a YIpaBjeHHe Ha
kavyecTBoTo ISO 9001 B 06nacrra Ha IPOM3BOACTBOTO H/HIIM THPrOBUSITA C MEIHUI[HHCKH
M3NICNMS  W/MNM  CHCTEMa 3a YIpaBlICHHE HA KadecTBOTO ISO 13485/13488 wu/unm
CKBUBAJICHTHA;

- OTOPH3ALHOHHO THCMO, NBJIHOMOIIHO HIM AT PaBHO3HAYEH JIOKYMEHT,
M3ZIa7ICH Ha YYaCTHHKA OT IPOM3BOJUTEIS WIH OT YIUBITHOMOTICHHUS [PECTABUTEN 110
CMHChiIa Ha w10, an. 2 ot 3MU 3a npexcrasuTencrsd ma TepuTopuaTa Ha Pb unu za
KOHKpeTHara mpouenypa. B cmywamre, koraro wamaresn e YI'BITHOMOILEH TPEJCTABHTE,
ClI€IBa Jla C€ UPEACTaBH M JIOKYMEHTBLT, C KOUTO IPOU3BOJHUTEIAT € YIIbIHOMOIIMI
YI'BJIHOMOIIEHHS IIPE/ICTABUTEI.

Hacrosmusar norosop ce coerasu B TP €/IHOOODA3HH eK3EMILISIpa, eIuH 3a
[poaaBaya U [Ba 3a KyIyBaya.




TRADE Ltag.

Tlpunosicenue Ne 5 - 3a0varncumenen oOpazey

OEHOBO MIPEIJIOKEHUE 3A U3ITLJIHE

ot ,,Hose Meauksi Tpeiin® 001

Codus 1 aapec Ha ympasienne rp. Copug, n.x.
EHMK / BYJICTAT202670720

pencrasiaBan ot ['one Cumeonos Momen
EI'H 7606056629, B xauecTBOTO MY Ha YIIpaBuT

HpaBS{ CIIEJHOTO IIEHOBO HPEATOKEHNE 38 H3IIE]]

i

SULGRARIN

LHUE HA IIOPBYKATA

;1000, yIL. MockoBcka No 47

eI

HEHHC Ha IOPBUKATA!

Ob6ocod
eHa
ITO3HIIH
a1 No

HammMenosanue
obocobenara
TIO3HIIHS

Ha

Mzucksanus KBEM MEIHIIHHCKOTO usnenue

Enunuumg,

Oe3 JIJIC

1

2

3

IlecHa B JieBa

4

1

Koponapen
ycnoseH Ne 1

CTEHT,

Marepuan: CoCr L605; [Teben

saryba (mean foreshortening);
Rapid exchange, xubpunen
3aTBOPEHA KneTka, HoMHHAIHG
Makcumanuo Hazarame: 16 at

Mapkepu: 2 — Ilnatuea / Wpy
IbIDKHHA Ha KaTeThpa: 140 cm;
xarerspa: SF; Bomaw: 0.014
Heivkuna (mm): 8, 13, 16, 19,
AvaMeTsp (mm): 2.5, 2.75, 3.0

HHA HA CTeHaTa 65
Hm (0,065MM mim 0.0026%); Recoil: < 3%; Cpenna

m (burst pressure);
Balloon overhang: < 0,5 MM; |BBHImen AUAMETE]
Ha madra: [Ipoxcumanen 1,9F | Tucraren 2,7F; Ro
nui; HMamonsepaema

13

3.5,4.0,4.5

0,29 %; Nuzait:
— OTBOpEHA W
HayArame: 9 atm.;

CreMecTUMOCT Ha
i 036 mMu;
24, 29, 32, 37, 40.

Koponaper
ycioBeH Ne 2

CTEHT,

Martepuan: CoCr; JleGemuna He

Ausadin  Ha  kmerkata -
CBBMECTHMOCT — paramagnetic;
katerspa: S5F; Jusaiin: Rapid

semi-compliant; ITomesma b

KHHA Ha BoOgaya:

1415 mmM; Bopnau: 0.014% B‘bIHEwH IHaMEeTEp Ha
|

mapra: IlpokcuManen 2.1F

Hbmxusa mpu AuameTsp 1o 3.00 (mm): 8, 12, 16,

19, 24, 28, 34, 38; JI'I:J',[}KIH-IaE‘
3.00 (mm) - 10, 14, 18, 24, 28,

(mm): 2,00; 2.25; 2.50, 2,75, 3.00; 3.50, 4.00

ctpara 0,065 mum;
semi-open; MRI
CEBMECTHUMOCT Ha
exchange; Banon:

ucranen 2.6 F;

M IHaMeTBp Haj
34, 38; namersp

Kopounapen
MeIHKaMEH -
H3JIBYBAIl]
ycioreH Ne 3

CTEHT,

Marepuan: Carbon-Ion stainless steel, uzatt:
OTBOpeHa KieTka; [leGenuna Ha cTpata 110 pm;
"1 m; Jlekapcrso:

Kpocwsr mpodum:  <1.05

Panammmn/Sirolimus/;

ExsuBanentua

JIeKapcTBeHa go3a: 2,0 ug/m; ; Musaiin: Rapid
exchange; [Tomumep: 6Hopa3r9'a MM 33 NEPHOH OT

MeCT  CeOMMIIK, MRI [CbBMECTHMOCT  —
paramagnetic;  Jefemuma | Ha IIOKPHTHETO!
HpHOIH3UTEHO 5 j.LM! CroTHOmEHME
Mera/Aprepust  —  13%-15 o,  Homunammo

Hansrawe: 6 - 7 atm.; MaKczzl:M%m O Hajgranme: 14 -
16 atm (burst pressure); Bn
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prory

e | BULGARIA
wagra: Ilpoxcumaned 2.1 F [ucramen 2.6 F;
ChpBMecTHMOCT Ha Katersbpa:| 5F; Bomaw: 0.014%
Aemxuna (mm): 10, 14, 18, 24, 28, 34, 38.
Huamersp (mm): 2.5, 2.75, 3{00, 3.25, 3.50, 4.00, &
4.50, 5.00 f
4 Koponapen Matepuan: CoCr L605; ebemuna na cTpara 63
METHKAMEHT- M (0,065MM mmm 0.0026“); Recoil: < 3 %.
M3ITRYBALL — CxpesBane: < 0.29 %, Jlesaperso: Sirolimus;
* | ExBUBaneHTHa JieKapcTBEHa hosa 1.25 pg/mm2;
yenoseH Ne 4 Mommvep:  Guopasrpamm 'n OHOCBBMECTHM,;
[Muzaiin: Rapid exchange, XI/Iﬁ}DH,L[@H OTBOpEHA H
3aTBOPEHA KIIETKA, HOMHHanHo HanArage: 9 atm.;
Makcumanso Hamarame: 16 atm (burst pressure)
Balloon overhang: < 0.5 MM] BbHuren JHaMeTsp
na madra: ITpoxcumanen 1,9¥| Muctanen 2,7F; Ro
Mapkepn: 2 — Ilnatuna/Upmpmii;  Msnonssaema
IBIDKAHA Ha KaTeTbpal| 140-142 cM;
CeeMecTuMocT Ha Karetbpa: SF; Bogaw: 0.014% A
win 0.36 MM, Ieiokuna (mm) 8, 13, 16, 19, 24,
29, 32, 37, 40, 44, 48, ﬂuamemp (mm): 2.00, 2.25,
2.50, 275 3.00, 3.50, 4.00, 450
5 MenuxamMerT- DBM - MeagukaMeHT - mmqsﬁtm GasoH ¢ aKTHBHO 900,00
- amxesmBHO BemecTBO Paclitaxel ® excrmmient _
BB RO BTHC  (n-Gyrun-tpu NEXEKCHN  LUTpaT); \ .f“~\'\j
Croromenue Paclitaxel kem BTHC - 90/10; SR
Otpensre Ha Paclitaxel ZMS pg/mm? PTCA < ;..?‘)

Karerep Rapid Exchange; Bonau 0.014
XHAPOMHIHO ITOKPHTHE Ha dac : Tra RX; Yecrora Ha e
noxpurue Ha OanmoHa ¢ Mefmkament: 99.0 %;
HomumanHo Hamsrage 6  bar - 16 bar;
Papgmomzoronnn u BHByaJ‘IHH mapkepu (Pt - Ir);
Hemxuna (mm): 10, 15, 20, 25, 30, 35, 40

Tuametsp (mm): 1,50, 2,00, ﬂ[zs 2.50, 2.75, 3.00,

3.25; 3.50, 4.00
6 EnexTpon 3a | bumoisipen neffcuHr KateTsp |Ge3 GanoH 3a mAcHO
BpEMEHHA CBpLe KpHBKA W 3a melichpaHe B kaMepara.

Ce3paneH ma ocuHTypH HaneXXHO IIeHcHpaHe u
Y/IaBAHE Ha CHTHAJIM B KaMepaTa 4Ipe3 JIOCTHII Ipe3
JOIHa BEHa Kaga. HpeuﬁaeH KOHTpon ©Qe3
NPEKOMEPHA TBBPIOCT, Ommanen KOHTPOJ TIPH
BepTEHe. [[BiGounHa 10 cM. Ha MapKepHTe 3a
NOJCHIIBAHE TIPH HOOT&BHHBTOl IbmxmHa — 110 o,

pasmep —5F, enexTponno paac;{o;mne — 1 oM. J

KapTAOCTHIMYJIAlHI

i

3abenencka: B ronona 4 ce nocouea yew ma 8 1eea 6e3xﬂﬂg k‘c(ﬁuj}uaa

0bocobenama no3uyus, 3a KOSMo Y4ACHHUK LI npeacmaeﬂ,oqbepma

i

Al
ITonmnuce Ha IIpG,E[CTaBJIHBaIII?TO JTHIE U nef{atff“ \
", f',!
Foue CHMeOoHOB FoueE*» leaBHTeJI "

1
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Hpunoycenue No 5

HEHOBO IIPEIOKEHUE 3A H3HI;J}HEHHE HA TIOPHLYKATA

or ,,Hose Memuxpy Tpeitg* 0]0)i
Codus u anpec ua YIIpaBjen

— 3a0vMcumenen oopazey

BULGARRIT

e rp. Codus, m.x. 1000, yi. Mockoscka No 47
EHK / BYJICTAT202670720

NpeacTaBaBan or I'one Cumeomop I oLEB
EI'H 7606056629, g KaqecTBOTO My Ha Ynpa

Mpass creanoro [€HOBO NpemnosKkeHne 3a 13y

Haumenosanne

Ha | MsuckBanms ko Menn
obocobenara

Balloon overhang: < 0,5

Ha magra: [pokcumarey |
Mapkepu: 2 — [Tnaruups /
IBILKHHE Ha KareTbpa: 140 ¢

Hbmxuma (mm): 8, 13, 16, 1

CBBMECTHMOCT — paramagneti
KarteTepa: S5F;  Musaiin: Rap
semi-compliant; ITonesua ha:
1415 MmM; Bopaa: 0.014% Bn
mapra: TIpoxcumanen 2.1F
Avmxusa mpu DHaMeTsp g0 3
19, 24, 28, 34, 38; Tbmxuna
3.00 (mm) - 10, 14, 18, 24, 23

Koponapen
MeIMKaMeHT-
H3JIBYBAL]

ycinoBen Ne 3

Marepuan: Carbon-lon stainle
OTBOpeHa Kietka; JleGenuua
Kpocunr mpoduur:  <1.05
PanaMPtuHH/SiroIimus/;

JICKAPCTBeHA no3a: 2,0 pg/mi
exchange; Monmmep: Gropasrp

CTeHT,

BHTEI

IBJIHEHHE Ha ITIOPBYKATA;

IIHHCKOTO M3Jieime

Maxkcumanio wansrane: lﬂatm (burst pressure);

t; Boamen IUaMeTsp
,9‘F Hucranen 2,7F ; Ro
Hpuanit; Hanonspaema

M; ChBMecTIMOOT Ha
KaTeTbpa: SF; Bogmaw; 0.014% um 036 Mg

0,24, 29, 32, 37, 40,

Huamers (mm):; 2.5, 2.75, 3.0, 3.5,4.0,45
CTeHT, | Matepuan: CoCr; Hebenuna a crpata 0,065 mm;
Husaltn  wa  kperxara - semi-open; MR]

¢; ChEMecTHMOCT Ha
id exchange; Banom:
JUKMHA Ha Bomaga:
HIICH JHAMeTBD Ha
Mucranen 2.6 F;
100 (mm): 8, 12, 16,

npu
s 34,

(mm): 2.00; 2.25; 2.50, 2.75,3.00; 3.

mm;

n; I
AIHIM

Ha

IecT  cemmumu;  MRI
paramagnetic;  JeGemuua
npubinsnTento 5 1m;
Mera/Aprepus - | 3%-15

16 atm (burst

HamArane: 6 - 7 atm.; Makcuman
ressure); Bemm

%o,

|
|

1o

8 steel;
Ha cTpata 110 um;

Exsusanenrya

BEMECTHMOCT

CrOTHOmEe HIEe

HO Hangraue; 14 -
CH IMaMeTbp Ha

IIeHa B Jemy

Be3 IJIC

2 3|
KOpOHapGH CTEHT, | Matepuan: CoCr L6035, Hebennna Ha cremara 65 b
yeroser No ] #M (0,065MM um 0.0026%); Recoil: < 39; Cpenna |

3aryba (mean foreshoﬂtening): 0,29 %; uzaity: !
Rapid exchange, Xubpuaen — OTBOpEHa u t'\ ‘{._
3aTBOpeHa knetka; Hommn THO Hamdrame: 9 atm; W

AHaMETED Hap
38; L[HaM&TBp
50, 4.00

Huzain:

Jexapcrro:

u3ait: Rapid
3a Iepuos or

MOKpHTHETO:!

Homunanmo

57 e

/




TRADE Lt

&

¢ f"‘t) NOVE MEDICAL

Koponapen
MeIuKameHT-
H3IIBYBAalT
yciogen No 4

CICeHT

»

mapra: [poxcumanen
CeeMecTIMOCT Ha Karer
Ibinxyng (mm): 10, 1
Huamersp (mm): 2.5, 2.7
4.50, 5.00
Marepuan: CoCr L605;
M (0,065mM wim 0.0
CxbesBape: < 0.29 9%;
Exsusanenrua JeKapcTae
Honmmep: 6Hopasrpazu
Hnsaita: Rapid exchange,
3aTBOpeHa KneTka; Homuy

2.1 F JMucranen 2.6 F
Bpa: 5F; Bomay: 0.014%;

5, 3.00, 3.25, 3.50, 4.00,

He6ennna na CTparta 65
26%); Recoil: < 3

Hg nmosa: 1.25 pg/mma2;
M
XHOpune

BULGARIA

18, 24, 28, 34, 38.

%.
Jlexaperso: Sirolimus;
" GHOC’BBMECTI{M;
H — OTBOpEeHa 1
AITHO Hallrame: 9 atm.;

Maxkcimanno mansrane: 1
Balloon overhang: < 0.5 MM, Boamey AHaMEThp
Ha magra: [Tpokcumasey LI9F Mucranen 2,7F; Ro
Mapkepm: 2 — HHaTHHa/I/%pH,[[HI‘fI; HUsnonspaema
IbIDKHHA Ha 140-142 oM;

KareTepa;
CeBMecTHMOCT Ha KaTeTbpa: S5F; Bomag: 0,014«
g 0.36 M, Jlen

KuHa (mm): 8, 13, 16, 19, 24,
29, 32, 37, 40, 44, 48, MuaveTsp (mm): 2,00, 298,
2.50, 2.75, 3.00, 3,50, 4.00, 4.50 :
DBM - mMenukament - H3IIBYBA] 6aioH ¢ akTuBHG
4NIXE3MBHO BemecTso Pac iitaxel H eKcUumuenr
BTHC (n-6yTHn-Tpn -XEKCHII  IuTpar);
CroTHomenme Paclitaxel xpum BTHC . 90/10;
Otnenmsime ua Paclitaxel (2.5 pg/mm? PTCA
Karersp Rapid Exchange; Bonaq 0.014%
XuIpodmuro moxpurie wa gacrra RX : YecroTa Ha
HOKpUTHE Ha OGamoma ¢ MeNKamMeHtT: 99.0 %
Homunanmo  mamarame 6| bar - 1g bar;
Pannonsorormu u anyanH#{ Mapkepu (Pt - Ir);
HbIokHEa (mm): 10,

IS, 20, 25, 30, 35, 40,
Anamersp (mm): 1.50, 2,00, F.zs, 2.50, 2.75, 3.00,
3.25; 3.50, 4.00

Brmonapen neicumr KaTeThp Ges Ganon 3a mucmo
CbpUC KpHBKa M 33 NeHCHpaHe B Kkamepara,
Ce3manen na OCHTYPH HamexHo HneHcHpane u
YIaBAHE Ha CHTHaM B KaMEPATa upe3 10cTer npes
JOIHa  BeHa kapa,

[peuusen KOHTpOI.  Ges
TIPEKOMepHa TBBpOCT. Onrimvanen KOHTpoi mpy
BBpTeHE. [IBnGoumps |

0 c¢M. ma MapKepHTe 3a
NofCHBane npy locTaBaneTo, JIbmkima — [ 10 CM,
pasMep —5F, enektp OJTH

0 pascTosHme — | ¢,

6 atm (burst pressure);

Menyxament-
H3IBYRaIT 6aon

3a
BpeMeHHa
KapIHOCTHMY Taris

B ronona 4 ce nocousa yenq
a KOAMo yyacmuuxwsm npedcmaes|

3abenenciq:
obocobenama no3uyus, 3

Hoamue Ha npencrasmsamoro TTHIE ¥ IIe é'r) NS

Cumeonon I oueﬁ“’—"“yﬂpaﬁﬁ"ren

r oné
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TEXHHUYECKO HPEI[HIO}KEHI/IE

Hoanucanuar Toue Cuveonon I oues, EI'H 760605662§§ B Ka4€CTBOTO CH Ha YIpaBuTen Ha
»Hose Mexuxnn Tpeitn OOJL, che Ce/lanuie; ryp. CO(I);HSI, k. 1000, ya1. Mockorcka No 47,
azipec Ha yupasiernne rp. Cobus, mx. 1000, yn. Mockosoka Ne 47, EMK 2026700720,,

HPEJUIATAM CJIEOHWTE VCJIOBUS 3a H3NBJIHCHHE HA IOPBYKATA! &
L. IlpaBs cremsOTO TIPC/UIOXKCHNE 32 M3NBIHEHHE HA NOPHYKATA B CBOTBETCTBHE C | /-,
TEXHHYCCKUTE CeNU(BUKALUM U U3HCKBAHHISATA Ha BB3JIOMHTENSL ( //J ‘
- Cermacro Ilpmnoxenme Ne 6: Couchk mHa MCIMIMHCKUTE H3JeHs 3a KapAuodOrHuHa //
JeHHoCT. L\

B nmoxymenra CITMCBK HA MEJWIIUHCKHUTE H3;1EHH$I 3A KAPJIMOJIOI'MYHA
JEAHOCT seexn YHYaCTHHK € [UIBXKEH JIA [TOM'BJIHY: |

Komona 4: "Omucanue na PEeIIIarasoTo MeﬂHuHHCinnszzeﬂHe”, B KOATO TpsifBa nma ce
I0COYAT XapaKTEePUCTHKUTE H4 MPEeIIaraHoTo MC/IMIUHCKO M3JENHs, CHOTBETHH Ha
H3HCKBAHMATA Ha BB3JIOKHUTEIIS, IOCOYEHH B KOJIOHS 3;

Komona 5: "Kog H30K", B kosTo Tpa0Ba Ia MOCOYM Koma Ha MEIUITMHCKOTO M3OeiHe
ChriacHO CHHCBKA ¢ METHIHHCKH H3JICIHS, KOHTO IH?;OI( 3amiania B YCIOBUATA Ha
OonmHuYHATa MeMIMHCKa TIOMOIIT; 5

Konona 6: "Tbproncko HaumeHoBsanue Ha H3/EIHETO", B KOATO ce I0COYBa TBPrOBCKOTO
HaUMCHOBaHHE HA MEUIHHCKOTO H3/IeHe;
Konona 7: 'IIpoussoxuren/YbnmnoMomen npexncrasutell/IIpurexaren ga CE cepruukar”, \
B KOATO C€ IOCOYBAT IIPOU3BOIUTENIAT W/ HITH YIBITHOMOLIEHUS IPEACTABUTEN 110 wi. 10, air, 2 . N
ot 3MU u/unu npurexarenst ua CE cepTU(HKAT. . N
2. Jlekmapupam CBINIacHETO CH ¢ KII&Y3UTE Ha IPHIIOKEHUS TIPOEKT Ha ZIOTOROD. %
3. JleknapupaM Cpox Ha BaXHIHOCT Ha opeprata: 3 (rpu) mecena or jatata, Koato e |\ |
[I0COYCHA 32 aTa Ha [10/laBaHe Ha odeprara.
4. IlpuemaM cpoka Ha H3MBIHEHHE Ha nopruxara: 12 (1BaHameceT) Mecena or CKIIFOUBAHETO

Ha JIOrOBOpA. 7
5. Ilpuemam cpoka 3a mnamane: zo 60 (mecraecer) KalICHNApHU OHH OT H3BBPINBAHETO Ha
AOCTAaBKaTa M M3JaBAHETO Ha (HaKTypa OT M3ITBIHUTENS, ; 1 .
6. [Ipuemam cpoxa na mocraska: o 72 (cemempecer u 1Ba) yaca OT MOMeHTA Ha 3ajABABAHETO, /A
7. IlpuemMaM cpoka Ha romHOCT: He mo-Manko or 1 (enHa) romuHa Kbm MOMEHTa Ha '
JIOCTaBKAaTA.

8. IlocraBsuuTe MEIMUHHCKY H3IEIH 1I1e OTIOBOPAT Ha|H3MCKBAHUATA IO YL, 82, an. 1 or
3MU u me ca BKIrOYeHH B Cnucpka ¢ MeguumacKn H3zenust, kouto H30K 3aruIaia B
YCITIOBHATA Ha OOJHHYHATA MEIUI[MHCKA [IOMOLI, KaTO ILi€HAaTa, Ha KOATO ce IIpejaraT He e
[TO-BHCOKA OT CTOHHOCTTA 10 KOSTO TH 3ariania H30K,

9. [TpueMaM @ M3MLIHABAM BCHYKY M3HCKBAHHUSA Ha BB3JIOKHUTEINS, IOCOYEHH B oGSBICHHETO
U NOKYMCHTAIHTA 38 yIacTHe.

10. B cnyyait, ue 6boa ompezencH 3a W3MBIHHTEN Ha |IIOpBYKaTa, ce 3amm;caﬁ[)§m
T T

g jﬁb};\{: .
TIONMHCBAHETO Ha NOIOBOPA 3a OOUIECTBEHE IOPBUKE, 14 NPENCTaBs aKTyasH Bg;mpm}n
YIAOCTOBEPABAIIM JIMIICATa HA OCHOBAHUS 32 OTCTPaHsBaHE OT Hpouenyp ta, /KakTo W’
I, b
CHLOTBETCTBHETO C IIOCTABEHHTEC KPUTEPHH 34 nondop: i { ,

e
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|
- 38 00CTOATEICTBATA IO WL, 54, am 1, 1. 1 or 3011 - cBHAETEICTRO 33 CBhANMOCT;,

- 32 ODCTOATENCTBOTO IO I, 54, am. 1, . 3 or 30II - YAOCTOBEpEHHE OT OpPraHuTE II0

HIPEXO/UTE | YIOCTOBEPEHUE OT OOLIMHATA 110 CEANMIIETO Ha BB3JIOKUTENSA K HA KaHIMIaTa
HJIH YUACTHHKA,

\
- 38 00CTOATEIICTBOTO IO wIL 54, am 1,7T. 6 - YAOCTOBEPEHKE OT OPraHuTe Ha W3nenaurema
arenuus "["1aBHa MHCIEKIHS 110 Tpyna";

" Pa3pCIICHHUE 32 THPrOBUA HA €IPO ¢ MEIUIUHCKH H3HeInd, usmaneno ot MAJI wm apyr

- cepTuduKar 3a nupunarane u noAnep:KaHe Ha CPICTGMH%,} 34 YOPaBIIGHWE Ha KayecTRoTO 1SO /
9001 B obmacTTa Ha IIPOM3BOACTBOTO W/MIH THPrOBHATA ¢ MCIHUIHHCKY H30EIUs W/ unu ’/
CHCTCMa 32 ynpaBlieHHe Ha ka4ecTBoTo 1SO 13485/ 13488 w/mim CKBUBAJICHTHA,

- OTOPH3ANHOHHO ITHCMO, ITRIHOMOIIHO HITH JIPYT PAaBHO3HAYEH JAOKYMEHT, H3JaIeH Ha
Y4aCTHHKA OT MPOU3BOJMTENA HIIH OT YIBIHOMOMICHUS HPCJICTaBHTeJI II0 CMHCBIIa Ha w1, 10,

ai. 2 or 3MM 3a npencraBuTencTBO Ha Tepuropusta Ha PB umn 3a xonkpernara Ipoueaypa.

B cinyuanre, xorato msmaren e YUBIHOMOWIEH IIPE/CTABHTEI, ~CIICIBa J1a Ce TIPEe/ICTaBH "

AOKYMEHTBT, C KOMTO NMPON3BOIHTEILAT e yHT:J‘IHOMOHJ;HJ;,Ay‘,l;E\ HOMOILCHES IIpe/icTaBHTE. &
i '
‘j P

o
—er

Iommre na npescraBnsBamoTo muIe 1 Mevar:. R T et | &

I'one Cumeonos Iomes - Ynpasuren
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K BUL GARIA
IIpunoscenue Ne 4 - 3a0wascumenen obpasey

\
TEXHHYECKO NPEJJOKEHUE

| ‘3

Ionnucanusar Tone CuMeonoB Iones, ETH 7606056629, B xauecTBOTO CH HA L
Ynpasuten Ha ,,HoBe MeaukbiI Tpeiin” OO]I, cbe cenamume: rp. Codus, mx. 1000, yu. 4!\
Mockoscka Ne 47, anpec Ha ynpasnenue rp. Codus, H.K.EEOOO, yiI. Mockogcka Ne 47, EMK Y (/ ) )

2026700720, |

R

|
ITIPEJUIAT'AM CJIEJIHUTE YCJIOBUS 3a M3[IBJIHEHNE HA ITOPBYKATA:

|
1. HpaBH CIIEOHOTO IIPEIVIOKEHHE 3a HSHT:JIHGHI‘/IS Ha IIOPBYKATA B CHOTBETCTRUE C |
— TCXHHYECKHUTE CHGHH(IJHK&T_IHI/I U M3HCKBAHHUATA HA BLBHO)KP;TBHH

Ceriacao Tlpunoxenme Ne 6: Chuebk Ha MEIUIMHCKHUTE U3Jelnd 3a LR
KapaHoJIOTHYHA JeHHOCT.

B ooxymenma  CIHCBK HA MEQUITHHCKHTE — H3JEJIHS 34 | \
KAPJHOJIOTHYHA JEUHOCT scexu yyacmuux e ONbIUCEH Oa NONBANU! A"

Konona 4: "Onucanue na npednazanomo MeouyuncKko uzoenue”, 6 Kosamo mpsbea
0a ce NOCOUam XaPaKMePpUCIUKUmME Ha NPEONA2ANOMO MEOUYUHCKO U0ENUS, CoOMBEMHY HA
USUCKEAHUAMA HA 6LINONCUMENA, NOCOYEHY 8 KOLOHA 3;

Konona 5. "Koo H30K", ¢ xoamo mpsbea ()q ROCOUYU KOOQ HA MeOUYUHCKOMO
usoenue cvenacrno Crnucvka ¢ meOuyuncky uzdenus, koumo H3OK 3annawa 8 Ycnosuama Ha
BONHUMHAMA MEOUYUHCKA NOMOUY, ‘

Konona 6: "Tvpzoecko naumenosanue na usgenuemo"”, 6 koAmo ce nocoysa
MbP2OBCKOMO HAUMEHOBANUE HA MEOUYUHCKOMO U30eiue,

Konona 7: "lpoussodumen/Ynvnnomousen npe&cmaeumeﬂ/ﬂpumeofcamefz na CE
cepmuukam”, 6 xoamo ce nocoueam RpouzeOOUMENIM  Wuny YRBAHOMOWEeHUA
npedcmasumen no ui. 10, an, 2 om IMH u/unu npumedicamennm na CE cepmupurxam.

2. [leknapupam ChIIacHeTo CH ¢ KIay3HTe Ha IPUIOKEHHS IIPOEKT Ha J0TOBOP.

3. Jlexnapipam CpoK Ha BalIHIHOCT Ha ocbep‘a"ra: 3 (tpm) Mecena or jarara,
KOATO € TI0OCOYCHA 3a JlaTa Ha [I0JJaBaHe Ha odepTara.

4. ITpremMaM ¢poKa Ha H3ITBIHEHHE HA noprukara: 12 (gBaHamecer) mecela or
CKJIFOYBAHETO Ha JIOTOBOPA.

5. llpuemam cpoka 3a mramase: 10 60 (WwecTneceT) KaleHmapHM IHH OT
M3BBPIIBAHETO Ha NOCTABKATA M U3aBAHETO Ha (HhaKTypa OT U3ILIHUTENI.

6. ITpueMaM cpoka Ha TOCTABKa: oo 72 (cenemx;ece'r H JIBa) 9aca OT MOMEHTA Ha
3asBIBAHETO.

7. TlpreMaM cpoKa Ha TOHOCT: HE TI0-MAaJKO OT | (eIHa) rogMHa KBM MOMEHTA Ha
JIOCTaBKaTa.

8. JlocTapsHuTe MEMIMHCKY M3IeIUs 11Te OTrOBOPAT Ha M3UCKBAHUATA 11O WI. 82,
a1 o1 3MU u me ca BKoyeny B CIHCHKA ¢ METHITHHCKH u3nenus, kouto H30K 3annama
B yCJIOBUATA HA GONHMYHATA MEIHIIMHCKA [IOMOIL, KATO [EHAaT4, Ha KOATO C€ MpPEeIJIarar He e
TI0-BHCOKA OT CTOMHOCTTa 10 KOATO TH 3amania H30K.

9. IlpueMamM 512 M3TBIHIBAM BCHYKH H3UCKBAHHA HA BB3JIOKHTEIL, OCOYSHU "B,
OOSBJIGHHETO U JOKYMEGHTAIMATA 34 y4acTHe. /-f”’_’

10. B ciryyait, ye 651a OIPEJISIICH 32 U3ITBIIHUTE]T Ha IIOPEHYKATA, Ce 34 i?f? :
TP IOANHCBAHETO Ha JOTOBOpAa 3a OGLIECTBEHA NOPHYKE, 7a npe;lcm}jfiaﬁ%
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JIOKYMCHTH y[IOCTOBEPSABAIIM JIANICATA HA OCHOBALHS 3{& OTCTpaHABaHE OT IpOLEAypaTa,
KaKTO H CBOTBETCTBHETO C IIOCTABEHUTE KPHTEPUH 3a HOHQOp:

- 38 00CTOATEICTRATA 10 L. 54,an. 1, 1. 1 or 3011 - CBUICTEIICTBO 34 CHAUMOCT;

- 38 00CTOATEIICTBOTO 110 Ui 54, af. 1, T. 3 or 3011 - YMOCTOBEPEHHUE OT OPraHUTE
II0 TIpUXOMHUTEe M YAOCTOBEPCHHE OT OGLIMHATA IO CeTAIMIIETO Ha BB3JIONKHTENS U Ha
KaHIHU/AaTa WM YUACTHHKA, ‘

- 38 00CTOSITENCTBOTO 1O Uil 54, am 1, 1. 6
Wsnenautenna aredius "I asya HHCIIEKIIHS 110 Tpyna';

- Pa3peLICHHE 3a THPTOBHS Ha eIpo ¢ MGHHH&HCKH u3nenud, u3naneno or MAJI
MM JIPYT NOKYMEHT, YIOCTOBEpPSBAIL TPABOTO Ha YUaCTHHKA Jla TBPryBa ¢ MeIHIHHCKH
H3/ICIIMA, M3MANEH OT KOMIICTEHTEH OpraH Ha CROTBOTHATA IBpKaBa. Paspemenme mmm
YAOCTOBEPEHNIE HE CH M3HCKBA OT HPOH3BOIUTEIHTE Ha MCI[HHHHCKH U3EJIHsA, YCTaHOBEHH
Ha TepuTopraTa Ha PenyOmmka Beirapus; }

- CepTU(UKAT 3a mpHIaraHe u HOAMBPXKAHE HA CHCTEMa 33 YIpaBicHHE Ha
kayectBoTo ISO 9001 B o6nacrra ua NPOU3BOJCTBOTO H/MIIH TBPIOBHSTA C MEIHUIIHHCKH
MBIICIIHMS  W/MIIM CHCTEMa 3a YUpaBIeHHE Ha kadecTBoTo [SO  13485/13488 H/um
CKBHBAJICHTHA, 1

- OTOPH3ANHOHHO ITHCMO, ITBIHOMOIIHO Hm;a APYr PaBHO3HAYEH IOKYMEHT,
H3JaICH Ha y4YacTHHKA OT HPOM3BONMTENS MIH OT YIUBITHOMOIUEHHSA IIPEACTABUTEI IT0
CMHCBIA Ha wi. 10, am 2 or 3MU »a IIPCACTaBUTENICTBO Ha TepUTOpHATa Ha PB miu 3a
KOHKpeTHATa mpouexypa. B ciyuaure, xoraro M3/IaTell € yIBITHOMOIIEH IIpe/CcTaBHTe,
CICHBa Nla CC MPEACTaBM H IOKYMEHTLT, C KOHTO IPOU3BOIUTEIIAT € .. YIBIHOMOIIIIT
YI'BJIHOMOILEHHS MPECTABHTE]L. > '

- YHOOCTOBEPEHHE OT OpraHvTe Ha
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