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f"ﬁs\ ATEHUMA RO OBLUECTBEHN NOPBYKHK

» o 1000 Codng, yn. Nlere 4
A O H daxc: 940 7078
M e-mail: rop@aop.bg , e-rop@aop.bg

MHTEpHET azpec: http://www.aop.bg

NYBJIUYHA ITIOKAHA
AEJTOBOJJTHA TH®OPMAILMA

Jenosoana undopmanusn
IMapruna Ha Bb3nOXKHUTEAS: 00067
[Monenenue:

W3xopsiu Homep: @3“&95&}/ ot nara (9/08/2012

KOMGHTap Ha BB3JIOXKUTENA:

PA3ZJIEJI I: BB3JIOKUTE

I.1) HaumenoBanue, aJpecu U MsCTO/MeCTA 33 KOHTAKT:

Bnanoxuren

Muoronpogpuina ©OOJHMULA 3a aKTUBHO JedeHue "HaumoHasHa
KapaouoJjornyHa OojsHuua" EAJ

Anpec

yi. KoHboBuua 65

I'pan IMoweHcku kon Crpana
Cogusn 1309 Bwernrapus
MscTo/mMecTa 3a KOHTaKT Tenedou

yJ. KoHboBUMLA 65 02 9211221

JInue 3a KOHTaKT (MOJXKE W MOBEYE OT €AHO JIMLE)
VBajileHa AHTeJIOBa
E-mail ®daxke

nkb ep3@hearthospital.bg 02 9217145

WnrepHet anpec/u (korato € npuaiokumo)

Anpec Ha Bb3NOXKHUTENS:

www.hearthospital.bg

Anpec Ha npodun Ha KynmyBada (UM APy MHTEPHET aipec, Ha KOWTO e nyOauKyBaHa
rnokaHara):

www.hearthospital.bg

PA3JIE I
O06exT Ha NopbLUKATA
[ ]Crpourenctso B4 Nocrasku [IVcayru

Kparko onucanue

IlocraBka, MOHTaX M IyCKaHe B eKCIUIoaTauusd Ha eIuH Opoit
YITPAa3BYKOB CKaJles, C BB3MOXHOCT 3a paforTa C KOHCYMATUBM 3a
MHOTOKpaTHa ynorpeba, MNOOPOOHO ONMCaH B TexXHuUecka crneundmralus,
npencrapiaBama TexHMUeCKO HNpuiaoxeHue N 1 xbM HacTosmaTa nyobaudHa
nokaHa, nyoGnmkysaHO B I[lpo¢mia Ha KynyBaua.

O6ux TepmunoJiorunyen peunuk (CPV)

OcH. Ko Jon. ko (KoraTe € HPUIOKHMO)
Ocu. npegmeT 33100000

YHIT: 677f6b4c-8eef-4477-95¢ef-d3464 1463280 1



Mapria: 00067 TMYBJIMUHA TIOKAHA (sepciis 4)

PA3ZREJ I

KoauuecTso uiu o6em

Enve Opoy yJTpasBYKOB CKaJdnej, C BB3MOXHOCT 3a padbora c
KOHCYMaTVBM 3a MHOT'OKpaTHa ynorpefa, NOOPOBHO OnMcaH b
TexXHudecka cneuuduraums, npercrasispama TexHUUYECKO NPUIIOXeHKre N
1 kBM HacTosmara nybnaMuHa nokaHa, nyonmMkyBaHoO B Ilpoduna Ha
KyllyBaua.

Ipornosna croitnoct

(B undpu): Banyra:

MsicTo Ha H3BbpIIBAHE
rp. Codus, yn. KoHbosuua 65 ko NUTS:
BG411

IlnwKBaHnﬂzanznbnneHneHanopquaTa

I. lVsuckBaHUS KBM [IpPEIMETA:

1. DNpousBommTessaT Ha NPENJOXeHMS OT YUACTHUKA NPpOOyKT cCJenBa ma
e ceprmouumpan no ISO 13485:2003 uAM HeTOB EKBUBAJECHT;

2. 3a NIpPenjoXeHMSA OT yYacCTHMKA NPOOYKT CJlellBa Na Cca HaJUYHK:
2.1. HOKYMEHT 3Ba CBHLOTBETCTBME Ha npenjaraiusa NPOOYKT C
U3UCKBaHMdaATa Ha EN 60601;

2.2. pexjapauus 3a CBHOTBETCTBUE C MBUCKBAHMSTE Ha IVpexTuBa
93/42/EEC (CE-Mapka) 3a mnpemjlaraHus NPOOYyKT;

3. NpoM3BOOUTENIAT Ha NPEAJOKEHUS OT yUaCTHUKA IPOOYKT chaensa na
TapaHTvpa B OQMUMAJHO NMCMO HAaJMYHOCT Ha PEB3EPBHM YacCTU M MOIYJIU
Hal-MaJIKO 3a Cpok oT 10 TomMHM, CUMTAHO OT IaTaTa Ha
MHCTAaJlalMATa Ha NPOoNyKTa.

4. TpeIJIOXEeHUAT OT ydacCTHMKA NPOMYKT CJlenBa Ia € HOB -
HeynorpedsaBaH M IOa CHLOTBETCTRA HAMIBIHO (100%) wmam ma HaIBUmAasa
[NOCOYEHNTE MMHMMAJIHM TEeXHUYEeCKU XapaKTePUCTUKM U UBUCKBAHNS,
nocoueny B TeXHMUYECKO mnpuJjokeHue N 1 KBM HacroAmaTa NyOaMuHa
nokaHa, nyOaukyBaHo B Ilpopusia Ha KynyBada, KaTO B TEXHUUYECKUTE
NpenJioXeHUA Ha ydYaCTHUUMTe cjenBa Ia ObIaT NpelcTaBeHU
OPUTVHAJHN KATAJOBM C TEXHUUECKM CHeUMOMKALMM U MHCTPYKUMU =a
paboTa C NpenjioKeHMS MIPONYKT, MNPUIPYXEHU CBC 3aBEepPeH OoOT
npepongava NpeBOn Ha OBITAPCKU €3UK.

II. VBMCKBaHUSA KBM YyUYaCTHULUTE:

1. na npurexaBaT M3pMUHA OTOPUBALUUA OT MNPOUIBOINMTEINS Ha
npemjaranmMa NpoAyKT 3a ydYacTue B HacrosamaTa ofblecTBeHa INOPbBYKA;
2. pma ca ceptudpuumpaHm no ISO 9001:2000 MM HETOB eKBUBAJIEHT B
ofjacTTa Ha OMCTPMOYLMSTA M CEPBUBUPAHETO Ha MeIULMHCKA
amnaparypa ¥ Oa NPpencTaBAT CBOTBETEH CepTUOMKAT;

3. Ia nmpuTexaBaT paspelleHVe 3a THPTOBUA Ha €4PO C MeOMLMHCKNY
usnesnsa, msganeHo oT WAJ;

4. @ma pasnojiaraT C Hal-MajKoO Tpu OpOA NPENnopbKM 3a NoBPO
U3IBJIHEHME IO OOTOBOPM 3a HOOCTABKU Ha MNPOOYKTU, CXOMOHU
(cpBnamamyM KaTo BUJI M KJIAaC Ha NPOIYKTa M KATO IPOMU3BOIUTEN) C
IPEenJIOXEHNTE OT YyYAaCTHUKA NPOOYKTU, MIBBPINIEHM Npes MNOCJeOHUTe
Tpu QuHaHCcoOBM romuHM (2009 . - 2011 r.);

5. ma ocCHMTYpPSAT yCJHyI'MTe Ha pasNnojiokXeHa B CTpaHaTa cepBMBHAa Gasa
3a TapaHUMOHHO U CJenTrapaHUMOHHO OOCHyXBaHe Ha npemjaraHus
NpOOyKT, OTOPM3MPAaHA OT MNPOMUBBOOMUTEJIS Ha NPOIYyKTa, pasnojarama cC
MMHMMYM 2 6pos mMaTHM CEePBUSHU CIEeLMajJucTH, KOUTO ca
cepTuduLMpaHun OT NPOMSBOIMTEJISI, 3a KOUTO CJiellBa Ia Ce MNpPencTaRaT
KOMNUS OT TEeXHUTEe CepTUOUKATU U TPYIOBU INOTOBOPU;

6. =3a rnepuoma Ha TAapPaHLUMOHHMSA CPOK Ha NpemnjaraHusa MNPOoOyKT,
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[ yeacTHuMuuTe ciiensa fla HNeKIapupaT BpeMe 3a peaklUMs Ha CEepBUSHATA
faza npu BL3HUMKBAHE Ha npotGieM B pamkuTe Ha 24 uaca, CUM TAaHO OT
MOMEHTAa Ha NOoJaBaHe Ha BRasgBKa.

ITI. V3MCKBaAHMSA KbBM UBMNBJIHEHUETO

1. YyacTHuuure Hamar npaso na Npenjarar M3NBJIHEeHMEe YPes JIMSUHT.
2. V3O'BbJIHEHMETO Ha MOPBbUKATA cjlenra na ce u3BbpuM B ONepauroHen
GJiok - KJMHMKA MO CcbpIeudHa XUpyprua B OOJHMUHATa Hasa Ha
Be3yoxuren B rp. Codus, yai. ,KonpoBuua” 65, 6sox , X7, er. 5.

3. TapaHLUMOHHUSAT CPOK cJleBa Ha e He Ho-Majbk oT 12 Mecela,
CHMTAHO OT maraTa Ha [yCKaHe Ha NPOOyKTa B eKcrioaTauusda, xKaTo
HPEeNJIOKEHMAT TapaHUMOHEH CPOK CJjelBa Ha e yKasaH B odpmuMaHo
OMCMO Ha dupMaTa — NPOUBBOIUTEJ.

4. Crnen ocbuUeCTBABAHETO Ha HDOCTaBKaTa, MOHTaXa U NYCKaAHETO B
EKCIJIoATalUNA Ha MNPONYKTA, MV3NBIHUTENAT clenpa Ia IpoBene
noaxopamo oCyueHMe Ha [epcoHasa Ha Beaioxnresnsa, xoimTo me paboTu
C HOpOLOYKTa, KATO OOYYEeHMEeTO NpPelCTaBJSBa UYacT oOT nperMeTa Ha
nopmwYkKaTa.

5. CpoK Ba NBJIHO MBMNBIHEHUE HA NnopBYKaTa (OOCTaBKa, MOHTAX U
[IyCKaHe B eKchnjoaTauusa Ha NPOAyKTa) - He nosede orT 90 KaJleHapHu
HAHM, CUMTAHO OT HmaTaTa Ha [NONNMCBAHE Ha OOTOBOpPAa 3a MBNBJIHEHME
Ha Iopbukara.

6. IJamaHeTo Ce M3BBPHBA KAKTO CJENBA:

6.1. aBaHCOBO IJAllaHE B pasmep Ha 30 % OT KpalHaTa LeHa, MJIaTUMO
[Ipy NONNMcBaHe Ha NOTOBOPA 3a M3M'bIHEHME Ha [OPBUKATA;

6.2. OKOHYATEJHO NJjamaHde B pasmep Ha 70 % oT kpajiHaTa LeHa,
IUIATUMO Ha 12 paBHM MECEUHM BHOCKM Ra nepmuon ot 1 ronuxa,
ObpBaTa OT KOMTO, MNJaTuMa cJjel M3TudaHe Ha 30-IHeBeH CPOK OT
faTaTa Ha NOONMCBaHE Ha MpueMaTeNIHO-INpemaBaTelieH IPOTOKOJI 3a
M3BBPIIEHa HOCTaBKa, MOHTAaX M IyCKaHe B eKCIJoaTaluud Ha nponykra,
HO He Npeny NpeacTraBsHe Ha pemoBHA OGakTypa.

IV. He ce pmomyckar no pasrtiexmaHe M CLOTBETHO ce OTCTpaHaARrarT
NpelJIOKeHNA, HECBOTBETCTBAWM HA [OCOUEHUTE MNO-TOPe MBUCKBAHMUS Ha
Breajoxuresd.

Kpurepuii 3a Bn3iarane
[Haii-nucka uena MKOHOMHKYECKH Hal-u3roana odepra

Hoxazarenn 3a ouenka Ha oepruTe

3a BCAKa oTmeyHa odeprTa, OTTOBapAma Ha MBUCKBaHMATA Ha 300 u Ha
M3VICKBAHMATA Ha BB3JIOXMTENd, KOMUCUATA UITOTBS KOMIJEKCHA OLIEHKA
Ha 0asa CJyenHMTe NOKazaTesu: KpalHa LeHa - OTHOCUTEeHa TEeXeCT
60; kadyecTBO (TexXHUUECKM M GYHKLUMOHAJIHU XapaKTepUCcTUKU) —
OTHOCKTEJIHa TexecT 30; rapaHUMOHEH CPOK Ha NpPomyKTa -
OTHOCKUTeJIHa TexecT 10, npu npmiaraHe Ha ClemgHATA METONMKA 34
OlleHSBaHe:

*KpaliHa LeHa - oLeHKaTa ce u3passgBa C YuCJo, npencrTaBJigBallo
CEROTHOWEHNE MEXINYy IpenJoXeHaTa Hal-HMCKa KpalHa LeHa OT YYacCTHUK
B ofmecTBeHaTa NOPBbYKA KBM NpenjoxeHaTa KpalHa LeHa Ha BCEeXKU
€noMH OT ydaCTHMLMTE, YMHOXEHO C TeTJIOBeH KoeduuueHT 60;
*KauecTBO (TexHMUECKM M QYHKLUMOHAJHM XaPaKTEPUCTUKM) - OlleHSBa
ce ¢ mo 30 T., M3UMCIEHM BB3 OCHOBA Ha HAJIMUMETO HA TEXHUYECKU U
QYHKUMOHAJHM XapaKTePUCTUKM Ha NpenjaraHus NPOOYKT, KOWUTO
HaBUilaBaT MMHMMAJIHUTE M3UCKBAHUSA Ha BBIJIOXUTEIS.

*l'apaHLMOHEH CPOK Ha amnaparypaTa - OlleHKaTa ce uspassgBa C 4KcIio,
NpencTaeaaBamo CbOTHOMEHME MEeXIy [IPEeNJOXKEHUAT TapaHUMOHEH CpOokK
OT BCEKM eIMH OT YYaCTHMUUTE KBM NPEeNJIOXKEHUST Hal-IbJIbT
TapaHUMOHEeH CpPOK, YMHOXEHO C TeIJlIoBeH koedpuumeHT 10;
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KpaltHaTa olLeHKa Ha odepTaTa Ha BCEKUM eIOUH YyUaCTHUK Ce NOoJIydarBa
ype3 cOopyBaHe Ha OLEHKMTEe, IOJIyUeHM OT HEero IO BCEeKM eIMH OT
TOpPHUTE [oKas3aTesn.

Ha Oasza KpaliHMTe OLEHKM YJaCTHMLMTE Cce KJjacupaT [0 HUBXOMAW pel,
KaTo Ha [IBbPBO MACTO Ce KJjacupa yUYaCTHUKBT C Hall-BUCOKA KpaliHa
OlLleHKAa.

Cpok 3a nosyyaBane Ha opepruTe
Hara: 16/08/2012 nn/mm/rrrr Yac: 16:00

Esponeiicko punancupane Hda [] He

Jonbanureana uHPOpMA A

Honbanurenna MHPOpMaLKs 1 JOKYMEHTH, CBBbP3aHH C MOPbUKATa, MOTaT la ObAAT NOayUYeHH
Ha NOCOYEHUS HHTEPHET aApec UiK APyro:

I. OgeprTuTe cCyemsa ma Ce nomaBaT B IOeJOBOALCTBOTO Ha MBAJ , HKB”
EA]l B HamnmcaH, B3alnedaTaH, HENpOos3paueH IJIMK U Oa ChOAbpXaT:

1. 4CHO LUeHOBO INpelJioOXeHue B JieBa C BkJ. ILIC;

2. TeXHUUECKO IMNPEenJjoXeHUEe, CBHOBPXAWLO OPUIMHAJHU KATAJ03U C
TEeXHMUECKM cHeundurkalMM M MHCTPYKUMM 3a paboTa C NpelyIoXSHUI
NpOOyKT, NPUIAPYXKEHU CBC BaBepeH OT IpeBolaua NPeBOoI Ha OBJTapCKu
e3UK;

3. pmexJjlapauus, CBIObPXalla COMCHBK Ha OCHOBHMUTE IOT'OBOPU 3a
OOCTABKM Ha INPOINYKTM, CXOOHM (CBBIaAjaly KaTO BUIO M KJac Ha
NponyKTa U KaTO MNPOM3BOAMUTEJ) C HNPenJIOXKEeHUS OT ydacTHUKA
NPOOyKT, WU3BBPUEHM IIpe3 NOoCJHeIHUuTe Tpu ¢uHaHcoBU TroimHM (2009 .
- 2011 r.), BKJOUUTEJIHO CTOMHOCTHUTE, HATUTE U IOoJydaTeJauTe,
npuapyXeHa OT BaBepeHM OT ydaCTHUKAE KONMSA OT MPENOPBKM 3a nodpo
UBNBJAHEHUE O INOTOBOPU Ba INOCTaBKM Ha NPOAYKTM, CXOIHMU
(cpBROAZAmM KATO BUIO M KJac Ha NPOOYyKTa M KaTo NPOUBBOIOUTEJ) C
NpenjioXeHuss OT ydacCTHMKA MNPOAYKT, M3BBPIEHM [pe3 MNOCJIeOHMTe TPU
bunancoryu TommHu (2009 r. - 2011 r.);

4. BaBepeHM OT ydyaCTHMKA Kommsa OT cepruduxaTyu no ISO 13485:2003
(MM eKBMBAJIEHTHO) Ha NPOM3BOIOMTEJIS Ha NpenjaraHmsa NPOOyKT,
NPUOPYXEHM CBC 3aBepeH OT NpeBoJauva MNPeBON Ha OBITapCKu €3UK;

5. BaBepeHO OT y4YaCTHMKA KONMe OT OOKYMEHT 3a CLOTBETCTBMEe Ha
npemiaraimMsa MNPOOYKT C MBUCKBaHMATa Ha EN 60601;

6. BaBepeHO OT ydyaCTHUKAa KONMe OT IeKjapauud 3a ChOTBETCTBUE C
usKuckKkBaHMATa Ha ImpektmBa 93/42/EEC (CE-mapka) 3a npenjalaHus
NPOnyKT, MNPUIPYXEHM CBC 3aBepeH OT Npepolmava NPeBOn Ha Obarapcku
e3UK;

7. OPUIMHAJIHO IMCMO Ha MPOMUBBOAMTEJIA Ha NpenjaraHud NPOOYKT, C
KOETO YyYaCTHULMUTE [OJIydyaBaT M3PMUHA OTOopMU3aumMsa OT NPOMSBONUTENIA
Ha NOpenjaraHusa OPOOYyKT Ba ydacTue B HacrodmaTa obmecTBeHa
nopbusia, OPUIPYXEHM CBHC BaBepeH OT IpeBolada NpeBokn Ha OBiTrapcku
esuUK;

8. BaBepeHO OT yudacTHMKA Komme oT ceprupuxar no ISO 9001:2008
(unu exkBMBAJIeHTEH) B oOJlacTTa Ha TBPrOBMATAa, IapaHUMOHHAaTa U
clenrapaHUMOHHATA MNOOIPEKKA Ha MeOMLMHCKA anaparypa;

9. mBaBepeHO OT yuyaCTHMKA KOIMe OT BaJMOHO paspemeHue oOT VAJl sa
THPTOBUS Ha €OpOo C MEIUUMHCKU M3IOeJNA;

10. OpPUTMHAJHO OMCMO HAa MNPOMBBONUTEJIS Ha NPEOJIOKEHUA NPOOYKT, C
KOETO Ce sasgBgBa pasMepa Ha NPOM3BOINCTBEHMA IaPAaHUMOHEH CpPOK U
aHTaXMMEHT Ba MNOINIPBAKKa Ha PE3EepPBHM 4YacTM UM MOIyaM 3a MuHuMyMm 10
-TomulleH CPOK, CUMTAHO OT JaTaTa Ha IIyCKaHe Ha NponyKTa B
exkcrioaTaumsa, NPUIPYXeHM CbhbC 3aBepeH OT IpeBonavda NPeBOI Ha

BBIATapCKU €3UK;
11. opuruHajHa Iekjapauud OT ydacCTHMKAE, 4Ye NPpeANaraHuAaT NPOILyKT |
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e HOB (HeynorpebsaBaH) ;

12. opuruHanHa mekjapauusa OT ydYacTHMKA, uye OCUT'YPABa YCIAYTUTE Ha
pasrnojiokxeHa B CTpaHaTa cepBusHa 6asza 3a TapaHLMOHHO U
CIIeATapaHUMOHHO OOCJ/yXBaHe Ha NpeljaraHusa NPOIYyKT, OTOpPHUBUpPaHa
OT INPOM3BOAUTENA Ha NpPOAyKTa, pasnojarama C MUHUMYM 2 Oposg maTHH
CEePBM3HI CIEeUMaJuCT, KOUTO ca CepTuduuMpaHy OT NPOMUBBOLUTEJS,
3a KOMTO cCJlenBa Ia Ce NPeACTaBAT KOMMA OT TeXHUTEe cepTUdmMKary u
TPYOOBM HOOTOBOPU;

13. opuruHanHa meksapauusa, uye npu HEeM3NpPpaBHOCT Ha OpoayKTa o
BpeMe Ha TIapaHUMOHHMS CPOK, CEepBU3BT pearupa B CPok no 24 uaca
OT IoJlyd¥aBaHe Ha CUTHAaJ 3a Heu3NpaBHOCT;

l4. BaBepeHO OT yyYacTHMKA KONME OT AOKYyMeHTa 3a pervcrpanmnsa uiam
eOVMHEeH MIeHTHMOUKAUUMOHEH KOI CBIJIACHO uj. 23 oT BakoHa =a
TBPTOBCKMA PEeTUCTBP, KOTATO YYACTHUKDT € KWPUIOMUECKO JULE WUIIN
€NHOJNMYEeH TBPTOBEL, MJIM OT OOKYMEHTa 3a CAaMOJMUHOCT, KOTaTo
YUYACTHUKDBT € PU3MUeckKo Jule;

15. cpox Ha BamumgHoCcT Ha obdeprara.

ITI. C yuacTHMKA, ONpPeIeNyIeH 3a MBNBJIHUTEN, Ce CKJOUBA MNUCMEH
AOTOBOP. IlpM CKIKNUBAHE Ha HOTOBOpa OINPENeJIeHMAT MINBbJIHUTEJ
npencraepa OOKYMEHTM, M3OaleHM OT KOMIIETEHTEeH OpTaH, 3a
yoocToBepABaHe Jjuncara Ha obcrosaresicrBaTa no ui. 47, am. 1, 7. 1
or 30I, KakKTO mekJjapaluuM 3a JulcarTa Ha oBCTodTeJicTBRaTa IO ujl.
47, an. 5 or 30I.

PABJIEJ IV

Cpok Ha BaJIHAHOCT HA NYOJNYHATA MOKAHA (BKINOYHTEIHO)
Hara: 16/08/2012 na/mm/rrrr
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