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ﬁ AIEHLNA MO OBLUECTBEHM NMOPBYKK
AO

NYBJIUYHA [TOKAHA
AEJIOBOAHA UHO®OPMAINUA

HJenosoana nHpopmanusn

[TapTuna Ha Bb3nioxuTens: 00067

Ioneneuue:

Hsxopnsy Homep: 03 00-862 ot gara 21/08/2013
KomeHTap Ha BB3nokuTens:

PA3JIEJL I: BB3JIOXKUTEJI

I.1) HanmenoBanme, aipec H MACTO/MeCTa 33 KOHTAKT:

Bo3noskuren

MHoTOnpo®dmiHa ©OOJHMIA Ba aKTUBHO JledueHue "HaumoHajHa
KapOomoJsiornyHa OosHuua" EA]L

Anpec

yi. KoHpoBuULa 65

I'pan Towmencku kox CrpaHa
Codus 1309 Brarapusga
Mscro/MecTa 32 KOHTAKT Tenedon

yia. KoHborBuLa 65 02 9211221

JIMue 3a KOHTAKT (MOJKE W MOBEYE OT eHO JULE)
EneHa Basesa

E-mail dakc
eradchenkova@abv.bg 02 9217145

HnrtepHer anpec/u (koraro € npuioKuMo)

AJpec Ha Bb3IOKUTENS:

www.hearthospital.bg

Anpec Ha npodut Ha KynyBaya (Wi APy WHTepHET apec, Ha KOWTO € NyONIuKyBaHa
nokaHara):

www.hearthospital.bg

PA3JIEJ II

Ob6exT Ha mopbLYKaTa
[]Crpourencrso X ocrasku [ 1Venyru

Kparxo onucanme

IocTaBKa Ha Oe3MHOQEeKTaHTM, NONPOOHO chneuuduuupaHm B llpuigoxexHyue It
1 xBM HacTodAmaTa OyoOJMyHa [NokKaHa, NyOamKyBaHoO B Illpoduia Ha
KynoyBada.

00wy Tepmunoornuen peynuk (CPV)

OcH. xox Hon. ko {koraTo e mpuIoxIHMo)
OcH. npexmeT 33631600
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PA3JIEJI 111

Konuuectrso mian 06em

[IPOTHOBHUAT enHOTOOMIWEH OBEM Ha NOTpedJeHMe Ha OTHeJHMUTE
HOMEHKJIATYPHM €HOMHMUM, NpeIMeT Ha [opbhuKaTa, Ca MNOOPOBHO
cneuuduumpanu B IllpujgoxeHre N 1 kBM HacTodmaTa nySaAUYHA okaHa,
nyOnuKyBaHo B IIpoduia Ha KynyBaua. [lpenBMI NPOTHO3SHMA XapakTep
Ha HOOCOUYEHUTe KOJNMUECTBA, BBIJOXKUTENAT HEe Ce 3anb/ikaBa Ia I
YyCBOM HamowJHO (100%).

Ipornosna croitHoct

(B undpn): 73850 Banyra: BGN

MsicTo Ha H3BBpHIBAHE
rp. Codus, yn. Konbosuua 65 xoa NUTS:
BG411

H3zuckBanus 3a N3NbJAHEHNE HA NOPBLYKATA

I./3uCcKBaHUA KBM NpeiaMeTa:

1. nmpomyxTuTe, KOUTO Ce mpenjaraT, cjelBa Ia orroeapdaT 100% Ha
U3NCKBaHMATa Ha CneumbpmkaumaTa B lpuioxeHre K 1 KbM HacToOgmarTa
ny®amndHa IOoKaHa, NyOJAMKYyBaHO B [Ipoduiia Ha KynyBaua;

2. Ba BCEeKM eIMH OT NpPOAYKTUTe CJjerBa Ia uMma nHQOPMaLMOHEeH OuII
3a ChCTaBa Ha HOeTepreHTuTe UM MHOOPMALMOHEH JIMCT 3a 0es’0IacHOCT
3a BCEeKM IpernapaT cwvrJjlacHoO PersamenT (EO) N 648/2004r.;

3. 3a BCeKM eIVH OT MNPOOyKTMTe CJiemBa ia MMa opUT'MHAaJIHa
MHCTPYKUMA 3a NPWJIOXEHME Ha NpelJlaTaHuTe HNPOOYKTM U Jieralus3upaH
IpeBon Ha cwlaTa;

4. XKBM OaTaTa Ha OOCTAaBKa MNPONYKTUTE cJjelBa Ia MMaAT OCTaTbhueH
CPOK Ha TOOHOCT He IO-MaJ'bK OT 75% OT NPOMB3BOICTBEHUA CPOK Ha
TOOHOCT;

5. MNPOOYKTUTE 3a XUTMEHHA U XUPYPTUUHA Oe3UMHOEeKLMT, BasupaHy Ha
AJIKOXOJM CJienBa Ha OTIOBApAT Ha eBponelckure HopMm — EN 1500 u
EN 12791 u EN 14563;

6. MNPOOYKTUTE 3a NOBBPXHOCTM M UHCTPYMEHTApPUyM CJIeIBa Ia
OTTOBaApPAT Ha eBponeMckure HopMum EN 14 476 m EN 14 563;

7. 3a BCEKM eIMH OT NpelaraHuTe NPOINyKTM cJelBa Ia ce
NpegocTaBAT MOCTPM B OPUIMHAJHM ONAKOBKU.

8. 3a BCexkM eIVH OT NPOOYKTUTE Ia Ce NPEeNoCTaBM eKCIepTus3a WU
IPOTOKOJI OTHOCHO eQMKACHOCTTA MY

II. V3UCKBAHUSA KBM yUYaCTHMULUTE:

YyacTHMULUMTE CJeIBa Ia [IpuTexaBarT:

1. paspemeHMe 3a INPOMBBONCTBO M THPTOBUSA Ha €IPO C MeIMLMHCKU
ns3genusa, msganeHo ot MAJL;

2. cepTuduKaT Ha [NPOMUSBOIMTEJNS 3& BHEIPEeH cTaHmapT oo ISO
9001:2008 m ISO 13485:2003 uam eKBMBAJEHTHO Ha THAX, M3OAageH OT
HOTUOMLVPAH OpITaH;

3. mekJyiapauusa 3a CHLOTBETCTBUE OT INpousBomuTess Ha ,CE” mMapka 3a
MEOMUMHCKO M3OejiMe, CbIJIacHO JupexTtuBa 93/42/EC;

4. paspemeHMe oT M3 Ba HNyCcKaHe Ha as3apa Ha OMOUMIHU NpernapaTtu,
CBIJIACHO pema no ria. IV orT 3akoHa 3a 3amuTa OT BPEemHOTO
BB3IENCTBUE Ha XVMMMUHUTE BemecTBa U cMecu M HapenbaTa 3a
YCJIOBUATA M pella 3a [yCKaHe Ha [asapa Ha Oououunu;

5. oTopmuBauMsa OT MNPOMUBBOIOUTEJNS Ha OpenjlaraHuTe NPOOYKTH.
ITI.VI3uMCKBAHUA KBM UBIBIHEHUETO:

1. Cpok 3a u3OBJHEHME Ha NopbukaTa — 12 Mecella, CUMTAHO OT
CkJIIDUBaHe Ha OOTOBOpa 3a Bb3JlaTraHe Ha obmecTBeHaTa NOPBYKA;

2. MacrTo Ba m3nbjgHeHue - OOJHMUHa anTexa Ha MBAJI ,HKB” EAI B Ip.
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Codpmsa, yn. ,KoHboruua” 65;

3. Cpok Ha pocraBkaTa - B CPOK 40 48 uaca, cCuMTaHO OT uBnpamaHe
Ha 3asBKa Ha QaKC-HOMEp, I[OCOUEH OT UBINBJIHUTEIL;
4. HaumH Ha nJjamaHe - no OaHKOB BT, B 60-IOHEBEH CPOK cJjen

usBBpPUBAHE Ha NOCTaBKa, HO He Ipenu NpencTaBsgHe Ha penoBHa
fakTypa M KomMa OT 3asgBKATa U NpuUeMaTeJHO-NpenaBaTeSHUg NPOTOKOJ
3a M3BBpHEeHaTa ILOoCTaBKa.

IV. He ce monyckaT no pasIilexiaHe M CHLOTBETHO Ce OTCTpaHaBaT
NIpenyoXeHus, IIPU KOUTO:

1. IpennoxeHMAT NPOOyKT He OTroBapa Ha CHneumMbukaumaTa B
llpunoxenne M 1 kbM HacTOAmMaTa NyOiaMuHa [OKaHa, NYyBJIMKYBAHO B
[lpoduiia Ha Kynypaua.

2. NlpenJjioXeHUAT NPOLNYKT HE OTIOBAPA Ha MBUCKBAHMATA, TNOCOYEHU B
T. I

3. YJYacCTHUKDBT He OTIOBaps Ha M3UCKBAHMATA, NOCOYeHM B T. II.;
4. YyacTuKBT npensiara M3NbIHEHME, HeCHLOTBETCTBALO Ha
U3UCKBaAHMATa, NHOCOUeHuM B T. ITIT.

V. Jlonycka ce ydaCTHMUUTE Oa NpeljlaraT YacTHMUHO MBIBJIHEHME Ha
nopsYKaTa - Oa odpepupaT OOCTaBKa Ha YAaCT OT HOMEHKJATYPHUTE
eIOVHNLMN .

Kpurepuii 3a Bb31arane
[ ]Haii-Hucka neHa X ukoHomuuecku Haii-usromHa odepra

foxka3aTe.nu 3a ouenka na opeprure .

3a BCAKka oTHmesHa odpepTa, OTroBapsilla Ha M3UCKBAHMATA Ha 30 U Ha
MBUCKBAHMATA Ha BB3JOXKUTENS, KOMUCKSATA MITOTBA KOMIJIEKCHA OlLEeHKa
Ha Oasa CJIeIHMTe [OoKa3aTeNM: LeHa — OTHOCHMTEeJHa TexecT 65 u
Ka4yeCTBO — OTHOCHTEJIHa TexecT 35, npu HnpujaraHe Ha cienHaTa
MeTOIMKa 3a OleHsaBaHe:

°lleHa -~ m3pasdBa Ce C UKMCJO, NPENCTABJJABANO CBOTHOMEHUE MEXIY
NnpemIoXeHaTa Hal—-HMCKa LeHa Ha MeOUUMHCKO M3OejiMe OT YyYaCTHUK B
ofmecTBeHaTa NOPBYKA KbBM NPEeIOJoOXeHaTa lLieHa Ha BCEeKM eIMH OT
YYaCTHMUUTE, yMHOXEHa C TeTJIOBeH KoeduumeHT 65;

*KauecTteo - mo 35 T., onpenejleHs CBHOBPAa3HO: CTeNeHTa Ha
CBEOTBETCTBME Ha IMNPOIOYKTa CBbC 2BajaHUeTOo-CcHeumduxaLus;
amanTUBHOCTTA Ha MNPOOYKTa KBbM KIMHUUYHATA IOEMHOCT; IIOJIOXKMUTEJIHMAT
ONMT C MNPOOYKTA B MHCTUTYLUMATA; CepTUdUKAT 3a KadecCTBO.

[lpaBu ce KJacupaHe 3a BCAKa OTIEJHa HOMEHKJIaTypHa eOMHMIE, KaTo
Ha NOBPBO MACTO Ce KJacupa YyYaCTHUKBT, NOJYUMUJ Hal-BUCOKa oBma
OLleHKa 3a CBOTBeTHAaTa HOMEHKJIATYypHAa edMHMIA.

Cpoxk 3a nosryuaBane Ha odepruTe
Hara: 28/08/2013 nn/mMm/rrrr Yac: 16:00

Esponeilicko punancupaue Jia [ He

Jonmbanureana nudopmanus

JonbaHutenHa nHpopManys U JOKYMEHTHU, CBbP3aHy C NopbyKaTa, MOraT a ObJaT moy4eHu
Ha NOCOYEHHs MHTEPHET aIPEC WK APYTro:

ObepTuTe Crnempa ma Cce nomaBaT B IOEJOBONOCTBOTO Ha MBAJ ,,HKB” EA]I
B HaONuMcCaH, 3aledaTaH, Henpos3pauYe:H MK M Oa CBOBPXAT:

1. SCHO 1IeHOBC NpenjioXeHMe, BKJIOUBAWO eNMHUUHM LeHM 3a BCAKa
HOMEeHKJIaTypHa eIuHMLAa, Ba KOATO Ce KaHOMIOaTCTBa, KaTo IIpHu
KaHIMOaTCTRaHe [0 HOMEHKJaTypHu eduHMum: 1, 2,3, 9, 10 n 11 orv
CneumbpmukaumsaTa cCJjenBa Ia Cce clhasBaT TabauMuHuTe QopMM, 3alaleHyu B
MpunoxeHue N 1 KBM HacTofAmaTa nyOJMuHa [HOKaHa, NyOJAMKYBaAHO B
[Ipoduiia Ha KynyBada;

2. BaBepeHO OT yUYaCTHMKA KOIMEe OT paspelleHMe =3a IIPOUBBOICTBO U
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TBPTOBMA Ha eIPO C MEeOMUMHCKU U3IeJUS, U3TaLeHO oT MUAJ;

3. BaBepeHO OT YyYaCTHMKA KONMe OT cepTudrKaT Ha NPOM3BONUTEINS 3a
BHeIOpeH cTaHmapT no ISO 9001: 2008 m ISO 13485 : 2003 wuiam
€KBUBAJIEHTHO Ha TAX, M3naldeH OT HOTUOMLMPAH OpraH;

4. 3aBepeHO OT yuyaCTHMKA KOIME OT AeKjapalMusa Ba ChbOTBETCTBUE OT
npomssomuresns Ha ,CE” Mapka 3a MeOUMUMHCKO M3IeJMe, CBIUIACHO
oupekTuBa 93/42/EC;

5. 3aBepeHO OT yuYaCTHMKA KONME OT paspemeHre oT M3 3a NyCcKaHe Ha
nasapa Ha OMOUMIHM IpenapaTi, CHIJIACHO pema no . IV oT BaxoHa
3a 3amMTa OT BPEOHOTO BB3OEMCTBME Ha XUMMUHMUTE BeNecCTBa U CMECH
1 HapenbaTa 3a ycjoBMATa M pela 3a NyCKaHe Ha fasapa Ha OUOLMIN;
6. mHpopMauMOHEeH OuIl 3a ChbCTaBa Ha AeTEePTeHTUTE U MHOOPMalLMOHEeH
JucT 3a 0e30MnacHOCT 3a BCeKM IpelapaT ChIJIAacHO PermamedT (EQ) N
648/2004r.;

7. OPUI'MHAJHA MHCTPYKUMSA 3a NPUJIOXEHMEe Ha OpemjaraHuTe OPOOYKTU
n Jeraju3MpaH NIPpeBOI Ha CbhillaTa;

8. 3aBepeHO OT yuyaCTHMKA KONME OT OTOPMBalMUSa OT NPOUBBOOUTENS Ha
npenjaraHuTe OPOOYKTU;

9. opuruHanHa HexJapalus, uYe OCTATBbYHUA CPOK Ha TONHOCT Ha
NPpOOYyKTUTE KBM MOMEHTAa Ha OOoCTaBKaTa HaMa Ja ObIe NO0-MajibK OT
75% OT HNPOMBBONCTBEHMSA CPOK Ha TOINHOCT;

10. szaBepeHO OT yuYacCTHMKA KOIME OT EKCIepTU3a MM MOPOTOKOJ
OTHOCHO e(QMKACHOCTTa Ha MNPOIOYKTUTE 3a XUIMEeHHa U XUPYypPIUUHAa
nesuHbexinda, OaszupaHM Ha alJKOXOJIM CJelBa Oa OTTOoOBapAaT Ha
eBponeMckuTe Hopmu — EN 1500 m EN 12791;

11. 3aBepeHO OT yYyacCTHMKA KOIME OT eKCIepTU3a MIM NPOTOKOJ
OTHOCHO eQMKACHOCTTa Ha MNPOIOYKTUTE 3a IOBBPXHOCTU U
MHCTPYMEHTAPUYM CJlellBa a OTrOBapAT Ha eBpoIlelckuTe HopMu EN 14
476 1 EN 14 563;

12. saBepeHO OT yyacCTHMKa KONME OT NOKYMEHTa 3a perucTpalumsd UIx
eIVHEeH MIOSeHTUPUKALMOHEH KOI CBIJIACHO uJ. 23 oT 3akoHa 3a
TBPTOBCKMSA PETrUCTBP, KOTATO YYAaCTHUKBT € DPUIUUECKO JMUle WU
€IOHOJIMYEH TBPIOBEL MJIM OT HOOKYMEHTa 3a CaMOJMUHOCT, KOIraTo
YUYaCTHUKBT € QUBUUECKO JuUle;

13. cpor Ha BajumHOCT Ha obeprarTa;

14. mocTpu Ha npemjiaraHUTe NPONYKTU B OPUTMHAJIHU OINAKOBKIU.

C y4JacTHMKA, OIpeneJseH 3a M3NOBJIHUTEJ, Ce CKJIWYBA [IUCMEH IO0TOBOP.
[Ipy CKJIUBaAHEe Ha IOOTOBOPa OIIpeleIeHMAT M3IBJIHUTEJ HpelncTaBs
OOKYMEHTM, M3IOaIdeHM OT KOMIIETEeHTEeH ODIaH, 3a yIHOCTOBepsBaHe
Jgurncara Ha obcrodreJsicTBaTa no un. 47, an. 1, 7. 1 or 30I, KaxkTo
ODekJjlapaumMy 3a JuncaTa Ha obcrosaTejsicTBaTa rno un. 47, aux. 5 ot
30II.

PA3JEJI IV

Cpox Ha BaJHAHOCT Ha NyOJIHYHATA NOKAHA (BKIIOUUTEHO)
Jara: 28/08/2013 na/mm/rrer
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