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MPOMPAMA

Cb¢mHaHCcHUpaHo oT PA3BUTUE HA

EBponeickus cb103

YOBELWUKWUTE PECYPCH

NYBJIUYHA IIOKAHA
Homep 2 / nata 17.12.2025 r.
HanMeHoBaHue: ,,3akynyBaHe Ha JIIIC u cnenuajHo padoTHO 00.1€eKI10*
PA3JIEJI 1: JAHHU 3A BEHE®ULIUEHTA

I.1) HaumenoBanme, aipecH M JIMIA 32 KOHTAKT

O¢puunanno HaMMeHOBaHue:
»MEJIUKYC AJI®A CIIEHUAJTIN3UPAHA XUPYPT'UUHA BOJIHULIA 3A AKTUBHO
JIEYEHUE“ EOOJ

I[Ibaen aapec: yi. ,,Benuko TopuoBo“ Ne 21

I'pan: [lioBaus TITomencku xoxa: 4000

3a KOHTAKTH:

JIune/a 3a koutakT: Maanen JlunkoB MiajaeHoB Teaegon: 0898416038

EjexTponHa nmoma:

medikusalfashbal.eumis2020@gmail.com Paxc: He e NPUIOKIMO

HNurepuer aapec/u: https://medicusalpha.bg

PA3JIEJI I1.: OBEKT HA ITPOUHEAYPATA 3A OIIPEAEJIAHE HA U3ITBJIHUTEJL

I1.1) Onucanue

I1.1.1) OGexT Ha mpoueaAypaTa M MSICTO HA M3ITBJHEHHE HA CTPOUTEICTBOTO, 10CTABKATA MJIH

ycayrara(lsoepeme camo edun obekm — CMpOUmMeNcmeo, OOCMAGKU UMY YCAyeU, KOUMO CbOmeemcmed Ha
KOHKpemuus npeomem Ha eawiama npoyeoypa)

Crpouteacrso (CMP) [ HocraBku Yeayru ]
MscTto Ha wu3ObIHEHHE Ha | Macro Ha wu3NbIHEHHME Ha | MdcTo Ha W3MbIHEHHE Ha
ctpoutenctsoto (CMP): noctaBka: rp. IlioBauB yJ. | yciyrarta:

»Beanko TopHoBo“ Ne 21

I1.1.2) Onucanue HA MpeAMeTa HA MpoleAypAaTa:
3akynysane Ha JIIIC n cnennaaHo padoTHO 00/1€KJI0:
1. PbKaBunu 3a eJHOKpPaTHA ynorpeda, HUTPUIHM Oe3 Tajak- 1181 kyrum, cbabpKamm
no 100 Opos Besika;
2. Crepujnu onepanuoHHu npectujku- 32400 opos.

beHeduumenT: ,MEANKYC AJIOA CNEUMATN3UPAHA XUPYPITMYHA BOJIHULUA 3A AKTUBHO
JNIEYEHUE“ EOO/,
Mpoekt Ne BGO5SFPR002-1.004-0452-C01/01.01.2025 r.
C HaMMeHoBaHMe: AganTupaHa paboTHa cpefa
no nporpama ,,Pa3BuTMe Ha 4YoBeLwwKuTe pecypcn‘ 2021-2027
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I1.1.3) O6ocodenu no3unuu: na || He

(3a unghopmayuss omnocHo obocobenume nozuyuu usnonzeatime Ilpunoscenue A moikosa nemu, KOIKOmMo e Oposim Ha
0bocobenume nozuyuu)

Ako 1a, odeprute TpsOBa 1a ObIAT MOAANCHU (ombenedceme camo eoHo):

camo 3a eqHa 060coOeHa mo3uust | |

3a eJIHa WK ToBeue 060co6eHH o3utwu ||

I1.2) KoainyecTBO MM 00eM Ha 00eKTa Ha Mpoleaypara

O0110 KOJIHYECTBO WJIH 00€M (srrrouumento 6cuuxi 060CobeHU NO3ULUL, KO2AMO e NPULOICUMO)

1. PbkaBunm 3a eTHOKpaTHa ynorpeda, HUTpUJIHM Oe3 Tank- 1181 kyTum, cbabpaxanu
no 100 Opos Bcsika, ¢ eIMHUYHA HeHA HA KyTus 10 13,75 sgesa 6e3 J1C nian g0 16,50
JieBa KpaiiHa 1eHa;

2. CrepunjiHU onepanuoOHHH npecTuiku- 32400 Oposi , ¢ eIMHUYHA IIeHA Ha KyTud 10 5,83
aesa 0e3 IJ1C uau g0 7,00 seBa kpaiina neHa.

[Iporunosna croinocT B sieBa, 0e3 JAJIC (axo e npunoscumo)
(6 yughpu): 205 238,75 nea 6e3 JAC u 246 286,50 neBa kpaiina uena

PA3JEJ 1II: OPUINYECKA, UKOHOMUNYECKA, ®PUHAHCOBA U TEXHUYECKA
NHOOPMALUA

IT1.1) YcnoBus cBbp3aHu ¢ H3TBJIHEHHETO HA 00€KTa HA NMPoLeypaTa

III.I.I) I/I3nc1cyeMn rapaHnuu (Kozamo e npu.aoofctmo)
1.1.a 'apanuus 3a 100P0 UBMbJIHEHUE (e noseve om 5 Ha cmo om cMoLiHOCMMA HA 002060PA 3G UINBIHEHIE) S
He e npunoxumo.

I11.1.2) YecnoBus m Ha4nH HA (pMHAHCHpPaHe M IVIAIAHEe W/MJIH NPenpaTka KbM ChbOTBETHHTE
pasnopendu, KOMTO I'M ype:Kaar:

I[InamanusiTa me ce M3BbLPIIBAT MO0 0AHKOB NbT, ¢ MJIATEKHO Hape)kJAaHe IO CMeTKa Ha
M3nbanuTens, kakrto ciaeasa: 100% ciaen u3BbplieHa 10CTAaBKa M0 3asiBKa 0T Bb3Joxkurens,
NOANMCBAHE HA NMPUEMO- NMpeJaBaTeJeH NPOTOKOJ 32 I0CTABEHUTE aApTHKYJIU U M3/1aBaHe HA
(¢axkrTypa ot crpana Ha U3nbJHUTE/Is, IPH CPOK 32 U3NbJIHEHHE HA MAPUYHOTO 3a1bJKEHHE
10 60 namn, ceriaacuo wi. 303a ot T3.

I11.1.3) /Ipyru oco6eHu yCJIA0BHSA (K02amo e Npuioxcumo) Aa ne [ |
AKo Ja, OIMIIeTe TH:

1. Bceku yuyacTHHK B mpoueaypara cjelBa 3aJb/ZKUTEJTHO B CPOKA 32 NMOJAaBaHe Ha odepTH
aa mpeacraBu Ha aapec: rp. IlnoBaus, yi. ,,Besuko TwhpHoBo“ Ne 21, B crpagara Ha
JIe4eOHOTO 3aBeJeHHe, MOCTPM HAa BCAKO €IHO OT mpeasuaenute 3a 3akynyBane JIIIC.
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MoctpuTte cienBa ia ca IpUIPYKEHH C BCUUKH JOKYMEHTH, OMHMCAHU B T. 2 Ha HACTOSIIUS

pazznen. MocTtpuTe Morar Aa ce u3Ipauiar o Kypuep B jedeOHoTo 3aBeneHue (rp. IlioBaus,

yi. ,,Beauxko TbpHoBo* Ne 21) mnm na ce mpegaBar JIMYHO B OOJHUIIATA HA JIMIETO 3a

KOHTAaKT 0 MpoLeAypara, KaTo 3a ChIIOTO C€ MOANKCBA MPUEMO-TIPEAAaBaTeIeH MPOTOKOI.

MoctpuTte ciensa na ObAaT HAAMUCAHU U HOMEPUPAHH TakKa, Ye OICHUTEITHATa KOMHCHS TIO

0e3cropeH Ha4yMH Ja MOXE Ja yCTaHOBHM KbM KOH TOYHO apTUKYJ Ja ObJaT OTHECEHHU.

MocTpute, mpenocTaBeHH OT KIACHUPaHUS Ha IMBbPBO MICTO KaHAMIAT M IOKAHEH 3a

mwnegauTen HE TIOJJIEXXAT nHa Bpbmiane a0 (UHATHOTO H3IBIHEHHE HA JOTOBOPA.

MocTpute Ha OCTaHAJIUTE YYAaCTHUILIM B MpOILEIypaTra Cce€ BPbILAT C MPUEMO-IpeaaBaTeIcH

poTokol B 10-AHEBEH CPOK clie/l CKIIF0OUBaHE Ha IOTOBOP C M30paHus KaHIUaaT.

Bceku ywyacTHuK crenBa na mpeicTaBd KbM odeprara CH (3a BCSIKO MEIUIIMHCKO H3JIETue,

MpeIMeT Ha MpollelypaTa) CIeIHUTE JOKYMEHTH:

2.1. CE ceprudukar - CE MapkupoBKaTa € 3aJIb/DKUTEITHO 3aKOHOBO HM3UCKBAaHE 32 BCHYKH
MEAUIMHCKH u3Aenus Ha Teputopusita Ha EC.

2.2. exmapanus 3a ceorBercTBue (EU Declaration of Conformity) ot mpousBoaurens, kaTo
MOTBBbpPXKACHUE, ue u3nenuara orroapAT Ha Permament (EC) 2017/745 (MDR) wunum
HupexTuBa 93/42/EN0O.

2.3. Ceptudukar 3a cboTBeTCcTBUE ¢ M3uckBanusTa Ha Crangapt ISO 13485 (MmexmayHapoaeH
CTaHJApT 3a MEIUIIMHCKU W3CNHUS, YJIOCTOBEpSIBAI, Y€ HM3JEIUATa Ca MPOU3BEACHHU IO
npaBuiata Ha MDR) — 3a npou3BoauTe sl HA 0hepUPAHUTE U3/IeTHS.

2.4. Texuuuecka crienuduKanys Ha IPOAYKTUTE — MOAPOOHO ONKCAHUE HA U3/IEIHITA,
BKJIFOUBAIIY BCUYKH TEXHUYECKH, (DYHKIIMOHAIHYU, KAYECTBEHU U €KCIUIOATAI[MIOHHU
XapaKTEPUCTUKU HA JAJCH MPOIYKT.

2.5. Nudopmanuonen auct 3a 6ezonacHoct (SDS).

2.6. Uactpykuuu 3a yrnorpeda — Ha OBIATapCKH €3UK.

2.7. Cpok Ha TOTHOCT M YCIIOBUS HAa ChbXPaHEHHE 3a BCUUKU CTEPUIIHM U3ENINS U U3/IeNnd 3a
eIHOKpaTHa yroTpeoa.

2.8. PazpemuTenHo 3a ThproBUs ¢ MEAUIIMHCKHI U3IETHS (HA YYACTHMKA B POIeypaTa).

Cpok 3a u3nmbJHeHHE HA NpeaMeTa HAa Mpoueaypata B pa0oTHH AHM [MUHUMYM 3

pabdoTHmn aHM, makcumyMm 30], cuMTaHO OT AaTaTa, CJAEeABAINA AaTATA HA NMOANKMCBAHE HA

JA0T0BOPa 3a 10CTABKA.

I11.2) YcnoBus 3a yuactue

II1.2.1) IIpaBen craryc

I/I3I/ICKyeMI/I JOKYMCHTH:

1. Jdexnapanus ¢ nocouBane Ha EUK/ YaocToBepeHue 3a akTyajlHO ChCTOSIHME, 2 KOraTo e

(l)I/IBI/I'-IeCKO JIMIE - TOKYMEHT 32 CAMOJUYIHOCT;

PeFI/ICTpaIlI/IOHHI/I JOKYMEHTH Ha YIYACTHUKA, U3JAACHH OT CbOTBCTHUA KOMIICTCHTCH OPraH B
CTpaHaTa HA YYaCTHUKA:
1.1. Koraro y4acTHHUKBT € HOPUIMYECCKO JIMIC, CAHONMYCH THPIrOBEl, WIM IOPUINYCCKO JIHIIE,
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PETUCTPUPAHO CBHITIACHO 3aKOHA 32 IOPUINYECKHUTE JIHIIA C HECTOMAHCKA IIeJ:

1.1.1. JIokyMeHT 3a perucTpaius/pelieHue 3a yupelsBaHe — KOIHUE, 3aBEPEHO OT YYaCTHHUKA C
MOJIHUC, TIeYaT U TeKCT ,,BIPHO C OpUTHHAIA;

1.1.2. AkTyalnHO CbCTOSIHME, W3AaJC€HO HE IMO-paHo OT 6 Mecela Mpeau Jarara Ha IOJaBaHEe Ha
odepraTa- Komue, 3aBEPEHO OT yUYACTHUKA C MOIHKC, TIeYaT U TEKCT ,,BIPHO C OpUTHHAIA™;

1.1.3. BYJICTAT — konue, 3aBepeHO OT yYaCTHUKA C MOJIMC, IIeYaT U TEKCT ,,BAPHO C OpUTrMHaIa®.
3abenexcka: 3a xamouoamume, pecucmpupanu 6 TP - Bwzniooxcumenam o0onycka 6mecmo
2openocouenume 0okymenmu no m. 1.1.- npeocmasanemo ua Jexnapayus ¢ nocousane na EUK (s
opueunan) unu uzeaoka om Tep2o8cKus pecucmup.

1.2. Koraro y4yacTHUKBT € (hU3HUYECcKO JIUIIE:

1.2.1. IoOKyMeHT 3a CaMOJIMYHOCT- KOIIHME, 3aBEPEHO OT KaHAUAaTa C MOJIHNC, IeYaT U TEKCT ,,BIPHO
C opuruHana‘“.

1.3. KoraTo y4acTHUKBT € 00€ITMHEHHUE KOETO HE € IOPUINYECKO JIUIIE- JOKYMEHT 3a Ch3/I1aBaHe HA
o0eMHEHHeTo, KakTo © uH(poOpMalusg 3a TMpaBaTa M 33JbJDKEHUSTA Ha YYaCTHHIIUTE,
pasnpeneIeHUeTo Ha OTTOBOPHOCTTA MEXKIY YWICHOBETE U JCHHOCTUTE, KOUTO 1€ M3IBJIHABA BCEKU
4jieH Ha OOeJAMHEHUETO- KOIHWE, 3aBEPEHO OT KaHAuAaTa ¢ TOJIMUC, Me4YaT U TEKCT ,,BAPHO C
OpUTrMHaa‘“.

Koraro y4yacTHUKBT € oOeanHeHne Ha (HU3MYECKU /WU IOPUIMYECKH JIMIA, KOETO € Ch3/1aJeHO
KOHKPETHO 3a HACTOsIIATa IPoLeaypa:

1.3.1. loroBop 3a yupensBaHe Ha OOEIUHEHHETO 3a Yy4yacTHe B Mpolleaypara, B KOHUTO
3aIBJDKUTEIHO C€ MOCOYBA MPEACTABISIBALIUSA- OPUTHMHA ¢ HOTApUAIHA 3aBepKa Ha IMOIIMUCUTE
WJIM HOTApUAJIHO 3aBEPEHO KOMKE C HOTapHaJlHA 3aBE€pPKa Ha MOANKCHUTE;

1.3.2. loxymenT 3a peructpanus no bBYJICTAT - konue, 3aBepeHO OT y4acTHHKA C TOJAIHKC, TIeYaT
U TEKCT ,,BIPHO C OpUrMHaIa®.

3abenexcka: Kvm momenma na kanouoamcmeame He € He06X00UMO 00eOUHeHUemo-KaHouoam oa e
peaucmpuparno no bYJICTAT, no kbm momenma na ckuioueane na 002080p ciedsa 0a npeocmasu
Jloxymenm 3a pecucmpayus no BYJICTAT.

1.4. Korato y4acTHHKBT € OOenuHeHWEe Ha (PU3UYECKH W/WIW IOPWAWYECKU JIHIA, KOETO He €
Ch3/1aJICHO KOHKPETHO 32 HACTOSIIATa IPOLIeTypa:

1.4.1. JoroBop 3a yupensiBaHe Ha 0O€IMHEHUETO- OPUTHUHAJ ¢ HOTapHallHa 3aBepKa Ha MOAMHCUTE
WJTM HOTApUaJTHO 3aBEPEHO KOIHE C HOTapHaJlHA 3aBEepKa Ha MOAMKICHUTE;

1.4.2. CnopazyMeHHe MexXly TapTHbOPUTE 3a yUacTHE B HACTOSAIIATA MPOLIEAypa U OCHILIECTBSIBAHE
Ha JIEWHOCTUTE T0 MpeAMETa Ha MOPHUKaTa, B KOETO 3abJKUTEITHO CE TTOCOYBA MPECTaBIISIBALIUS
— OpUTHMHAJI C HOTapHaJlHa 3aBEpKa Ha MOANUCUTE UM HOTAPUAIHO 3aBEPEHO KOMHE C HOTapHalHa
3aBEpKa Ha MOJMHUCHTE.

1.4.3. HoxkymenT 3a peructpauusi no bYJICTAT - konue, 3aBepeHO OT y4acTHHKA C MOAMMKC, IeyaT
U TEKCT ,,BIPHO C OpUTHHAaIa®.

3abenescka: Kom momenma Ha KaHOuOamcmeaHe He e HeoOX00UMO 00eOUHEeHUemOo-KaHouoam oa e
pecucmpuparo no BYJICTAT, no kvm momenma Ha ckiousane Ha 002080p C1ed8a 0a npeocmasu
Jloxymenm 3a pecucmpayus no BYJICTAT.

2. Jexaapauus no wi. 12, aji. 1, 1. 1 ot [IMC Ne4/2024 r.;

3. Jlpyru JOKYMEHTH (aKO e NPpUio#CUMO)-He € TPUI0KUMO.
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Benukn g1oKymMeHTH cieaBa Aa ObAaT HA OBJrapcKU €3UK WIM NPUIPYKEHH € NMpPeBOJ Ha
0BJITrapCKHU €3UK, U3BBbPIIEH OT 3aKJIeT MPeBoIaY.

111.2.2) loroBop He MOe 1A ce CKJIKYBA ¢ KAHAUIAAT KOWTO:

OcHoBaHMs 32 OTCTPaHsIBaHe ChIVIacHO Wwi. 54, an. 1 oT 3akoHa 3a 00IIECTBEHUTE TOPHYUKH:

beneunneHThT OTCTpaHsiBa OT yyacTHe B MpOIleaypaTa 3a ONpeAesssHE Ha U3IIBIHUTE] KaHAUIAT
WJIU YYaCTHUK, KOTATO:

1. e ochlieH ¢ BisA3/1a B CWJIa IIPUCH/A, 3a IpecThIvieHre 1o wi. 108a, wi. 159a - 159r, un. 172,
. 192a, un. 194 - 217, un. 219 - 252, g, 253 - 260, un. 301 - 307, wi. 321, 321a u un. 352 - 353¢
ot HakazarenHus Koaekc;

2. € OCBJIECH C BJIsI3J1a B CWJIa IPHUCH/IA, 32 IPECThIUICHUE, aHAJIOTUYHO Ha TE€3HW 1o T. 1, B ipyra
IbprKaBa WICHKA WM TPeTa CTPaHa;

3. UMa 3aIBJDKCHUS 32 JTaHBIH U 33IbJDKUTEIIHA OCUTYPUTETHN BHOCKH IO CMHUCHJIa Ha Wi, 162,
an. 2, T. 1 ot JlaHbYHO-OCUTYPUTENHUS MPOIIECYaIeH KOJIEKC U JIMXBUTE MO TAX KbM JIbpKaBara
WU KbM OOIIMHATA IO CEJAIMINETO Ha BB3JIOXKHUTENIS M Ha KaHAWAATa WIM YYaCTHUKA, WIH
aHAJIOTUYHU 3abJDKEHHS ChIVIACHO 3aKOHOAATEJICTBOTO Ha Abp)KaBara, B KOSITO KaHAUIATHT WU
YYaCTHUKBT € YCTAaHOBEH, JOKA3aHM C BJS3BJ B CHJIAa aKT Ha KOMIIETEHTEH opraH. (He ce npunaea,
K02amo pasmepvm Ha HenjiameHume ObI*CUMU OAHDYU UTU COYUATHOOCUSYPUMETHU BHOCKU € 00 [
HA CMo Om cymama Ha 200uHUsl 00w 0O0POmM 3a NOCICOHAMA NPUKTIOYEHA PUHAHCO8A 200UHA,
Ho He noseue om 50 000 ns.)

4. e HaNMIIe HEPABHOMIOCTABEHOCT B ciiydauTe 1o wi. 44, an. 5 ot 3011,

5. € yCTaHOBEHO, Ye:

a) € TIPEeICTaBIWI JOKYMEHT C HEBSIPHO ChIbP)KaHHE, C KOWTO ce JIoKa3Ba JeKJIapupaHara Jumca
Ha OCHOBAHUS 32 OTCTPAHSIBaHE WU JIEKIAPHUPAHOTO M3M'BIHEHUE HA KPUTEPUUTE 32 TTOA00P;

0) He € MpeaocTaBWJI M3MCKBaIla ce MHGOpMaIus, CBbp3aHa C yJAOCTOBEPSBaHE JIMIICAaTa Ha
OCHOBAHUS 32 OTCTpaHsIBaHE WU M3II'BIHEHUETO HA KPUTEPUUTE 3a MOJ00D;

6. € YyCTaHOBEHO C BJIS3JI0 B CHJIa HAKa3aTEJHO IOCTAHOBJICHHE WJIM CBHICOHO pelIeHuE,
HapyuieHue Ha wi. 61, an. 1, un. 62, an. 1 wnm 3, un. 63, an. 1 winum 2, wi. 118, un. 128, un. 228, an.
3, wi. 245 u un. 301 - 305 or Kogekca Ha tpyna wim uwi. 13, an. 1 or 3akoHa 3a TpyaoBata
MUTpals W TpyJoBaTa MOOWUITHOCT WM AaHAJNOTUYHH 3aAbJDKCHUS, YCTAaHOBEHU C aKT Ha
KOMIIETEHTEH OpraH, ChIJIAaCHO 3aKOHOJATEJICTBOTO HAa JbpXKaBaTa, B KOSTO KaHAWAATHT WIH
YYaCTHUKBT € YCTAaHOBEH;

7. e HanuIe KOH(MIUKT Ha UHTEPECH, KOUTO HE MOXeE /1a OBbJe OTCTpaHEH.

OcHoBaHus 32 OTCTPaHsiBaHe CbIIacHO 4. 8, au. 3 ot [IMC 4/2024r.:

OueHuTenuTe npeiarar 3a OTCTpaHsABaHe OT y4yacTHe B IIpoLeypara:

1. KaHaUIAT, KOMTO € MpeAcTaBmII odepTa, KOATO HE OTroBaps Ha M3UCKBAHMATA HA WI. 5 UM Ha
ycioBusATa, IOCOYCHHU B HY6J'II/ILIHaTa IIOKaHa,

2. KaHIUAAT, 3a KOTOTO Ca HaJMIE OCHOBAHHUATA 32 33ABJDKUTEIHO OTCTPAHSIBAaHE OT y4acTUe B
mpoueaypa 3a Bb3jIaraHe Ha oOLIecTBeHa MOpbuUka cbhrilacHO wi. 54, am. 1 ot 3akoHa 3a
OO0IIIECTBEHUTE MTOPBYUKH;
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3. KaHAWIaT, KOWTO HE OTroBaps Ha OOSBEHUTE M3UCKBAHUS 32 MKOHOMHUYECKO M (PMHAHCOBO
ChCTOSTHUE, TEXHUYECKH U TPO(HECHOHAITHU CIIOCOOHOCTH;

4. xaHIUJAT, KOWTO HE € MPEJCTaBUJI B CPOK M3UCKAHUTE 10 peaa Ha wi.8, an. 2 ot [IMC4/2024
JOKYMEHTH WM MPEJCTAaBEHUTE JTOKYMEHTH HE OTTOBApST HA MPEIBAPUTEITHO OOSIBEHUTE YCIIOBHSI;

5. KaHIUJaT, KOWTO € Mpe/ICTaB/I HeBsipHAa WH(GOpMAIUs B X0Ja Ha Mpoleaypara 3a u30op Ha

WU3IIBJIHUTCII.

111.2.3) Ukonomu4yeckn 1 (GMHAHCOBHM Bb3MOKHOCTH (1m0 4. 3 an.11)

W3uckyemu JOKyMEHTH ¥ WH(POPMAIIHS:

1. OIIP karo cnbCTaBHaA 4YacT HA
rOAMIIHHS (¢punancon oTYeT 3a
MocJeTHUTE TPHU NMPUKJII0OYEHU
(puHAHCOBH TOAMHHU, B 3aBHCUMOCT OT
AaTAaTa, HA KOSITO KAHAUAATHT € YUpeleH
HMJIM 3aII0YHAJI JeHHOCTTA CH.

MuHUMaIHU U3UCKBAHUS (kozamo e npwzoofcwwo):

1. KanauaarsT cieaBa 1a e peajqu3upaj ool
000poT (HeTHM NMPHUXOAM OT MPOAAKOU) 00LI0 3a
NpeaxoaHuTe 3 NPUKIIYeHH (PUHAHCOBU TOAUHHU,
B 3aBHCHMOCT OT aTaTa, HA KOATO € y4peleH WIH
e 3amo4HaJ aeiiHoctTa cu > 410 000,00 eBa.

I11.2.4) TexHu4ecKku Bb3MOKHOCTH U KBaJnpukanusa (mo wi. 3 an.13)

W3uckyemu JOKYMEHTH ¥ HH(POpMAIIHS

1. Cnucobk HA U3IbJIHEHHUTE
AOCTABKH, KOHMTO €a HACHTHYHH HJIH
CXOHU* ¢ mpeaMeTa Ha MNOPbHYKATA,
Hali- MHOTO 32 MOCJEAHUTE 3 TOAUHH OT
AaTaTa Ha INoJaBaHe Ha odeprara, B
3aBUCMMOCT OT JaTraTta, Ha KOATO
KAHAUAATBT € Y4upeleH WM 3alo4Hall
AeHHOCTTA cu, BKJIIOYHMTEJIHO
CTOMHOCTHTEe, JAaTUTe M IOJy4daTesure,
3a€lHO C JOKYMEHTHTE, KOUTO JOKAa3BaT
U3BBbpIIEHATa [JOCTaBKa - MpPHEMO-
npegaBaTeJTHH NMPOTOKOJIH n/ninu
daxTypn u/mam pedepeHuun 3a g00po
MU3IbJIHEHHE.

Babenexcka: Iloo ,,cxoona docmaska‘ oa
ce paszbupa: ,/locmaska Ha MeOUYUHCKU
3auumuu  u3oeiuss  3a  eOHOKpAamua
ynompeba, npeoHaA3Ha4venu 3a 0CUcypseane
Ha XucuewHa u OapuepHa 3awuma Ha
MEOUYUHCKUSL NEPCOHANl NPU U38bPUIBAHE
HA  MEOUYUHCKU  UWUIU — XUPYPSUUHU

MuHUMaIHU U3UCKBAHUS (kozamo e npwzoofcwwo):

1. 3a mocouyeHusi mepuoa (3a mnocjaegHuTe 3
roAMHU, B 3aBHCHMOCT OT [aTaTa Ha MOJaBaHe
Ha odepTaTa, B 3aBUCHMOCT OT JaTaTa, HA KOATO
KAHAUAATHT € yupe/leH WIH 3aM04YHAaJ JeiHHOCTTa
CHM) KaHIMIATHT cJeIBa [a € W3NBJIHWI
MHMHHMYM 3 JOCTaBKH Ha PadOTHO 00/1eKJI0 H
JUYHH NpPeINna3Hu CpeIcTBa, KOETO € eIHAKBO
WJIM CXOJHO € NMpeAMeTa HA MOPBUYKATA, 32 KOUTO
€ TpeACTAaBWJ CbhOTBETHHTE [IOKYMEHTH 3a
H3BBbPIIEHATA J0CTABKA- MPHEMO-TIPeIaBaTeTHH
NPOTOKOJM W/WIH (AKTypH W/ MIN pedepeHInH
3a 100p0 U3NbJIHEHHE.
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Cb¢mHaHCcHUpaHo oT
EBponeickus cb103

Oetinocmu. 3a cxXo0Hu O00CMABKU we ce
npuemam — 8CUYKU — OOCMABKU,  KOUMO
BKIIOUBAM MEOUYUHCKU 3AUWUMHU U30eusl
3a eOHOKpamua ynompeba, usNbiIHASAWU
@yHrkyus 3a ocueypssame Ha OapuepHa u
XUSUEHHA 3awuma 6 KIUHUYHA Cpeod.
Taxusa docmasku moeam 0a 6KAOUEAM, HO
He ce oepaHuuasam 00: MeOUYUHCKU
pvKasuyu 3a eOHOKpamua ynompeba om
PAzIuUYHU  Mamepuany (HUmpui, aamexc,
BUHUTL),  CMEPUIHU  UIU  HeCMepuiHU
MEOUYUHCKU — Xaiamu U NPeCmuiK,
Xupypeuwecku MAacky, 3auumuu Wanku,
KAMYyHU, XUpypeuuecku nakemu u opyeu
CXOOHU 3auumuu uzoeaus.

2. Baquaen ceprudukar, u3gagaeH oOT
aKpeAUTHPAH OPraH M YAOCTOBepPsBaIL
ChOTBETCTBME HA  KAaHAMAATA  CbC
cranaapt BJC EN ISO 9001:2015 (wim
€KBHBAJIEHT)

3abenesicka: Cepmughuxamvm no m. 2 ciredsa
0a 6v0e uz0aden om opean no cepmuurayus,
akpeoumupan  cvenacno  ISO/IEC/17021-
1:2015:

1.  6vreapckus — Hayuouanew — opean  No
akpeoumayusi — Hsnvanumenna — azenyust
, bvreapcka cayocba 3a akpeoumayus, om
HayuoHanen opean no akpeoumayus Ha opyea
ovpoicasa-unenka Ha EC, om Hnayuonanew

opean no  akpeoumayusi — CWMpaHa  no
Cnopa3zymenuemo 3a Eeponeiicko
UKOHOMUYECKO npOCMpPAHCME0 u

Kougheoepayua  Llsetiyapus unu om
HAYUOHANleH opeaH No  akpedumayusi Ha
ovpoicasa,  kamouoam — 3a  NbIAHONPABHO
unencmeo 6 EC, koumo ca cmpana no
Cnopaszymenuemo 3a 63aUMHO NPU3HABAHE HA
Esponeiickama opeanuszayus no axpeoumayus
— EA MLA 6 obracm cepmugpurkayus Ha
cucmemu 3a ynpaegieHue,

w/unu

2. opean no axpeoumayusi Ha opyea 0vbpiHcasa
— unen wna IAF  MLA  (International

NMPOIrPAMA
PA3BUTUE HA
YOBELWWKUTE PECYPCHU

2. KanaugarbT cjeaBa Ja HMa BHeIpeHA H
cepruuIHMpPaHa cUcTeMa 3a YynpaBjeHHe Ha
Ka4yecTBOTO M /ia MNpWjIara HM3MCKBAHUATA HAa
chorBeTHusl ctanaapt BJAC EN ISO 9001:2015
(W1 eKBMBAJIEHT) .
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Accreditation Forum, Multilateral recognition
Agreement).

PA3JIEJ IV IPOLEJYPA

IV.1) Kputepuii 3a onienka Ha odepTurte

Kpurepuii 32 oueHka Ha 0pePTUTE (1m0, ombenediceme npusLoHCUMONOo)

Hali-HUCKA IeHa ]
HHBO Ha Pa3XojuTe []

OIITUMAJHO CHOTHOIICHHUEC KAYECTBO - IICHA

IMoKas3arcjiu, IOCOYCHU B JOKYMCHTAIUATA

IMoka3zaTenu TexecT
1. ena B geBa 6e3 A/J1C 1. 30 %
2. Jpyru ycJioBHsI- IOco4YeHH B MeToguKaTa 3a OlleHKa 2. 70%

(Beneuyuenmume nsmam npao 0a exmoueam Kpumepuu 3a nodbop Ha Kanoudamume 3a UNLIHUMENU 6 NPOYeOYPAMAa Kamo
nokaszamenu 3a oyenka Ha ogpepmume.)

1V.2) AxMmunncTpaTuBHa nHGOpMALHA

IV.2.1) Cpoxk 3a nogaBane Ha odepTuTe
Ho nmara: 29 /12 /2025 (00/mm/2222) Yac: 23:59:59

Ile ce npuemat opepTn 10 23:59:59 yaca Ha mocoyeHaTa KpaiiHa 1aTa

Odepture ce nogasat upe3 UCYH 2020 (https://eumis2020.government.bg)

IV.2.2) UuTepHer agpecu, HA KOUTO MOKe 12 Ob/le HAaMepeHa MOKAHATA U JOKYMEHTAlUATA
KbM Hes:

L http://www.eufunds.bg - unmepnem adpeca Ha Eoumnus unopmayuonen nopman Ha
Esponeiickume cmpykmyphu u ungsecmuyuoniu (ponoose;

2. https://eumis2020.government.bg -unmeprnem aodpeca HHpopmayuonnama cucmema 3a
ynpasnerue u Haonooenue na cpeocmeama om EOCY (UCYH)

3. hitps://medicusalpha.bg - (unmepnem adpeca Ha beneuyuenma 8 ciyyai, 4e UmMa MaxKve)
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uiaiu

1V.2.3) Cpok Ha BaJIuAHOCT HA o(pepTUTE
To / /

(00/mm/eeze)

B Mecenu:  wiu aHA: 180 qHM 0T KpaiiHus CPOK 32 MoJiyuyaBaHe Ha o(hpepTH.

3abenexcka: B cayuaii, ue mosu cpox uzmeue npeou NOONUCBAHE HA 002080D 34 6b31A2AHE
npeomema Ha npoyeoypama, ogepmama we ce cuuma 3a 8aiuOHa 00 MOMeHMA Ha NOONUCBAHEe HA
002080p C U3OPAHUS USNBIIHUMEIL.

PA3JIEJ V: CIIMCBK HA JOKYMEHTHUTE, KOUTO CIJIEABA JA CBIABPXKAT
ODPEPTUTE 3A YHACTHE

N —

[98)

Odepra o wi. 5 ot [IMC Ne4/2024 1.;

PerucrpanmonHu JOKYMEHTH Ha y4aCTHUKA, U3[a/ICHU OT ChOTBETHUS KOMIIETEHTEH OpraH
B CTpaHaTa Ha yYaCTHUKA;

Hexnaparus o wi. 12, aim. 1, 1. 1 ot IIMC Ne4/2024 r.;

JIoKyMeHTH, JI0Ka3Ballll HKOHOMHYECKOTO U (DMHAHCOBOTO CHCTOSIHME HA KaHIUIATa IO T.
II1.2.3 oT HacTosAlIMSA MOSICHUTENEH JOKYMEHT (BaxHOo: HOKyMEHTHTE, MOCOYEHU B Ta3u
TOYKa TPsIOBA J1a ChOTBETCTBAT Ha Te3w, n3opoenu B T.111.2.3.):

a.

OIIP xaTro cbhCcTaBHa dYacT Ha roanniHusAa (I)I/IHaHCOB OTHCT 3a IOCICOAHUTEC TpHU
IMPUKITIOYCHA q)HHaHCOBI/I T'OAWHH, B 3aBHUCUMOCT OT JaTaTa, Ha KOATO KaHAWIAThT €
YUpEACH UK 3all0OYHaIl HeﬁHOCTTa CH.

JloxymMeHTH, JOKa3Ballll, TEXHUYECKUTE Bb3MOKHOCTU U KBATM(UKAIIMATA HA KaHAUAATA 110
T.111.2.4 OT HacTOALIUS MOSCHUTENEH NOKyMeHT (BakHO: MOKyMEHTHTE, MOCOYEHU B Ta3u
TOYKa TpsIOBa Ja ChOTBETCTBAT HA Te3H, n30poenu B T.111.2.4.):

a.

Crnuchk Ha M3MBIHEHUTE JOCTABKH, KOUTO Ca MJIEHTHUYHU WIM CXOAHH™* C MpeaMera Ha
MopbyKaTa, Hali- MHOTO 3a MOCJEHUTE 3 TOJMHU OT JIaTaTa Ha MojJaBaHe Ha odeprara, B
3aBUCUMOCT OT JaTaTa, Ha KOATO KaHAUJAATHT € YUYPEIECH WIM 3allO4YHANl IEWHOCTTA CH,
BKJIFOUMTEIHO CTOMHOCTUTE, NATUTE U TOJIy4YaTEIuTe, 3a€HO C JOKYMEHTHUTE, KOUTO
J0Ka3BaT M3BBPIIEHATA JOCTaBKa - MPUEMO-TIPEAaBaTeTHU MPOTOKOIU WU/UIH (haKTypH
u/nnu pedepeHnnu 3a J100po U3IbIHEHUE.

3abenexcka: Iloo ,,cxoona docmaska“ da ce pazbupa: , /[ocmagka Ha MeOUYUHCKU 3AUUMHU
uz0enust 3a eOHOKpAmua ynompeoda, NPeoHA3HaAYeHU 3a OCUSYPABAHE HA XUSUCHHA U OapuepHa
3auuma Ha MeOUYUHCKUSL NEPCOHAN NPU U3BbPUIBAHE HA MEOUYUHCKU U/UTU XUPYPSUHHU
detinocmu. 3a cx00HU 00CMABKU We ce Npuemam 6CUYKU OOCMABKU, KOUMO GKIIOYEAM
MEOUYUHCKU  3aWumiu  U30enuss 3a eOHOKpamHa ynompebda, usnviHAsawu @OYHKYus 3a
ocu2ypsasane Ha bapuepra u XUeUueHHAa 3auuma 6 KiuHuuna cpeoa. Taxusa docmasxku mozam 0a
BKIIOH6AM, HO He Ce 02PaHudasam 00. MeOUYUHCKU PbKAGUYU 30 eOHOKpamua ynompeba om
PATUYHY MAMepuaniy (HUmpui, Aamexc, SUHUL), CMEPUIHU UTU HECMEePUIHU MEOUYUHCKU
Xanamu u NPeCmuiKu, Xupypeuuecku MAcKu, 3auumHy Wanku, KaiyyHu, Xupypeuiecku naxkemu
U Opyau cX00HU 3auumnu usoeaus. -

Banuaen ceptudukar, u3ageH oT akpeAUTUPaH OPTaH U YAOCTOBEPSBAIll ChOTBETCTBUE
Ha kagauaara cse ctanaapt BJIC EN ISO 9001:2015 (unu ekBUBaJIEHT.
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3abenexcka: Cepmughuxamom no m. 2 ciedsa 0a 6voe uzdaden om opeam no cepmupurayusl,

axkpeoumupan cvenacro ISO/IEC/17021-1:2015:

1. bwreapckua Hayuonanen opean no akpeoumayus — Msnvanumenna acenyus ,, Bvacapcka

cayochba 3a akpeoumayus, Om HAYUOHANEH OP2aH No aKpeOUumayus Ha opyea ObpiCasd-yieHKd

na EC, om nayuonanen opean no akpeoumayus — cmpana no Cnopasymenuemo 3a Eeponeticko
ukoHomuuecko npocmpancmeo u Kongedepayus Illeetiyapus unu om HayuoHnanen opean no
akpeoumayust Ha 0vpacasd, KaHouoam 3a nwvaHonpasHo uiencmso 8 EC, xoumo ca cmpana no

Cnopa3symenuemo 3a 63aumHo npusnaséane Ha Egponelickama opeanuzayus no akpeoumayus —

EA MLA 6 obnacm cepmughuxayus na cucmemu 3a ynpagieuue,

uw/unu

2. opean no akpeoumayus Ha opyea ovpocasa — unen Ha IAF MLA (International Accreditation

Forum, Multilateral recognition Agreement).

6. /[exnapanus 3a NOAU3NBJIHUTEINTE, KOUTO I1I€ y4acTBAT IIPU U3I'BJIHEHUETO Ha MOpbUKaTa,
BHUJA U JeJia HAa TAXHOTO y4acTHe, KAKTO U JOKAa3aTEJICTBA 3a MOETUTE OT TSIX aHTAKUMEHTH
(axo kanouoamvm e Oexnapupar, ve we noa36a NOOUNbIHUMENU),

7. JoxymenTtu mo T. 2,3 1 4 3a BCEKH OT MOAU3IIBIHUTEINTE B CbOTBETCTBHE € WiI. 3, an.17 u
.5, an.l, 1.5 ot [IMC Ne 4/2024 r. (axo xanouoamvm e Oexiapupai, de we noi3ea
NOOUNBbAHUMENU),

8. Jpyru m3uckyeMu OT KaHAMAATa JOKYMEHTH: BCceku yyacTHUK clie[iBa /a MPEICTaBU KbM
odepraTa cu (32 BCAKO MEIUIIMHCKO H3JENHE, MPEAMET Ha MpoleaypaTa) CICAHHUTE
JIOKYMEHTH:

a. CE ceprudukar - CE mapkupoBKara € 3aJb/DKHTEITHO 3aKOHOBO HM3WCKBAaHE 3a
BCUYKHM MEIMIIMHCKU U3enus Ha Teputopusara Ha EC.

b. Hexnapanus 3a cbotBercTBUe (EU Declaration of Conformity) ot mpoussoaurens,
KaTo MOTBBPKJACHUE, e u3aenusta orropapsat Ha Permament (EC) 2017/745 (MDR)
niu Jupextusa 93/42/EVO.

c. Cepruduxar 3a cwoTBeTcTBHE C u3HckBaHusita Ha Cranmapt [SO 13485
(MeXIyHapOJIeH CTaHIAPT 3a MEIUIIMHCKU U3JIENHs, YI0CTOBEPSBAIll, Y€ U3ICIUITA
ca mpowu3BelleHH Mo npasuiata Ha MDR) — 3a npousBoauTe/ss Ha odepupaHuTe
U31eJIusl.

d. Texnuuecka crenuduKkanus Ha TPOAYKTUTE — MOAPOOHO OMUCAHUE HA U3IENUSTA,
BKJTFOYBAIIM BCUYKHU TEXHUYECKHU, (DYHKIIMOHAIIHU, KaYECTBEHU U €KCIUIOATAIlMOHHU
XapaKkTepUCTUKU Ha JAaJeH IPOAYKT.

e. Mudopmanronen nuct 3a 6e3omnacHoct (SDS).

WNucTpykuuu 3a ynorpeda — Ha ObIATapCKU €3HK.

g. CpoOk Ha TOIHOCT U YCIIOBHS HA ChXPAHEHUE 3a BCUUKU CTEPUITHU U3IEIUS U
W3JIeNHs 32 €THOKpaTHA yroTpeoda.

h. Pa3pemmrenHo 3a TBProBUs C MEAWIIMHCKA w3Aenus (HA __VYACTHHKA B

Npoleaypara).

)
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PA3JEJ VI: IPUJIOKEHUSA KbM HACTOAIIATA TIYBJIMYHA ITIOKAHA:

1. ®opma Ha odepTa.

2. ®opma Ha gexnapanus mo wi. 12, aim. 1, T. 1 ot IIMC Ne4/2024 t.;

3. N3uckBanus kbM oepTuTe;

4. Texunuecku cnenudukanuu / 3aaanus / KCC (ne e npunosicumo);

5. Meroauka 3a OlLleHKa U KJacupaHe Ha odepTure;

6. [IpoekT Ha JOTOBOP.

7. Hpyru:

7.1.  Ob6pazen Ha [IpueMo-npeaaBaTeneH MPOTOKOJ 3a MPEACTABSIHE HA MOCTPH.

MNPUJIOKEHUE A

NHPOPMALUA OTHOCHO OBOCOBEHH ITO3UIINHN

(Honwea ce camo 6 cryuatl, e 6 pasoen Il mouxa 1.3 cme nocouunu naruuue Ha 060cobeHu n03uuuu)

0O00co0eHa mo3uusa Ne HaumenoBanue

1) KpaTrko onucanue

2) KosimuecTBO i 06emM

ITporuno3na croiinoct 6e3 IJIC (axo e npunoscumo) (8 yughpu): JeBa

3) JonbjaHuTeHa HHGOPMALHA

(HM3nonzsaiime mosa npunodceHue moiko8a Nvmu, KOIKOMo ca 0060coberHume no3uyu)
PA3JIEJI VII: APYI'A HH®OPMALUA

1. o 4 xanenaapHH JHU MpeIU U3TUYAHETO Ha CPOKa 3a MoJjaBaHe Ha opepTUTe JIMIaTa Morar Ja
ITOMCKAT IIMCMEHO OT BB3JIOKUTEIS Pa3sICHEHMS 110 JOKYMEHTAlMATa 3a y4acThe. Bb3noxurens
€ JUThKEH J1a OTTOBOPH B 3-THEBEH CPOK OT AaTara Ha MOCTHIIBAHE HA UCKAHETO.

2. PazscHenusita ce my6nukyBat B IHpopmalioHHaTa cucTemMa 3a ynpaBjieHue U HaOJlo/IeHue Ha
cpeactata ot EC B bwarapus 2020.

3. BB310KHATEIAT MOXKE IO BCAKO BPEME J1a ITPOBEPSIBA 3asIBEHUTE OT KaHAUAATUTE JTAHHM, J1a UCKa
pa3siCHEeHHsT OTHOCHO oepTara M NpPEJCTaBEHUTE KbM Hes JOKYMEHTH, KaKTO M J1a W3HCKBa
IIMCMEHO NPEJICTaBsIHE B ONPENIEIECH CPOK Ha TOMBJIHUTENIHH J10KA3aTeJICTBA 32 00CTOATENICTBATA,
MIOCOUEHH B odepTara, KaTo MpoBepKaTa U MPeJOCTABEHUTE pa3siCHEHUs He MOraT Jia BOASAT 0
IIPOMEHM B TEXHUYECKOTO U [IEHOBOTO NPEIOKEHUE HA KAHIUAATHUTE.
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