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508880-2026 - lomaiocht

An Bhulgair — Miscellaneous medical devices and products — ,,[lJoctaBka, nyckaHe B
eKcnsioatauus M rapaHUMOHHO obcnyXXBaHe Ha HOB, HEynoTpebsiBaH U HepeLuuKnupaH
KOMMIOTbPEH ToMmorpac 3a HyxxguTe Ha ,,CneunanuampaHa 6onHuua 3a akTUBHO fie4eHue no
oHkonorus-Xackoso“ EOOO“

OJ S 140/2026 23/07/2026

Fogra maidir le conradh né lamhaltas — an gnathchéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: CMEUNATTM3NPAHA BONMHNLUA 3A AKTUBHO JNIEYEHUME MO OHKONOIMNA -
XACKOBO EOO[
R-phost: d_rivivanov@mail.bg
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. N6s imeachta

2.1. Nos imeachta
Teideal: ,JJocTaBka, nyckaHe B ekcrnnoataumsi u rapaHumMoHHO obcnyXBaHe Ha HOB,
HeynoTpebsiBaH U HepeLuumKMpaH KOMMTbPeH ToMorpad 3a HyxauTte Ha ,CneynanuampaHa
OonHuMua 3a akTUBHO neveHune no oHkonorusi-Xackoso“ EOOO"
Cur sios: [loctaBka, nyckaHe B eKcnrioataumsi u rapaHuMoHHO obCcny>KBaHe Ha HOB,
HeynoTpebsBaH 1 HepeuuknnpaH KOMNITbPEH Tomorpad 3a HyxauTe Ha CneuumanuanpaHa
OonHMUa 3a aKTUBHO feYveHmne no oHkonorus-Xackoso EOO[. Beuykm pasxoaun — 3a fgocTaBka
Ha MeguuuHcKaTa anapaTtypa Ao Bb3noxurens, MOHTax, nyckaHe B ekcrnnoaraumsi, obyyeHune
3a paboTa, rapaHUMOHHa NOAAPBKKA, KOATO BKITHOYMBA W BNOXEHUTE PE3EPBHU YacTu B
rapaHUWOHHUS CPOK M NPOdUIIaKTUKa, KakTo U ApYrn AeAHOCTU, CBBbP3aHN C U3NbITHEHME
npegmMmeTa Ha HacToswarta obLiecTBeHa Nnopbyka, ca 3a cmeTka Ha M3anbnHutens.
MeanumHckaTta anapatypa cneisa ga 6bae gocTtaBeHa He No-kbCeHo oT 60 (Lwectaecer)
KaneHgapHu AHW, CHUTAHO OT CKNoYBaHe Ha aoroBopa. CpoKbT 3@ MOHTaX M NyCcKaHe B
ekcnnoarauus e He noseye oT 30 KaneHgapHW OHW, CYMTAHO OT JaTtaTa Ha AOoCTaBka Ha
MeguumHckaTa anapatypa, B KOUTO CPOK HE Ce BKIoYBa BPEMETO 3a aAMUHUCTPUpPAHE Ha
npenuckaTa no nyckaHe B ekcrnrioataums Ha anapata ot HUPP3 u AreHumsita 3a sapeHo
perynupaHe. M3nbnHUTenaT ocurypsisa rapaHuMOHEH CPOK Ha AoCTaBeHaTa anapartypa, He no-
Manbk oT 12 meceua. MapaHUMOHHUAT CPOK 3anoyBa a Teye OT JaTaTa Ha BbBeXxaaHe Ha
anapaTypara B ekcnnoartaumsa. YyactHmumte Tpsabsa aa pasnonaraT ¢ Heobxogmmnsa
nepcoHar, BKIOUYNTENHO U CEPBU3HKM CNeLManunucTi, 3a U3nbiiHEHME Ha NopbykaTta. LleHaTta
BKIOYBA BCUYKMN pa3xoaun MO U3MbIHEHME HA MbIiHUS 06eM Ha nopbykaTa, B TOBA YMCHO
N3roTBsAIHE Ha BCUYKM HEOOXOOMMM AOKYMEHTM (MPOEKTU, U3MepBaTENHN NPOTOKONM 1 Ap.) 3a
nuueHsnpaHe Ha anapaTypata npeg AreHuunaTa 3a aapeHo perynupare /AAP/.
Aitheantdir an nois imeachta: 5a75e1a1-ceb1-40d4-aa64-14e8bb743445
Aitheantdéir inmheanach: 597785
An cineal néis imeachta: Oscailte
Ta an nds imeachta a bhrostu: nil
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2.1.1. Cuspéir
Cineal an chonartha: Solathairti
Priomhaicmiua (cpv): 33190000 Miscellaneous medical devices and products

21.2. An ait feidhmiochta
Foroinn tire (NUTS): Xackoso (BG422)
Tir: An Bhulgair

2.1.3. Luach
Luach measta gan CBL a direamh: 305 000,00 EUR

2.1.4. Eolas ginearalta
Bunus dli:
Treoir 2014/24/AE

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Fogra
Rannphairtiocht in eagraiocht choiritil: KaHgugaTsT unm y4acTHUKBT € OCbAEH C BNnsana B
cvna npucbaa 3a npectbnnexne no yn. 321 vnu un. 321a ot HakasatenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30I) unu 3a aHanorMyHo NpecTbNfeHe B Apyra AbpXXaBa YeHka unu Tpeta
cTtpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Eilliu: KanamoaTsbT vnm YYaCTHUKBT € OCbEH C Brid3fia B cusia npucbaa 3a npecrbhieHne no
yn. 301-307 ot HakasaTtenHus kogekc (4. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo
npecTbnieHne B Apyra Abp)KaBa YreHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Calaois: KaHangaTbT unm y4aCcTHUKBT € OCbAEH C Brisiana B cuna npucbhaa 3a npecrbnneHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbniieHne B Apyra AbpXaBa YreHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Cionta sceimhlitheoireachta no cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHomaaTsT unm y4acTHUKBT € OCbAEH C Brs3na B cuia npucbaa 3a NpecTbhfieHne no yn.
114a - 1141 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[I1) nnn 3a aHanorM4HoO
npecTbnfieHne B Apyra Abp)XaBa YreHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30Tl1; no un.
108a ot HakasaTenHus kogekc (u3m. n gon., obH. [1B, 6p. 84 o1 06.10.2023 r. — pegakums B
cvna o 30.01.2026 r.) kato npecTbnfeHne, BKNoYeHO B obxBaTta Ha un. 57, naparpad 1 ot
Ounpektuea 2014/24/EC)
Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTsT nnu y4acTHUKBLT € OCbAEH C
BNs3na B cMna npucbaa 3a npectbnnenme no un. 253-260 ot HakasatenHua kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanoOrMYyHO NpecTbIeHMe B Apyra Abp)KaBa YfieHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHgngaTbT Unv y4acTHUKBLT e
OCb[EH C Brisi3na B cuna npucbaa 3a npecrbnnenune no vn. 159a-159r ot HakasatenHus
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unn 3a aHanNoOrM4YHO NpecTbNfIeHNe B Apyra Abpxasa
yneHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Saru oibleagaide a bhaineann le canacha a ioc: KaHangatbT unu y4acTHUKBLT nma
3a0bIDKEeHUs 3a AaHbLUM N0 CMUCHAA Ha yn. 162, an. 2, T. 1 oT JaHbYHO-OCUTYPUTESTHUS
npouecyarneH Kogekc 1 nMxsuTe no Tax KbM ObpXaBaTa unv kbM obLumHaTa no ceganveTto
Ha Bb30OXUTENA U HA KaHOMAAaTa UK yYacTHMKA, U aHanormvyHy 3aabimKeHUs CbriacHo
3aKOHOLaTEesNCTBOTO Ha AbpKaBaTa, B KOATO KaHOMAATLT UMW YYaCTHUKBT € YCTaHOBEH,
AoKasaHu C BNA3b B CMa akT Ha KOMMNeTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I0)
Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: KaHgupatsT nnm
YYaCTHUKBT MMa 3a4bJDKEHUS 3@ 3a4bIMKUTESTHM OCUTYPUTENTHM BHOCKM MO CMUCHIIA Ha Yn.
162, an. 2, 7. 1 oT JaHBbYHO-OCUTYPUTESTHUSA NpoLecyarneH KO4EKC N NIMXBUTE NO TAX KbM
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AbpXxaBaTa Unm KkbMm obLUMHaTa No ceganuuleTo Ha Bb3NOXUTENS U Ha KaHauMaaTa unm
y4acCTHUKA, NN aHarnorMyHn 3agbImKeHNs CbrNacHO 3aKOHOA4AaTENCTBOTO Ha AbpKaBaTta, B
KOSITO KaHAMAATBLT UNN YHACTHUKBT € YCTAHOBEH, OKa3aHW C Bs3b/1 B CUfa akT Ha
KOMNEeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30IN)

Saru oibleagaidi i réimsi an dli comhshaoil: KaHangatsbT unm y4acTHUKBT € OCbAEH C Brisiana B
cvna npucbaa 3a npecrbnnexne no yn. 352-353e ot HakaszartenHusa kogekc (4n. 54, an. 1, 1.1
oT 30I1) nnn 3a aHanorM4yHO NPECTbNNEHME B Apyra AbpKaBa YfieHka unu Tpeta ctpaHa (4n.
54,an. 1, 1.2 ot 300N)

Saru oibleagaidi i réimsi an dli shoisialta: KaHamaaTsT nnmn y4acTHUKBLT € OCbAeH C BMs3na B
cvna npucbaa 3a npectbnnenne no Yn. 172 unu un. 192a ot HakasaTtenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30TI1) unu 3a aHanorMyHoO NpecTbIeHMe B Apyra Abp)KaBa YfieHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: KaHgngaTsbT UM y4aCTHUKBT € U3BBbPLUNII
HapyweHue no un. 118, 128, 245 1 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C BIISI3NO0 B
Cvna HakasaTenHo NOCTaHOBMEHME UMK CbOEeOHO peLLeHne, NnNmn aHanorMyHN HapyLleHus,
YCTAHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbrfacHO 3aKOHOA4ATENCTBOTO Ha AbpXaBaTa, B
KOSATO KaHAMAATbT UM YH4aCTHUKBLT € yCTaHoBeH (4n. 54, an. 1, T. 6 ot 30I01)

Rannphairtiocht dhireach no indireach in ullmhd an nés imeachta solathair seo: Hanuue e
HepaBHOMOCTaABEHOCT B criydauTe no un. 44, an. 5 ot 301 (4n. 54, an. 1, 1. 4 ot 300N)
Coinbhleacht leasa mar gheall ar a rannphairtiocht sa nés imeachta solathair: Hanvue e
KOHQIIMKT Ha MHTepecun nNo cmucbna Ha § 2, T. 21 ot [P Ha 30TI1, konTo He Moxe Aa 6bae
oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300N)

Mifhaisnéis, faisnéis a coinniodh siar, gan bheith in ann doiciméid riachtanacha a sholathar né
faisnéis runda a fuarthas maidir leis an n6s imeachta seo: 3a kaHgugaTa unu y4acTHuka e
YCTaHOBEHO, Ye: - € NpeacTaBuni JOKYMEHT C HEBSIPHO CbAbpKaHue, C KOUTO ce AoKa3Ba
AeKnapupaHaTa nurnca Ha OCHOBaHWUA 3a OTCTPaHsABaHE NN OEKNapupaHOoTO U3MbITHEHME Ha
KpuTepuute 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I1); - He e NnpeaocTaBun M3nCKBaLla ce
MHOpMaUMs, CBbp3aHa C yAOCTOBEPSIBaHE nmncaTa Ha OCHOBaHUA 3a OTCTpaHsBaHe Unu
N3NbITHEHNETO Ha KpuTepumuTe 3a noabop (4n. 54, an. 1, 1. 5 ot 30IM)

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiinta amhain: 3a kaHguaaTa unu
y4acTHUKa € Hanuue HsIKoe OT cneaHuTe o6CToATENCTBA: OCbAEH € C Brisiana B cuna npucbaa
3a npectbnnenuns no un. 194 — 208, un. 213a — 217, un. 219 — 252 n un. 254a — 255a v un.
256 - 260 HK (un. 54, an. 1, 1. 1 o1 30I[1); M3BbpLUMN € HapyLeHnsa no 4n.61, an.1, 4n.62, an.
1 vnn 3, un.63, an.1 unn 2, un.228, an.3 ot Kogekca Ha Tpyaa v no 4n.13, an.1 ot 3akoHa 3a
TpyAoBaTa Murpaumst U TpyaosaTta MOBUNHOCT, YCTAHOBEHM C BIISI3NO B CUa HaKa3aTeNHo
NoCTaHoBIIEHME UM CbaebHo peweHune (4n.54, an.1, 1.6 ot 30I1); obcToaTencTeo no 4n. 3, T.
8 oT 3aKkoHa 3a UKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLLEHWUS C ApY>KecTBaTa, PerMcTpupaHmn B
IOPUCANKLNN C NpedepeHLmaneH JaHbYeH PEXNM, KOHTPONIMPaHUTE OT TAX Nnua U TEXHUTE
AencTBuTENHN cobeTBeHNUN; obecToaTencTea no yn. 91 ot 3akoHa 3a NpoTMBOAENCTBUE HA
KopynuuaTa cpea nuua, 3aemaium nyonmynim anwxHoctu (3MKJI3MM0); ¢ HanoXeHa caHKuus no
yn. 83a, an. 5, 1. 1 ot 3AHH — BpemeHHa 3abpaHa 3a yyacTue B npouenypv 3a BbanaraHe Ha
06LLEeCTBEHM NOPBYKN.

Féimheacht: KaHonoaTsT nnm y4acTHUKBT € 065BEH B HECBHCTOSTENTHOCT NO CMUCHIIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

Décmhainneacht: KananaatsT nnmn y4acTHUKBLT € B MPOM3BOACTBO MO HECHCTOATESHOCT (4.
55,an. 1, 1.1 ot 300N)

Socru le creidiunaithe: KaHgmaatsbT nnm y4acTHUKBT € CKIYU N3BBbHCBHAEOHO
crnopasymMeHue C KpeanTopuTe cu no cmucbna Ha yun. 740 ot TbproBckua 3akoH (4n. 55, an. 1,
T. 1 ot 300N)
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Cas coslil le féimheacht faoin dli naisiunta: CbrnacHo 3akoHo4aTenNCTBOTO Ha AbpXXaBaTa, B
KOSAATO € YCTaHOBEHO, Yy>XAECTPaHHO N1Le ce Hamupa B NonoXeHne, NogobHo Ha: 06sBEH B
HEeCBHCTOATENHOCT; B MPOM3BOACTBO MO HECLCTOATESTHOCT; B npoueaypa no fMKBugaums;
CKIMOYEHO M3BBHCBHAEOHO CnopasyMeHne ¢ KpegutopuTe; npeycTaHoBeHa AeNHOCT (4n. 55,
an. 1, 1.1 01 30I0N)

Socmhainni ata a riaradh ag leachtaitheoir: KangngatsT unu yyacTHUKBLT € B npouegypa no
NMKBMAAUMA NO cMUCBa Ha TbproBckMs 3akoH (4. 55, an. 1, 1. 1 ot 30I1)

Cuirtear ar fionrai gniomhaiochtai gné: KaHangatsbT unu y4acTHUKBLT € NpeycTaHoBUN
aenHoctTa cu (un. 55, an. 1, 1. 1 ot 30I1)

Mi#iompar gairmiuil tromchuiseach: KaHaMaaTtsbT nnm y4acTHUKBLT € NULLEeH OT NpaBoTo Aa
yrnpaxHsaBa onpegeneHa npodecus unm 4enHOCT CblrfacHO 3aKOHOO4AaTeNCTBOTO Ha
AbpXaBaTta, B KOATO € U3BbpLUEHO aesHneTo (4n. 55, an. 1, 1. 2 ot 300N)

Comhaontuithe le hoibreoiri eacnamaiocha eile arb & is aidhm ddéibh an iomaiocht a
shaobhadh: KaHoMaaTsT unmn y4acTHUKBLT € CKITKYUIT crnopasyMeHue ¢ pyry nuua c uern
HapyLlaBaHe Ha KOHKYpPeHUMUATa, Korato HapyLeHUeTO € YCTaHOBEHO C aKT Ha KOMMEeTEeHTEeH
opraH (4n. 55, an. 1, 1. 3 ot 30I0)

Foirceannadh luath, damaisti né smachtbhannai inchomparaide eile: 3a kaHgugaTa nnm
y4yacCTHMKa € JoKa3aHo, Ye € BUHOBEH 3a HEU3MbIIHEHNE Ha JOroBOp 3a 0bLlecTBeHa Nopbyka
UM Ha JOroBOp 3a KOHLLECUA 3a CTPOUTESICTBO UK 3a ycnyra, A0Beno 40 pa3BasisHe unm
nNpeacpoYHOTO My NpekpaTsaBaHe, uannawaHe Ha obesweTeHnst unm gpyrm nogobHN caHKLmK,
C U3KIMKOYEHME Ha CnyYauTe, KoraTto Hen3nbiHEHNETO 3acsara no-masnko oT 50 Ha cTo oT
CTOMHOCTTa unu obema Ha gorosopa (4n. 55, an. 1, 1. 4 ot 30IN)

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: ,JJoctaBka, nyckaHe B eKcrnrioataumsi U rapaHuMoHHO obCny>XBaHe Ha HOB,
HeynoTpebsiBaH 1 HepeuuKnnpaH KOMNITbPEH Tomorpad 3a HyxauTe Ha ,CneunannsmpaHa
OonHuMua 3a akTUBHO neYeHmne no oHkonormsa-Xackoso“ EOOO*
Cur sios: [loctaBka, nyckaHe B ekcnnoaraumsi U rapaHuMoHHO obcnyXBaHe Ha HOB,
HeynoTpebsiBaH U HepeLuuKnMpaH KOMMTbPeH ToMorpad 3a Hyxxaute Ha CneuvanuanpaHa
OonHMUa 3a akTUBHO fneYveHmne no oHkonorus-Xackoso EOO[. Beuykm pasxoaun — 3a gocTaBka
Ha MeaunuuHCcKaTa anapaTypa Ao Bb3noxutens, MoHTaX, nyckaHe B ekcnnoatauus, obyyeHne
3a paborTa, rapaHuMoHHa NoaapbKKa, KOATO BKITOYBA U BNOXEHUTE Pe3epBHN YacTu B
rapaHUMOHHUSA CPOK M NPOdUNIaKTUKa, KakTo U Apyrn 4EVHOCTUN, CBbP3aHN C U3NbITHEHME
npegmMmeTa Ha HacToswarta obLiecTBeHa nopbyka, ca 3a cmeTka Ha ManbnHutens.
MeawvumHckaTta anapatypa cnegpa aa 6bae JocTaBeHa He No-kbCHO oT 60 (LwectaeceT)
KaneHgapHu OHW, CHUTAHO OT CKNoYBaHe Ha goroBopa. CpOKbT 3@ MOHTaX U MyckaHe B
ekcnnoartauma e He noeye oT 30 KaneHgapHW AHW, CYNTAHO OT AaTaTa Ha LOCTaBKa Ha
MeguumHckaTta anapaTypa, B KOMTO CPOK HE Ce BKIoYBa BPEMETO 3a aAMUHUCTPUPaHE Ha
npenuckaTa no nyckaHe B ekcnnoartaums Ha anapata oT HLUPP3 n AreHumnsita 3a sgpeHo
perynupaHe. M3nbnHUTENAT ocurypsiBa rapaHUMOHEH CPOK Ha AoCTaBeHaTa anapartypa, He no-
Manbk oT 12 meceua. NapaHUMOHHUAT CPOK 3anoyBa fa Teyve OT JaTaTa Ha BbBeXdaHe Ha
anapatypara B ekcnnoartauus. YyactHuuuTe Tpsibea Aga pasnonaraT ¢ Heobxogumms
nepcoHan, BKITKOYUTENTHO U CEPBU3HM CNeLnanncTi, 3a 3nbiHeHne Ha nopbykaTa. LieHaTa
BKIMOYBA BCUYKMN pa3xoaun MO U3MbIHEHME Ha MbITHUS 00eM Ha nopbykaTa, B TOBA YMCHO
N3roTBsIHE Ha BCUYKN HEOBXOAUMU OOKYMEHTU (NPOEKTN, n3mMepBaTeiHM NPOTOKONM 1 Ap.) 3a
nuueHsnpaHe Ha anapaTtypata npeg AreHuunaTta 3a agpeHo perynupade /AAP/.
Aitheantdéir inmheanach: 597785
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5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiua (cpv): 33190000 Miscellaneous medical devices and products

5.1.2. An ait feidhmiochta
Foroinn tire (NUTS): Xackoso (BG422)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 4 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 305 000,00 EUR

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair a mhaoinitear go hiomlan né i bpairt le cisti an Aontais
Faisnéis faoi Chisti an Aontais Eorpaigh:
Clar um chisti an Aontais: Ciste Forbraiochta Réigiunai na hEorpa (CFRE) (2021/2027)
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil
Eolas breise: 3nbnHutenat rapaHTupa M3nbiHEHMETO Ha NPOU3TUYALLNTE OT HACTOALLMS
[loroBop CBOM 3ag4bIKEHWS C rapaHumns 3a U3nbrHEHWE B pa3mep Ha 5% (neT npoueHTa) oT
CTOMHOCTTa Ha [orosopa.

5.1.7. Solathar straitéiseach
Aidhm an tsolathair straitéisigh: Nil solathar straitéiseach i gceist
Critéir maidir le solathar glas: Gan aon chritéir maidir le Solathar Poibli Glas

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: B TexHnuyeckaTa cneyndumkaums He € U3non3BaH KpUTeEpUM 3a AOCTbMHOCTTA 3a
nuuaTa c yBpexaaHusi, Tbil KaTo NpeaMeTbT Ha NopbykaTa BKOYBA AOCTaBKa Ha
cneunmnyHa MeguumMHCKa anapaTtypa, KbM KOSITO Bb3NOXUTENSAT € NOCTaBui U3NCKBAHNSA KbM
OTHOCMMUTE €BPOMNENCKN CTaHAAPTHM 1 NpoLeaypwy, KoMTo cnefea ga 6vaat npunoxenu. C
ornepn Ha ropHoTO, He € HeO6X0ANMO BKMNIOYBAHE Ha AONBITHUTENTHU KpUTEPUM 3a
AOCTBLMNHOCTTA Ha Nnua C YyBpeXaaHus, Tbi KaTO €BPONENCKOTO 3aKOHOA4ATENCTBO €
CUHXPOHN3MPAHO N Bb3NOXUTENAT CE € N030Basl Ha OTHOCMMAaTa KbM MeauUMHCKaTa
anapaTypa eBponeKncka pamka.

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: 1.3a gokassaHe Ha rogHoOCT /npaBocnocobHOCT/ 3a
yrnpaxHsiBaHe Ha npodecroHarnHa JeNHOCT BbB BPb3Ka C MOCTAaBEHOTO OT Bb3IOXUTENS
N3nCKBaHe, y4acTHUKBLT crneaBa Aa pasnonara ¢ PaspelueHne 3a TbproBus Ha eapo ¢
MeOMLMHCKN u3genus, nsgageHo ot MIsnbnHutenHa areHums no nekapcraara unv apyr
AOKYMEHT, yAOCTOBepsiBaLl, MpaBoOTO My Aa Tbprysa C MEAULMHCKM U3Oenus, usgageH ot
KOMMETEeHTEH OpraH Ha Apyra Abp)XaBa YreHka unu Ha gpyra gbpXasa- cTpaHa no
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CnopasymeHneTo 3a EBponenckoTo MKOHOMUYECKO NPOCTpPaHCTBO, U Ha KoHdeaepaums
Lsenuapusa, nnu ga e npomMsBoguTen, yCTaHOBEH Ha TepuTopusaTa Ha Penybnuka bbunrapus.
2.YyacTHuumTe TpsibBa ga npuTexasaT BanvaHa perncrpaums 3a cepBm3Ha AeNHOCT 3a
paboTa C N3TOYHULM C NOHU3NPALLM NTbYEHNS n3ganeH ot AreHums 3a SApeHo perynvpade no
4n. 56, an. 3, 7. 1 ot 3BUAE unu ekBnBaneHTHO, n3gageHo OT opraH, yCTaHOBEH B Apyra
AbpxaBa vneHka Ha EC unu EUMM. 3a gokasBaHe Ha CbOTBETCTBMETO CU C U3NCKBAHETO 3a
rogHocT ydactHukbT nonbnea EEAOIN B vact IV: Kputepum 3a nogbop, 6. A ,fogHocT”, kaTto
OT ONUCaAHMETO CriefBa Aa ce YCTaHOBsIBA HanNM4YMeTo Ha BanvaHa perncrpaums 3a cepBmsHa
AenHocT 3a paboTa ¢ U3TOYHULN C MOHM3MpaLLM MbYeHns nsgaaeH ot AreHumns 3a SapeHo
perynupaHe nnu ekBMBarieHTHO, n3gafgeHo OT OpraH, YCTaHOBEH B Apyra AbpXKaBa YfieHKa Ha
EC vnu EUNM, unu gpyr 4OKYMeHT unu nHdopmauus, gonyctumm coernacHo 3001,
YyacTHMuMTE AoKas3BaT AeknapupaHnte obcTtosaTencTsa Npu ycroBusTa Ha un. 67, an. 5 n an.
6 30T, kaTo NpeAcTaBAT KOMUS Ha NpUTEXaBaHUTE OT TAX AOKYMEHTU, OCBEH B criyyauTe
Korato nHcpopmaumaTa e BugHa ot nyenuyeH pernctbp Unu JOKYMEHTbT € Beye npefocTaBeH
Ha BBH3NOXUTENS U ce NpeacTaBu NMCMeHa geknapauma no yvn. 112, an. 10 ot 3001, ye
CbLUMAT e akTyaneH. B cnyyan, 4ye y4aCTHUKBLT € YyXXaeCcTpaHHO nvue nnu obeanHeHne, B
KOEeTO ydacTBa Yy>XOeCTpaHHO Nnuue, ce Jonycka NpeAcTaBAHETO Ha eKBUBASIEHTEH JOKYMEHT,
n3gageH Kb4eTo YyX4eCcTpaHHOTO nnue e ycTaHoBeHO. [IoOKyMeHTUTE ce NpeacTaBsaT B
npesop Ha 6bnrapcku e3uk. Npu yyactne Ha NOAN3NbAHUTENMN, U3NCKBAHUATA KbM TAX Ce
npunaraT cbobpasHo BMAa 1 Aena Ha TAXHOTO yvacTue.

Critéar: Tagairti ar sheachadtai sonraithe

Cur sios ar an gcritéar roghnuchain: 1.YyacTHUKbT Nnpegoctass /aeknapupa/ B EQUHHMA
€BPONENCKN LOKYMEHT 3a obectBeHn nopbykm /EEONN/ nHgopmauusa 3a obectostencreara
3a JOCTaBKUTE, KOUTO Ca MOEHTUYHWN NN CXOOHU C NpeagMeTa Ha nopbykaTa, U3NbIIHEHU Npe3
nocnegHuTe Tpy roguMHU, CHYUTAHO OT AaTaTta Ha nodasBaHe Ha odepTaTa, C NoCoYBaHe Ha
CTOMHOCTUTE, AaTtuTe 1 nonyvarenute. ,AeHTUYHN" ca 4OCTaBKM Ha MeOULMHCKN n3aenus
Imeq. anapaTypal, ¢ U3TOuHMK Ha MloHM3MpalLo nbyeHne, U3BbpLUBaHM B Nie4ebHn 3aBeaeHs
3a 6onHu4Ha nomoly. ,CxogHK” ca 4OCTaBKM HA MeOULMHCKN n3genus - meq. Anapartypa c
U3TOYHUK Ha MoHusnpalLo mbuenne.. MUHMMarnHo namcksaHe: B cboTBeTHMA nepuog,
YyYaCTHUKBLT TpsbBa Aa € u3nbnHMn MUHUMYM /1 / egHa gocTaBka ¢ npeaMeT MAEHTUYEH Unn
CXOJEH C TO3M Ha nopbykaTa. MiauckBaHaTa OT Bb3NoOXuTens nHpopmaumsi ce nocoysa oT
yyacTtHuka B YacT IV Kputepun 3a nogdop, B: TexHnyeckn n npodecrmoHanHmn cnocobHocTy,
none ,3a NOPbYKN 32 AOCTABKN: U3BBbPLUEHN JOCTaBKN OT KOHKpeTHUS Bua“ Ha EEON. B
cry4yan, Ye y4aCTHUKBT € YyXXAeCTpaHHO nuue nnn obeanHeHne, B KOETO ydacTBa
YyxKOeCcTpaHHO Nnuue, ce Jonycka NpeAcTaBsaHeTO Ha eKBMUBaNeHTeH AOKYMEHT, u3fgaaeH
KbAETO YyXXOEeCTPaHHOTO Nuue e ycTaHoBeHO. [IokyMeHTUTe ce npeacTaBaT B NpeBo Ha
Obnrapcku esuk. [Npu yyacTne Ha NOAU3NBAHUTENM, U3UCKBAHMATA KbM TAX ce npunaraT
cbobpasHo BMAa 1 gena Ha TaxXHOTOo yyacTtue. [lokassaHe: [Npu cknioyBaHe Ha AOroBop
YYaCTHUKbLT, 3bpaH 3a U3nbrnHUTEN, cneaea Aa npeacrtaBn CNMCHK Ha OCTaBKUTE,
NMOEHTUYHN UM CXOAHU C NpegMeTa Ha nopbykaTta, C N0OCoYBaHe Ha CTOMHOCTUTE, AaTuTe n
nonyvyarenure, NPUApPY>XeH ¢ JOKYMEHTU, KOUTO JoKa3BaT U3BbplUeHaTa JOCTaBKa.

Critéar: Teastais 6 ghniomhaireachtai neamhspleacha faoi chaighdeain dearbhu cailiochta
Cur sios ar an gcritéar roghnuchain: 2. YyactHuuuTe B npouegypara ga npunaraT cMCTeMU 3a
ynpasneHune Ha kavectBoTo no ctaHgapt BAC EN ISO 9001 unu ekBMBaneHTHa cuctema, ¢
o6xBaT TbProBusi C MEAULNMHCKN n3genusi/anapartypa u cepBuaHa AeVNHOCT Ha MeanLMHCKa
anapaTtypa/vsgenus, usgageH Ha MMeTo Ha yyacTHuKa. 3abenexka: Bcekn yqacTHUK cnegsa
Aa NpefcTaBun JoKasaTencTBa 3a eKBUBANEHTHOCTTA Ha NpeanoXeHusaTa, KOMTO NpaBu, KoraTo
ce no3oBaBa Ha eKkBuBareHTHU Takusa. [leknapupare: N3nckaHata nHdopmauusa 0THOCHO
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AOKa3BaHe Ha CbOTBETCTBMETO C MOCOYEHUTE KpUTEPUM 3a Nogbop, ydacTHMUMTE crneaBa Aa
aeknapwupart B vact IV, pasgen [ ,CepTudukaTn oT HE3aBUCUMUK OpraHn, yOOCTOBEPSsIBALLM
cTaHaapTu 3a ocurypsisaHe Ha kadectBoTo” oT eEE[1OlN, kaTo nocoyBaTt nHpopmayms
OTHOCHO HanNM4MeTo Ha BanuaeH ceptTudukaT 3a yrnpaBreHMe Ha Ka4yecTBOTO Ha
MeAUUNHCKUTEe anapaTypa, CbrnacHo usncksaHmaTa Ha ctaHgapt EN ISO 9001 (vnum
€eKBMBAreHT) Ha y4acTHMKa, ¢ o6xBaT Ha cepTudmkarta, CbOTBETEH Ha NpeameTa Ha
nopbyKaTa UM eKkBMBaneHT, No3BongABaL, Aa ce U3BbpLuBa eMHOCTTa, NpeaMeT Ha
nopbykaTa. [lokasBaHe: [JOKyMEHTUTE 3a NOCTaBEHNA KpUTEPUIA, KOUTO Ce NPEeLCTaBAT B
cnyyauTe Ha 4n. 67, an. 5 ot 30l unu oT y4acTHUKa onpeaesieH 3a U3nNbHUTEeN npeamn
CKITO4BaHe Ha JOoroBopa ca: 3aBepeHo Konuve Ha BanvaeH ceptudukat no ctaHgapt EN ISO
9001 nnn ekBMBaneHTHa cMcTeMa 3a yrnpasfieHne Ha Ka4yecTBOTO, C 06XBaT Tbproeusi ¢
MeANLUNHCKN n3genusa/anapatypa u cepBu3Ha AEVHOCT Ha MeAnUUHCKa anapaTypa/msgenus,
n3gageH Ha MMeTo Ha yyacTHuka. CepTudukatsT TpsibBa ga e nsgageH ot He3aBMCUMK Nnua,
KOUTO Ca akpeguTMpaHu No CbOTBETHaTa Cepusi EBPONENCKM CTaHaapTn oT M3nbnHuTenHa
areHums ,bbnrapcka cnyx6a 3a akpeguTtauusa” unm ot Apyr HauMoHaneH opraH no
akpeguTaumsi, KOMWTo e cTpaHa Nno MHOroCTpaHHOTO crnopa3yMeHne 3a B3anMHO Npu3HaBaHe
Ha EBponewckaTa opraHnsaums 3a akpegurtaums, 3a CboTBeTHaTa obnact unv ga oTroBapaT
Ha N3MCKBaHWSITa 3a NpU3HaBaHe CbIacHo Yn. 5a, an. 2 oT 3akoHa 3a HauuoHanHata
akpeguTaumsi Ha opraHu 3a OueHsiBaHe Ha CbOTBETCTBMETO. Bb3noxutenaT npuema
€KBUBANEHTHN cepTudukaTi, n3gageHn oT opraHu, yCTaHOBEHU B APYIN ObpXKaBU YNEHKN.
Bb3noxutenar npuema n gpyru gokasartesncrsa 3a eKBMBaneHTHU MepKn 3a ocurypsisaHe Ha
Ka4yeCTBOTO, KOraTo y4aCTHMK HE € uMmasn SOCTbMN A0 TakMBa cepTUuKaT nnm e Haman
Bb3MOXXHOCT Aa ' Nofly4n B CbOTBETHUTE CPOKOBE MO HE3ABUCELLN OT HEMO MPUYMHM.

Critéar: Cailiochtai oideachasula agus gairmiula abhartha

Cur sios ar an gcritéar roghnuchain: YyacTHUKbLT fa pasnonara ¢ nepcoHan ¢ onpegeneHa
npodecrnoHanHa KOMNEeTEHTHOCT 3a U3NBbIIHEHMETO Ha NopbYKaTa, KakTo cregsa: MuHMMym —
1 (eQuH) cepBu3eH cneumanucT, KOMTO Aa nma npaBocnocobHocT 3a pabota ¢ AT
/M3TOYHMLUM Ha NOHM3MPaLLM NbYeHUs/ n aa e 0by4YeH OT NPOU3BOANTENS 3a CEpPBU3MPaHE Ha
npegnaraHarta anapatypa. MuHumanHo nsnckeaHe: Npu nogasaHe Ha ogpepTaTa y4aCTHUKBT
nonbSiBa CbOTBETHOTO None Ha Pasgen ,TexHnyeckun n npodecmoHanHm Bb3MoXxHoCTK®, Yact
IV: ,Kputepun 3a nogbop“ ot EE[JOIT, kaTo nocoyBa MHoOpMauus 3a CEpBU3HUSA cneumanuct
1 onucea yaocToBepeHneTo 3a pabota ¢ AT /M3TouHULM Ha NOHU3UPpALLM NbYeHus/ 1
AOKyMeHTa, yaoCcToBepsiBall, Ye € obyyeH OT Npon3BOANTENS 3a CepBU3MpaHe Ha
npeanaraHata anapartypa. [lokassaHe: NMpu cknoyBaHe Ha JOroBOpP YY4aCTHUKBLT, 3bpaH 3a
n3nbnHUTEn, cnensa fa npeactasn CnMCbK Ha nepcoHana - TEXHUYECKUTe nuua, KoMTo e
OCbLLECTBABAT CEPBM3HATA NOAAPBXKKA, ChbAbpXaLly, MHpOopMaLKMs 3a KOMNETEHTHOCTTA UM,
cbobpaseH C MMHMMAarHUTE U3NCKBAHWUS, KaKTO U AOKYMEHTM KOUTO JOKa3BaT
KOMMNETEHTHOCTTa M.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: Han-Hucka ueHa
Cur sios: Han-Hucka LeHa

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/597785
Cainéal cumarsaide ad hoc:
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Ainm: LAWC EOIT

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/597785
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 31/08/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 01/09/2026 13:30:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mor an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil

5.1.15. Teicnici
Creat-chomhaontu:
Nil feidhm ag creat-chomhaontu
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucusa 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un.197, an.1, 1.1 ot 30I1 B 10 AHEBEH CPOK
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CNEUMANN3NPAHA BEOJTHULA 3A AKTUBHO JIEMEHWE MO OHKOJIOIMNA - XACKOBO
EOO
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELWAITM3VNPAHA
BOJNMHMUA 3A AKTUBHO NNEYEHKWE MO OHKOJIOIMMA - XACKOBO EOO[
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUWMATTIMSNPAHA BOJTHULIA 3A
AKTMBHO NEYEHWE MO OHKOJ10I'MA - XACKOBO EOO[
Eagraiocht a phréisealann tairiscinti: CTIELLMAJTIMSUPAHA BOJIHWLA 3A AKTVBHO
NEYEHME MO OHKONOIMA - XACKOBO EOO[

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: CTTELUMWANU3VNPAHA BEOJIHULA 3A AKTUBHO JIEHYEHWE MO OHKONOTI A -
XACKOBO EOO[
Uimhir chlaruchain: 000900156
Seoladh poist: 6yn. CbEOVHEHWE Ne.49
Baile: rp. XackoBo
Cad poist: 6300
Foroinn tire (NUTS): Xackoso (BG422)
Tir: An Bhulgair
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Pointe teagmhala: iBaH Togopos ViBaHoB

R-phost: d_rivivanov@mail.bg

Teil.: 0882981078

Préifil an cheannaitheora: https://app.eop.bg/buyer/16062

Réil na heagraiochta seo:

Ceannaitheoir

Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair
Eagraiocht a sholathraionn rochtain as line ar na doicimeéid solathair
Eagraiocht a fhaigheann iarratais ar rannphairtiocht

Eagraiocht a phroisealann tairiscinti

8.1. ORG-0002
Ainm oifigiuil: Komncns 3a 3awwmrta Ha KOHKypeHuuaTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Codus
Caod poist: 1000
Foroinn tire (NUTS): Codous (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Komvcus 3a 3awwmra Ha KOHKypeHuusaTa
R-phost: delovodstvo@cpc.bg
Teil.: +359 29356113
Facs: +359 29807315
Seoladh idirlin: http://www.cpc.bg
Réil na heagraiochta seo:
Eagraiocht athbhreithniuchain

Eolas faoin bhfégra

Aitheantéir/leagan an fhogra: 02ef9303-17f9-42c6-8f99-21825¢ce84625 - 01

Cineal na foirme: lomaiocht

Cineal an fhogra: Fégra maidir le conradh n6 lamhaltas — an gnathchoras

Fochineal an fhogra: 16

Data seolta an fhogra: 22/07/2026 10:23:03 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fégra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 508880-2026

Uimhir eagrain 1O S: 140/2026

Data foilsithe: 23/07/2026
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