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235111-2026 - lomaiocht

An Bhulgair — Pharmaceutical products — ,,JloctaBka Ha nekapcTBeH NPOAYKTH, 3annawjaHu ot
H3OK m3BbHbH LeHaTa Ha KNMHUYHUTE NBbTEKU U Npoueaypwu, 3a Hyxxaute Ha "CBAJ103 a-p Mapko
A. MapkoB - BapHa" EOO[] no TpuHagecet o60cob6eHu no3mummn“

OJ S 67/2026 07/04/2026

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: CNELUMANN3NPAHA BOJIHULIA 3A AKTUMBHO JIEYEHUE HA
OHKOJTOIMM4YHU SABONABAHNA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[
R-phost: sbalozvarna zop@abv.bg
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. Nos imeachta

2.1. Nos imeachta
Teideal: ,JJocTtaBka Ha nekapcTtBeHn npoayktu, 3annawadm ot H30K n3BbLH LeHaTa Ha
KNUHUYHUTE MbTEKU U npoueaypw, 3a Hyxaute Ha "CBAJ103 g-p Mapko A. Mapkos - BapHa"
EOQO[ no TpuHagecet o6ocobeHn nosmumm®
Cur sios: lNMpeameTbT Ha obLlecTBeHaTa Nopbyka € 4OCTaBKM Ypes NepnoanyHn 3asiBkm OT
Bb3noxuTtensa Ha nekapctBeHn npoayktu. B MNpunoxeHne 1 kbm TexHuyeckata
cneundurkauus, BbB popmat Excel ca nocoyeHn HanMeHoBaHUE, TEXHUYECKN
XapaKTepPUCTUKN, MEPHU €ANHNLN N NPOrHO3HN KONMYECTBA 3a BCAKO €4HO NeKapCTBO.
Aitheantdir an nois imeachta: ce2136d8-14d4-41ad-a3ce-05bc33a9338e
Aitheantdéir inmheanach: 555693
An cineal néis imeachta: Oscailte
Ta an nds imeachta a bhrostu: nil

21.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products

2.1.2. An it feidhmiochta
Seoladh poist: 6yn. Llap Ocso6oauten 100
Baile: BapHa
Cadd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

2.1.3. Luach
Luach measta gan CBL a direamh: 7 805 505,00 EUR

2.1.4. Eolas ginearalta
Eolas breise: Npunoxnmm obctoaTencTasa, HaNMYMeTo Ha KOMTO € OCHOBaHWe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
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OTCTpaHsiBaHe, Nocoyenn B un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4yeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBarta, peructTpupaHu B OPUCAMKUUKN C npedepeHumnanel JaHbyYeH pexmm,
KOHTpONUpaHuTe OT TAX Nuua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a yyacTHMUMUTE He cneaBa
Aa e Hanvue BnA3no B cuna pelweHne 3a HanaraHe Ha caHkuua Ha FOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHuATa Mo yn. 54 ot 30[1, Bb3NOXUTENAT OTCTPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a Nnoabop unu He
N3NbITHX OPYro YCNoBMe, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBEHa NOpbYKa Unn B
AOKyMeHTaumaTta; 6) y4acTHUK, KOWTO € npeacTaBun odpepTa, KOATO He OTroBaps Ha
npeaBapuUTENHO 06sIBEHUTE YCNOBUS 3a U3MbIIHEHUE HA NOPbBbYKATA; B) yHaCTHUK, KOWUTO €
npencrasmn oepTa, KOATO HE OTroBaps Ha NpaBunia N N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
OKOfHaTa cpeaa, CouManHoTo U TPYAOBOTO MPaBo, MPUOXMMU KONEKTUBHU CNOPa3yMeHNs 1
/vnun pasnopendv Ha MeXxgyHapogHOTO €KOSTOrMYHO, CoLUManHo U TPyAoBO NpaBo, KOUTO ca
n3bpoenu B npunoxexHme Ne10 ot 30rT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ gokasaTencrea 3a nobnaronpuaTHaTa LeHa
/BOKYMEHT 3a COOCTBEHOCT, HaNU4Me Ha NepcoHar, cneunanuampaH coTyep, EKCKNy3nBHU
TbProBCKW NpaBa Mnun BCAKO ApYyro o6CToATENCTBO, BOAELLO A0 hopMuMpaHe Ha no-
BGnaronpusTHa ueHa/ nnu Ynato odepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpegensa 6a3a 3a cpaBHeHWe, KoraTo ca Hanvue egHa unv ase oceptu, B
pasmep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nums, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsiT Ha yCrnoBusaTa 3a NpeacTaBsHE, BKOYMTENHO 3a dOpMa, HAYMH, CPOK U
BanNUAHOCT; X) nuue, KoeTo e Hapywuno 3abpaxa no un. 101, an. 9 n 10 ot 30I1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsiBa Y4aCTHUK, KOMTO € npeacTaBun odepra, KOATo e
HenbfHa UM He OTroBaps Ha yCcnoBmuATa, NOCOYEHN B AOKYMeHTaumsTa 3a ydyactue; 6. Ot
yyacTue B npoueaypara ce OTCTpaHsBa Y4aCTHUK, B YMATO odhepTa e NnpeanoxeHa LeHa,
KOSAATO HaAXBbpJIs NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mums, e
O6bae oTCTpaHeH OT yyYacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NnpeacTaBus -
Heknapaums 3a oTcbCTBUE Ha obcTosTencTBaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Orfnen Ha AeCTBUATa Ha
Pycua, pectabunuanpaiin nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpokbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n 4etupu/ meceua OT gaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a Branoxurens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkUTE € A0 3 /Tpwu/ KaneHgapHu AHW cre nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTensi no TenedoH Unn Ha enekTpPoHHa
nowia. M3sbpliBaHETO Ha AOCTaBKUTE Ha MeMKAMEHTU LLe Ce YAOCTOBeEpPSABa C ABYCTPAHHO
nognucaH npvemo-npeaaBsatesnieH NnpoTokon. MNepnoanyHOCT Ha 3asiBKUTE - BEAHBbX MECEeYHO,
Ha 6a3a NPOrHO3HN pa3veTn, BL3INOXUTENAT NpaBu 3asiBka 3a HE06XoaANMUTE My KOSNMyecTBa
3a Bcsika egHa obocobeHa nosuums 3a cnegeawmnsa meced. B 3aBucmMmocTt ot cneundunyHmTte
My noTpebHoCTM Ha Basa nocTbNMNUTEe Npe3 Mecela NauneHTn, Npyu HeobxoanmocT
BBb3MOXUTENAT NpaBun OTAENHM (ONbNBALLN) 3aSBKU.

Bunus dli:

Treoir 2014/24/AE

2.1.5. Téarmai solathair
Téarmai na haighneachta:
Lion uasta na luchtég ar féidir le tairgeoir amhain tairiscinti a chur isteach ina leith: 13
Téarmai an chonartha:
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Lion uasta na luchtog ar féidir conarthai a dhamhachtain ina leith ar aon tairgeoir amhain: 13

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Fégra
Rannphairtiocht in eagraiocht choirivil: KaHgnoaTsbT v y4acTHUKBT € OCbEH C Brisiana B
cvna npucbaa 3a npecrtbnnexne no yn. 321 nnmn un. 321a ot HakasatenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30[M) unu 3a aHanorMyHo NpecTbnfeHe B Apyra AbpXaBa YeHka unm Tpeta
cTtpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Eillii: KanamoaTsT unm YYaCTHUKBLT € OCb/IEH C BMisi3fa B cuna npucbaa 3a npectbhieHne rno
yn. 301-307 ot HakasaTtenHus kogekc (4. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo
npecTbnieHne B Apyra AbpxKaBa YneHka unm tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I01)
Calaois: KaHangoaTbT uUnum y4aCcTHUKBT € OCbAEH C Brisi3na B cuna npucbaa 3a npecrbrnieHne
no un. 209-213 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnn 3a aHanorM4yHo
npecTbnreHne B Apyra Abpxasa YreHka unum tpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I01)
Cionta sceimhlitheoireachta né cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHomaaTsT unm y4acTHUKBT € OCbAEH C BRsi3na B cuna npucbaa 3a NpecTbhfieHne no yn.
114a - 1141 o1 HakasatenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30l1) unu 3a aHanornM4Ho
npecTbniieHne B Apyra Abpxasa YreHka unm tpeta ctpana (4n. 54, an. 1, 1. 2 ot 30Tl1; no un.
108a ot HakasatenHusa kogekc (u3m. n gon., obH. B, 6p. 84 ot 06.10.2023 r. — pepakums B
cvna o 30.01.2026 r.) kato npecTbnneHne, BkNto4eHo B obxBaTta Ha yun. 57, naparpad 1 ot
Oupektuea 2014/24/EC)
Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTsT nnu y4acTHUKBLT € OCbAEH C
BNs3Ma B cuna npucbaa 3a npectbhnexHue no yn. 253-260 ot HakasaTtenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30[) unu 3a aHanorMyHo NpecTbneHe B Apyra AbpXaBa YNeHka unv Tpeta
cTpaHa (un. 54, an. 1, 7. 2 ot 300MN)
Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHangaTbT Unun y4acTHUKBLT €
OCb[EH C Brisi3na B cuna npucbaa 3a npecrbnnenune no yvn. 159a-159r ot HakasatenHus
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4HO NpecTbneHne B gpyra AbpKaBa
yrneHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I)
Saru oibleagaide a bhaineann le canacha a ioc: KaHangatbT unu y4acTHUKBLT nma
3a4b/MKeHUs 3a JaHbuuM No cMUCchIa Ha un. 162, an. 2, 1. 1 ot JaHbYHO-OCUrypUTEenHuS
npouecyarneH Kogekc u NnMxeuTe no Tax KbM ObpXaBaTa unv kbM obLumHaTa no ceganueTto
Ha BBb3NOXUTENSA U HA KaHAMAAaTa Un y4acTHUKa, NN aHanorMyHy 3a4bIMKEHNS CbrNacHo
3aKOHOLATEesNCTBOTO Ha AbpKaBaTa, B KOATO KaHOMAATLT UM YYaCTHUKBT € YCTaHOBEH,
AOKa3aHu C BNA3bLI1 B CUIA akT Ha KOMNEeTEHTeH opraH (4n. 54, an. 1, 1. 3 ot 30IM)
Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: KanguaatsT nnm
YYaCTHUKBT MMa 3a4bJPKEHNS 32 3a4bIPKUTENHN OCUTYPUTENHN BHOCKM MO CMUCH1A Ha Yn.
162, an. 2, 1. 1 oT [JaHbYHO-OCUTYPUTENHUS NpoLiecyarneH KOAEeKC U NMUXBUTE MO TAX KbM
AbpXaBaTa Unu KkbM obLMHATa NO ceaanuLeTo Ha Bb3NOXUTENS U Ha KaHguMaaTa unm
y4acCTHUKA, NN aHanorMyHn 3agbImKeHNs CbrnacHO 3aKOHOA4AaTENCTBOTO Ha AbpKaBaTa, B
KOSITO KaHAMAATBLT UKW YYACTHUKBT € YCTAaHOBEH, oKa3aHu C BsA3bi1 B CUMa akT Ha
KOMMeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I1)
Saru oibleagaidi i réimsi an dli comhshaoil: KaHangatsT unu y4acTHUKBLT € OCbAEH C BMsi3na B
cvna npucbaa 3a npecrtbnnexne no yn. 352-353e ot HakaszatenHusa kogekc (4n. 54, an. 1, 1.1
oT 30I1) nnn 3a aHanorM4yHO NPEeCTbNNEHME B Apyra AbpXaBa YfieHka unu Tpeta ctpaHa (4n.
54,an. 1, 1.2 ot 300N)
Saru oibleagaidi i réimsi an dli shoisialta: KaHonoaTsT nnm y4acTHUKBT € OCbAeH C BNsA3na B
cvna npucbaa 3a npecrbnnexHne no yn. 172 vnmn un. 192a ot HakasatenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30[) unu 3a aHanorMyHo NpecTbnfeHe B Apyra AbpXKaBa YeHka unm Tpeta
cTtpaHa (4n. 54, an. 1, 1. 2 ot 300N)
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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 BIISI3NO B
Cuna HakasaTesnHo NOCTaHOBMEHME UMK CbOEOHO peLLeHne, NN aHanorMyHN HapyLleHus,
YCTAHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbracHO 3aKOHOA4ATENCTBOTO Ha AbpXaBaTa, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € 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 MHTepecu nNo cmucbna Ha § 2, T. 21 ot [P Ha 30T, konTo He Moxe Aa 6bvae
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 CbAbpKaHMe, C KOUTO ce AoKa3Ba
AeKnapupaHaTa nurnca Ha OCHOBaHWUA 3a OTCTPaHsABaHE UNW 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 OTCTpaHABaHe Unu
N3NbITHEHNETO Ha KpuTepumuTe 3a nogbop (4n. 54, an. 1, 1. 5 ot 30IM)

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiinta amhain: 3a kaHgngaTa unu
y4acTHUKa € Hanuue HsIKoe OT crneaHuTe 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); M3BbpLLMA € HapyLweHnsa 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 CUMa HaKa3aTeNHo
NoCTaHoOBIIEHME UK CbaebHo peweHune (4n.54, an.1, 1.6 ot 30I1); obcToaTencTeo no 4n. 3, T.
8 oT 3aKkoHa 3a MKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLLEHWUS C ApY>KecTBaTa, PerMcTpupaHmn B
IOPUCANKLNN C NpedepeHLmaneH JaHbYyeH PEXNM, KOHTPONIMPaHUTE OT TAX Nnua U TEXHUTE
JencTBUTenHu cobectBeHuun; obectoatenctaa no 4n. 113 ot 3akoHa 3a CmeTHaTa nanara; ¢
HanoxeHa caHkumsa no yn. 83a, an. 5, 1. 1 ot 3AHH — BpemeHHa 3abpaHa 3a yyactve B
npoueaypw 3a BbanaraHe Ha obLEeCTBEHN NOPBYKM

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: ,Tebentafusp 100 mcg/0.5 ml. ¢ kog H3OK - LH690¢
Cur sios: Tebentafusp 100 mcg/0.5 ml. ¢ kog H30OK - LH690 - 4 800 mcg
Aitheantdir inmheanach: 555751

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha AoroBopa 3a
n3NbNHEHWe Ha nopbykaTta ¢ Ao 6 meceua, B Criyyan Yye B nepvofa Ha AENCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta 1 € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnoBusaTa, Npy KOUTO BMNM3a B CUMa onumsaTa, ca NoCOYeHW B NPOeKTa Ha
[OroBOp U Ce n3passiBat B cnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MBIIHUTENS Bb3nara U3NbfIHEHMETO Ha NOpbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
Aoroeopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha KnaysaTa 3a onuums 1
yAbIDKaBaHETO Ha CPOKa MOXe [a ce U3BbpLUM CaMo Npean U3TMYaHe Ha cpoka Ha [OroBopa;
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4. Mpu akTMBMpaHe KnaysaTa, U3NbIHUTENAT ce 3aQbimKaBa Aa YAbIKU CpoKa Ha rapaHuusTa
3a U3NbIIHEHVE CboOPa3HO C yAbIKEHMS CPOK Ha OroBopa, B Criydait Ye npu CKItoYBaHETO
Ha Joroeopa, rapaHuuaTa e npeacraBeHa nod doopmara Ha 6aHkoBa rapaHuUms Unu
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oanten 100
Baile: BapHa
Caod poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 475 447,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbIIHEHME HA OOroBOpuUTE 3a AocTaBka € 24 /aBageceT u yetupu/
Mecelua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntoyBaHe Ha gorosopu no LIOIM ¢ no-
OnaronpusiTHM ycrnoBus 3a Bbanoxutens, we oTkpue HoBa npoueaypa npes M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: MNpunoxnmm obctoaTencTea, HaNMYMeTo Ha KOMTO € OCHOBaHMWe 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsibBa fa ca Ha nuue OCHoBaHusATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30[1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
noco4eHn B no 4sn. 3, 7. 8 oT 3akoHa 3a MIKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLLEHUSA C
Apy)XecTBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTPOMNMPaHMTE OT TAX Nuua N TEXHUTE AENCTBUTENHN COOCTBEHULM , KAKTO U
obctoarencTteaTa no yn. 113 ot 3akoHa 3a CmeTHaTa nanara. 3. 3a yyacTHMuMTe He crneaBa
0a e Hanuue BNs3Mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusaTa no 4n. 54 ot 3001, Bb3N0OXUTENAT OTCTpaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a noabop unv He
N3NbIHU OPYro ycrioBme, NOCOYEHO B 005IBNEHMETO 3a 0bLecTBeHa NopbYka Unum B
AOKyMeHTaumaTta; 6) y4acTHUK, KOUTO € npeacTaBui ogpepTa, KOATO He OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUA 3a U3MbIIHEHWE HA NopbYkaTa; B) Y4aCTHUK, KOUTO €
npeacTaBun odpepTa, KOATO HE OTroBaps Ha npaBuia U U3MCKBAHUS, CBbP3aHN C Ona3BaHe Ha
OKOSiHaTa cpefa, CouManHoTo U TPYAOBOTO NpaBo, NPUIOXUMKN KONEKTUBHM CropasyMeHns n
/vnun pasnopendv Ha MeXxXayHapogHOTO eKOSTOrMYHO, CoUManHo u TpyAoBO NpaBo, KOUTO ca
n3bpoeHun B npunoxeHmne Ne10 ot 30T1; r) YyacTHMK, KONTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30Tl1, npuapyxeHa ¢ gokasaTencrsa 3a nobnaronpusaTHaTa LueHa
/DOKYyMEHT 3a COBCTBEHOCT, HanNn4ne Ha NepcoHarn, cneunanuampaH coptyep, eKCKIy3anBHU
TbProBCKU NpaBa Unun BCAKO Apyro ob6CToATENCTBO, BOAELLO A0 hopMmpaHe Ha no-
OGnaronpusiTHa ueHa/ nnu Ynato odepTta He € npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
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Bb3noxutensat onpenens 6asa 3a cpaBHeHWe, KoraTo ca Hanvue egHa unu ase ocdeptu, B
pa3mMep Ha NporHo3HaTa CTOMHOCT Ha BCcsika 06ocobeHa no3uums, 3a KOATO y4acTHUKA e
nogan odepTa. A) y4aCTHUUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsT Ha YCroBMsATa 3a NpeAcTaBsHe, BKITOUYNTENHO 3a opMa, HauyMH, CPOK U
BanNuMAHOCT; X) n1ue, KoeTo € Hapywmno 3abpana no yun. 101, an. 9 n 10 ot 30I1. 5. Ot
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATO e
HenbfiHa UM He OTroBaps Ha yCNnoBuATa, MOCOYEHN B AOKYMeHTaumsTa 3a ydyactue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsaBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSAAITO HaAXBbPIS NOcoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nuums, Lie
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hed. 7. YYacTHUK, KOUTO He e NpeacTaBun -
Heknapaumsa 3a oTcbCTBUE Ha obcTosiTencTeaTa no un. 5k, nap. 1 ot PernameHT (EC) Ne 833
/2014 r. o1 31 tonun 2014r. OTHOCHO OrpaHNYUTENHUTE MEPKN C Ornea Ha OeNCTBUATA Ha
Pycusa, pectabunumaunpalum nonoxeHneTo B YKkparnHa. 8. NapaHumaTa 3a u3nbrHeHme Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonmHocT 6e3 [1[C. CpoKkbT 3a M3NbIIHEHME Ha
OOroBopuTe 3a goctaBska e 24 /aBageceT n yetupu/ meceua OT gaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BwanoxuTens.
CpoKbT 3a U3nNbIiIHEHME Ha AoCTaBkuUTe € A0 3 /Tpwu/ KaneHgapHU AHW cried nonyyaBaHe Ha
3asBKa. 3asBkaTta ce nogasa no n3bop Ha Bb3NOXUTeNsa no TenedoH UM Ha enekTpoHHa
nowa. M3sbpluBaHeTO Ha AOCTaBKUTE Ha MeMKaMEHTU LLe ce YAOCToBepsBa C ABYCTPAHHO
nognucaH npvemo-npeaaBsartesnieH NpoTokon. MNepnoanyHOCT Ha 3as8BKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbINOXUTENAT NpaBu 3asiBka 3a HeobxogumMuTe My KOnmMyecTBa
3a Bcska egHa obocobeHa no3numsa 3a cnegsawmsa mecel,. B 3aBucMmocT oT cneundunyHmTe
My noTpebHOCTN Ha 6a3a NnocTbNUMMTE NPe3 Mecela NauneHTun, Npyu HeobxoaANMOCT
Bb3MOXUTENAT NpaBu OTAENHM (4ONbBALLN) 3asiBKN.

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: HAMa OoTHOoLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4acTHUKBT ga nputexasa usgageHo no pega Ha 3akoHa
3a flekapCTBEHUTE NPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHme 3a
npounssoAcTBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBusa Ha egpo C NeKapCTBEHN NPOOYKTU
U1 yoocTOBEpPEHME 3a perMcTpauns 3a TbproBus Ha efpo C NekapcTBEeHU NpoaykTy (4n. 195,
an. 1 v an. 2 ot 3JIMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha ObpiKaBa - YneHKa Ha
EBponenckna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogasaHe Ha odepTaTta, y4aCcTHUKBLT
Jeknapupa CbOTBETCTBME C NOCTaBEHUSI KPUTEPUI € NonblnBaHe Ha Yact IV, pasgen ,A” ot
EEOOIN. OOKAS3BAHE: NMpu ycnosusaTa Ha yn. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, JOKYMEHTBLT, KONTO ce NpeAcTaBsa OT ydacTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, peructpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: Pa3pelueHune 3a NponM3BOACTBO UK 3a TbProBms Ha eapo C
nekapCTBEHM NPOAYKTU, UK 3a BHOC, n3gageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
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YyXXOEeCTPaHHO nuue - B crnydamTe no yn. 67, an. 5 ot 30MN: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn oT perynaTtopeH opraH Ha Abpasa -
yneHka Ha EBponenckus cbios, unu abpxaea - ctpaHa no CrnopasymeHueTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaHCTBO, AOKa3Bally NPaBoOTO Ha y4acTHUKA 3a TbProBusi Ha eapo C
nekapcTBeHu NpoaykTu. 3. 3a YygecTpaHHu nuua - B criydaute no 4. 112 ot 30TM1:
PaspelueHne ot nanwnHutenHua aupektop Ha MAJ1 3a Tbproeus Ha epo C fiekapCcTBEHU
npoayktu no 4n. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOocTOBEpSBaLL, NPaBOTO 3@ TbProBUSA C fIeKapCTBEHM NMPOAYKTU UNKN pa3peLleHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unum ypes nyonuyeH perncrop,
UK KoraTo cbluMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH gocTsbn Ao
HaunoHanHuTe 6a3n gaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckna cbioa. Mpu yyactme Ha
obeanHeHne, KOETO He e pUaNYecko nuue, ce npunaraT pasnopenodbute Ha 4n.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwkaa ydacTue Ha NoguM3nbiiHUTENN, CblunTe crneasa Aa
OTroBapsT Ha U3NCKBaHUATA, CbrnacHo us. 66 ot 30T01.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs M3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHAHCOBU BL3MOXHOCTM Ha y4aCTHULUMTE — Aa UMaT MMHUManeH o6, o6opoT npes
nocnegHute 3 (Tpy) NPUKNYNIM PUHAHCOBM FOAMHN B 3aBMCUMMOCT OT AaTaTta, Ha KOSTO ca
Cb34a4eHn UNu ca 3anoyHann ENHOCTTa CU, B pa3Mep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa ob6ocobeHa no3nuus, 3a KOATo ca noganu ogepta. [lokasaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
nogbop, pasgen b: MikoHoMu4ecko n puHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTto nocoun o6y,
06opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a JOoKa3BaHe
(NMpeacTaBAT ce camo npu ycnosuaTa Ha un. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
obwma obopoT 3a nocnegHuTe 3 (TpKU) NPUKNOYMAN (PUHAHCOBW FOOUHU, B 3aBUCUMOCT OT
Aararta Ha KOATO Y4aCTHUKBT € yYpedeH Unum e 3anoyHan genHoctra cu. - Konua Ha
roguLWHUTE OTYET UM TEXHM CbCTaBHM YacTn, Korato nybrimkyBaHETO UM Ce U3UCKBa OT
3aKOHOAATENCTBOTO HA AbpXaBaTa, B KOATO Y4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
OCHOBaTemHa NpMYMHa Y4acCTHUK HE € B CbCTOsIHME Aa NpeacTaBu NOUCKaHUTe OT
Bb3MOXUTENSA JOKYMEHTU, TOM MOXE Aa AOKaXKe CBOETO MKOHOMUYECKO U (PMHAHCOBO
CbCTOSHME C NOMOLLTA Ha BCEKU APYr JOKYMEHT, KOUTO Bb3NOXUTENAT NpMemMe 3a NoaxoasLi.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPeAroxXus Han-H1cKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Becekn yyacTHUK B npoueaypaTa nma npaso Aa npeacTtasm
odepTa 3a efHa Uy noseye o60cobeHn NO3nLUUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUCKs 3a pasrnexgaHe, oueHKka u KnacmpaHe Ha
nocTbLNUNNUTE 0dpepTun, CpaBHABA LEeHOBUTE NPeasIoKeHNa Ha AoNyCHATUTE 0 OoueHKa
odepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha eguHuua mspka 6es JC (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha lNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg
JeceTuyHaTa 3aneTtad. B cnyyain 4e, npeanaraHuite ueHu Ha aBe Unun nosede odepTn 3a
obocobeHa no3numsa ca paBHU, KOMUCUATA NpoBeXaa Xpebui 3a onpeaensHe Ha U3NbIHUTEN
MeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULUM, cbrriacHo Yvn. 58, an. 3 ot MM30I1. *
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KnacupaHeTo Ha y4acTHMUMTE e Ce N3BbPLIM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCsAKa
e[iHa no3vums He3aBMCMMO Aann KbM AaTaTa Ha KnacMpaHeTo MMma NpoMsiHa Ha LieHUTe Ha
nekapcteata B ,,CI[MMCBK Ha npoTMBOTYMOPHUTE NeKapCTBEHN NPOAYKTU 3a fleyeHne no
ambynaTopHu npoueaypuy n KnnHndHu nbTtekn®, B NMI1C nnu B Pernctbpa Ha npegenHuTe LeHun
Ha fekapcTBeHUTe NPOAYKTU, OTMYCKaHW Mo Nekapcko npegnucaHve B CpaBHEHME C
odhepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha yyacTHuKa ManckBaHna kbM npeanaraHaTa
ueHa YyacthHuumte npegnaraT EguHuyHa ueHa Ha eamHuua msipka B eBpo 6e3 [C (g, mg,
mcg, ml, IU) Ha npeanaraHaTa no3vums, 0O NeTu 3Hak cref gecetTuyHarta 3anetas. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C oo BTOpu 3HaK crnea geceTuyHaTa 3aneTas.
MpeanoxeHnTe LeHn Ha nekapcTBeHnTe npoayktu, 3annawanu ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLaBaT NOCO4YeHUTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepn, CbabpxaLy,
nekapcTBEHM NPOAYKTU, NpeAHa3HavYeHn 3a NevYeHne Ha OHKOSOrM4HM 3abonssaHms no
ambynaTopHM Npoueaypy U KNMHUYHM NbTEKN, akTyarneH KbM JaTaTta Ha nogaBaHe Ha
ogepTa. KnacmpaHeTo Ha y4yaCcTHULUUTE LLe Ce U3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHu
3a no3uumsi, He3aBMCMMO ann KbM aTaTa Ha KnacMpaHeTo Mma NpoMsiHa Ha LleHUTEe Ha
nekapcTBEHM NPOAYKTN B AKTyanu3aunoHeH ann KbM HOMEHKNaTypuTe Ha BONHUYHUTE
codbTyepu, CbabpKaly fekapCTBEHM NPOAYKTU, NpeaHa3HavYeHn 3a NevYeHne Ha OHKOMNOrMYHU
3abonaBaHus No ambynaTtopHU Npoueaypu N KIMHUYHK NbTEKK, B MM03NTUBHMSA NEKapCTBEH
CMUCBK, Unn B Pernctbpa Ha npegenHuTe LieHN Ha nekapcTBEHUTE NPOAYKTU, OTNYCKaHW No
nekapcko npegnucaHue, B cpaBHeHME C opeprpaHnTe B LLEHOBOTO NMpeanoXxeHne Ha
y4yacTHuKa. B goroBopa, CkrnoyeH B pesynTtaTt Ha npoBedeHarta npoueaypa, we ce nocovar
odheprpaHnTe OT y4acTHMKA LiEHM 3a OTAESNTHUTE NO3ULMK, CboBpa3HO KOUTO ChLUUAT €
onpeneneH 3a U3NbAHUTEN, HO NPW U3MbIIHEHNETO Ha AoroBopa, Bbanoxumtensat 6e3ycnoBHO
LLie 3annaLla fiekapcTBeHnTe NPOAYKTU Ha NO-HUCKaTa LieHa, onpeaeneHa mexay ueHara,
odoepupaHa OT y4acCTHMKa M LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBKkaTa no
AKTyanusaumoHeH hann KbM HOMEHKNATypuTe Ha BONHUYHMTE cohTyepu, CbabpxaLy,
nekapCTBEHM NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNornm4yHm 3abonasaHuns no
ambynaTopHuM npoueaypu 1 KNMHUYHU NbTekn. [pn NnoBULIABaHe Ha LieHaTa Ha flekapCTBEH
NPOAYKT, Bb3NOXUTENAT HAMa Aa 3anfawa CbLMAT Ha HoBaTa NO-BUCOKA LieHa.
MpegnaraHaTa LeHa Ha nekapCcTBEHUTE NPOAYKTM — He TpsibBa Aa nNpeBullaBa onpeaeneHara
OT Bb3noxmutensa CTOMHOCT Ha NpeaBuaeHUTe OCTaBKM Ha Besika o6ocobeHa no3nums 3a
KOSATO ce nogasa ogepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil no6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
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https://app.eop.bg/today/555693
https://app.eop.bg/today/555693

Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara

Téarmai an chonartha:

Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: ta

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmta Ha KOHKypeHunaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEONMHULUA 3A AKTUBHO NNIEYEHWE HA OHKOJIOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOQO[

5.1. Luchtég: LOT-0002
Teideal: ,Cisplatin 1 mg/ml - 50 ml*
Cur sios: Cisplatin 1 mg/ml - 50 ml - 140 000 mg.
Aitheantoir inmheanach: 555756

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
n3NbNHEHNe Ha nopbykaTta ¢ 4o 6 Mmeceua, B Criyvan Ye B nepyvofa Ha AeNCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta U € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnosusaTa, Npyu KOUTO BNM3a B CUMa onumsaTa, ca NOCOYeHW B MpOeKTa Ha
[OroBOp U ce n3passiBat B CnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MbIIHUTENS Bb3nara U3NbfIHEHMETO Ha NopbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha Knay3aTa 3a onuums 1
yAbIDKaBaHETO Ha CpoKa MOXe [a ce U3BbpLUM CaMo Npean U3TMYaHe Ha cpoka Ha 4OroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bIKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criyyawn Ye npu CKyYBaHeTo
Ha JOroBopa, rapaHuusaTa e NnpeAacTtaBeHa nog oopmarta Ha 6aHkoBa rapaHLums nnm
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsoboauten 100
Baile: BapHa
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Cad poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 23 240,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbISIHEHME Ha AOrOBOPUTE 3a AOCTaBKa e 24 /aBageceT v yetupu/
Mecela OT JaTaTa Ha Bnu3aHeTo My B cuna /go ckntovsaHe Ha gorosopw no LIOI ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTens, we oTkpue HoBa npoueaypa npes3 M. anpun 2028 .
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxnmm obcTtoAaTencTea, HaNMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHusATa 3a
OTCTpaHsiBaHe, NocoyeHn B Un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4YeHn B nNo un. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBarta, peructTpupaHu B HOpUCAMKUUKN C npedepeHumnanel JaHbyYeH pexum,
KOHTPONUpaHuTe OT TAX fnua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a yyacTHMUMUTE He cneaBa
a e Hanuue Bfs3mo B cuna peleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 30l1, Bb3NOXUTENAT OTCTpaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepum 3a noabop unu He
N3NBbITHU OPYro YCNoBuMe, NOCOYEHO B 06SBNEHNETO 3a 06LecTBeHa Nopbyka Unm B
AOKyMeHTaumaTta; 6) y4acTHUK, KOUTO € npeacTaBun ogpepTa, KOATO He OTroBaps Ha
npeaBapuUTENHO 0BsIBEHUTE YCNOBUS 3a U3MbIIHEHUE HA NOPbBbYKATa; B) y4aCTHUK, KOWUTO €
npencrasmn oepTa, KOATO HE OTroBaps Ha NpaBuna 1 N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
OKOfHaTa cpeaa, CouManHoTo 1 TPYLOBOTO NPaBo, MNPUNOXMMU KONTEKTUBHU CNOPas3yMeHns u
/vnun pasnopendv Ha MeXayHapo4HOTO €KOSTOrMYHO, CoOLUManHo U TPyAOBO NpaBo, KOUTO ca
n3bpoenun B npunoxexHme Ne10 ot 30rT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ AokasaTencTea 3a nobnaronpusaTHaTa LeHa
/BOKYMEHT 3a COBCTBEHOCT, HaNU4Me Ha NepcoHar, cneunannampaH coTyep, EKCKNy3nBHU
TbProBCKU NpaBa Unun BCAKO ApYyro ob6CToATENCTBO, BOAELLO A0 hopMmMpaHe Ha no-
BnaronpusiTHa ueHa/ nnu Ynato ocdepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpenens 6asa 3a cpaBHeHWe, KoraTo ca Hanvue egHa unu ase oeptu, B
pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nuus, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUMN, KOUTO Ca CBBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsiT Ha yCroBusaTa 3a NpeacTaBsHe, BKOYMTENHO 3a (POpMa, HAYMH, CPOK U
BanuWAHOCT; X) nuue, KoeTo e Hapywmno 3abpaHa no yn. 101, an. 9 n 10 ot 30I1. 5. Ot
yyacTue B npoueayparta ce OTCTpaHsBa Y4aCTHUK, KOMTO e npeactaBun odepra, KOaTo e
HenbfHa UM He OTroBaps Ha yCnoBuATa, MOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. OT
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yyacTue B npouegypara ce OTCTpaHsBa y4acTHUK, B YAATO odpepTa e npenroxeHa ueHa,
KOSAATO HaAXBbPJIS NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nums, e
O6bae OTCTpaHeH OT y4YacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NnpeacTaBus -
[eknapaums 3a oTcbCTBUE Ha obcTosTencTeaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Orfnen Ha AeCTBUATa Ha
Pycua, pectabunuanpaiin nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIfIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n yetupu/ meceua OT AaTtaTta Ha BNn3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTtens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkMUTE € A0 3 /Tpwu/ KaneHgapHu AHW crej nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTensi no TenedoH UNn Ha enekTPoHHa
nowia. M3sbpliBaHETO Ha AOCTaBKUTE HA MeOMKAMEHTU LLe Ce YAOCTOBeEpPSBa C ABYCTPAHHO
noanucaH npuemMo-npegasaTeneH NnpoTokos. NepruoanyHoCT Ha 3asiBKUTE - BEOHBX MECEYHO,
Ha 6a3a NPOrHO3HN pa3vyeTn, BLINOXUTENAT NpaBu 3asiBKa 3a HE0O6Xo0ANMUTE My KOSNMyecTBa
3a Bcsika egHa obocobeHa no3uums 3a cnegeawmnsa mecel. B 3aBucmMmocTt oT cneundunyHmTte
My noTpebHoCTM Ha Bas3a nocTbNUNUTE Npe3 Mecela NauneHTn, Npyu HeobxoanmocT
Bb3MNOXUTENAT NpaBn oTAesNHM (JOoNbBaLLN) 3asiBKN.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKBT ga npuTexaBa u3gageHo no pega Ha 3akoHa
3a fnekapCcTBeHUTE NPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHuve 3a
npounsBoacTBo (4n. 196, an. 1 ot 3JIMXM), nnn 3a TbproBus Ha egpo C NeKapCTBEHN NPOOYKTU
UM yoocToBepeHne 3a permcTpauns 3a TbproBus Ha e4po C NekapcTBeHU Npoayktu (4n. 195,
an. 1 nan. 2 ot 3JIMXM), nnn paspeLueHme 3a BHoc (4n. 196, an. 2 ot 3J1MXM), nnu
eKBUBANeHTEH JOKYMEHT, n3gafeH oT perynaTopeH opraH Ha ObpikaBa - YneHka Ha
EBponeinckns cblos, unu gbpxaea - cTpaHa no CnopasymeHueTo 3a EBponenckoto
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: MNpun nogaBaHe Ha odepTaTta, y4aCcTHUKBT
Jekrnapupa CbOTBETCTBME C NOCTaBEHUS KpUTEPUI € nonbfBaHe Ha Yact IV, pasgen ,A” ot
EEQOIMN. AOKA3BAHE: MNpwu ycnosuata Ha yn. 67, an. 5 ot 30I nnu npu nognuceaHe Ha
[OroBop, JOKYMEHTBT, KOUTO Ce npeacTaBsa OT y4acTHUKA 3a [joka3BaHe feknapvpaHaTa B
EEOOI nHdopmaums, e: 1. 3a yyacTHuK, pernctpmpad B Penybnuka Bvnrapus, B cnyvante
no yn. 67, an. 5 nun. 112 ot 30Tl1: PaspelueHne 3a Npon3BOACTBO UIK 3a TbProBus Ha eapo C
nekapcTBeHW NPOAYKTU, UK 3a BHOC, uaageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO Nnuue - B criydamTe no yn. 67, an. 5 ot 30MM: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn ot perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckuna cblos, unu gbpxaea - ctpaHa no CnopasymeHneTo 3a EBponenckoto
MKOHOMMWYECKO NPOCTPaHCTBO, A0Ka3Bally NpaBoTO Ha y4acTHUKA 3a TbproBus Ha eapo C
nekapcTBeHu npoaykTu. 3. 3a YyxgecTtpaHHu nuua - B criydamte no yn. 112 ot 30T01:
PaspelueHne ot nanbnHutenHna aupektop Ha MAJ1 3a Tbproeus Ha e4po C fiekapCcTBEHU
npoayktn no un. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JTMXM.
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Bb3noxuTenaT He n3MckBa 3aBepeHO KONMe Ha pas3peLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NMPaBOTO 3@ ThbProBuUs C NIEKAPCTBEHM NMPOAYKTU NN pa3peLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UIn KoraTo CbLyMTe MoraTt aa 6baaT ocurypeHmn Ypes npsik u 6esnnarteH 4ocTbn 4o
HaumoHanHuTe 6a3n AaHHM Ha ObpXXaBuTe YneHkn Ha EBponenckuns curos. Mpu yyactme Ha
obeanHeHne, KOeTo He e puandecko nuue, ce npunaraT pasnopendburte Ha y4n.59, an.6 ot
3O0Ir1. KoraTto y4acTHUKBLT NpeaBmxaa yvactTue Ha NOAM3NbIHUTENN, ChluuTe criefBa aa
OTroBapsAT Ha N3NCKBaHMUATA, CbrnacHo Y. 66 ot 30TI1.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
1 (PMHaHCOBMN Bb3MOXHOCTU Ha y4aCcTHUUMTE — Aa uMaT MUHUMarneH o6, o6opoT npes
nocnegHute 3 (Tpy) NPUKNOYUIIM (UHAHCOBM NOAWHN B 3aBUCUMOCT OT JaTaTta, Ha KOATO ca
Cb3gafeHn Unu ca 3anoyHann enHOCTTa Cu, B pa3mMep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa 06ocobeHa no3mums, 3a KoATo ca noganu odepta. [lokassaHe: 3a AokasBaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KpUTEPUN, y4acTHUKBLT nonbnea YacTt IV: Kputepun 3a
noa6op, pasagen b: MikoHomMu4yecko n pnHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTo nocoun o6y,
060opoT OT nocnegH1Te TpM PMHAHCOBM FOAMHN HA CTOMHOCT Ha-Marnko NporHo3HaTta
CTOWHOCT Ha Bcsika o6ocobeHa no3muus, 3a KoATo yyacTsa. [IokyMeHTH 3a JoKa3BaHe
(npencTtaBAT ce camo npu ycrosudaTta Ha yvn. 67, an. 5u1 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6Lwma obopoT 3a nocnegHuTe 3 (TpW) NPUKIYNNIY (PUHAHCOBU FOOUHU, B 3aBUCUMOCT OT
Aararta Ha KOSITO YYaCTHUKBLT € yupedeH Unu e 3anoyHan genHoctra cu. - Konua Ha
rOAVLIHWTE OTYET UIN TEXHU CbCTaBHM YacTu, korato nybrnvkyBaHeTo UM Ce U3UCKBa OT
3aKOHOLaTeriCTBOTO Ha AbpXaBaTta, B KOSATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
ocHoOBaTerHa npu4MHa y4acTHWUK He e B CbCTOsIHWe Aa npeacTtaBu NoucKkaHuTe oT
BBb3OXUTENA JOKYMEHTU, TOM MOXe Aa AOKaXe CBOETO MKOHOMUYECKO U (OMHAHCOBO
CbCTOSIHME C MOMOLLTa Ha BCEKM APYr AOKYMEHT, KOUTO BBb3NOXUTENAT NpUeme 3a Noaxoasiy,.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 301
Cur sios: Ha nbpBO MSACTO ce Knacupa y4acTHUKBLT, MPeanoXui Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuunsa. Becekn yyacTHUK B npoueaypaTa uMma npaeo Aa NpeacTtasu
odepTa 3a egHa Unm noseye o60cobeHn No3nuuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe a 6bae cnedeneHa oT pasfivyeH y4yacTHUK.
HasHauyeHaTa oT Bb3noxmtens KOMUcus 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
NoCTbLNUNIUTE 0GEPTU, CPaBHSBA LEHOBUTE NPEeaIOKEHNA Ha AONYCHATUTE A0 OLeHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATA LeHa Ha eanHuiua mapka 6es 0C (g, mg, meg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
aeceTnyHaTta 3aneTasd. B cnyyanm ye, npeanaraHvTe LeHn Ha ABe unu noseye odepTu 3a
obocobeHa Nno3numnsa ca paBHU, KOMUCUATA NpoBeXaa XXpebui 3a onpeaensHe Ha U3NbAHUTEN
MEeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULM, cbrnacHo Yvn. 58, an. 3 ot MM30r1. *
KnacupaHeTo Ha y4acTHMUMTE Lie Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCSKa
efHa no3vums He3aBMCMMO Aann KbM gaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LleHUTE Ha
nekapcteata B ,,C[MMCBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTU 3a fleYeHne no
ambynaTopHu npouenypu u KnuHndHn nbTtekn”, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha fiekapCcTBEHUTE NPOAYKTU, OTMYCKaHW Mo Nekapcko npeanucaHve B CpaBHEHME C
odheprpaHnTe LEeHN B LLEHOBOTO NPeaSIoKeHNe Ha y4acTHUKa N3nckBaHmsa KbM npegnaraHata
ueHa YyactHuumTe npegnarat EgMHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 0C (g, mg,
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mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTH 3HakK creq gecetuyHarta 3anetasi. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C no BTopu 3HaK cnep gecetndHarta 3anetas.
[MpepnoxeHuTe LeHW Ha nekapcTBeHUTe NpoaykTu, 3annawaHn ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNATypuTe Ha BONHUYHMTE cohTyepn, CbabpxKaLy,
nekapCTBEHM NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNornm4yHm 3abonsasaHuns no
ambynaTopHuM Npoueaypu U KNMHUYHU NbTEKW, akTyaneH KbM AataTa Ha NofgaBaHe Ha
odepTa. KnacmpaHeTo Ha y4aCcTHULUTE Lie Ce M3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHu
3a No3unumsl, HesaBUCMMO danu KbM gataTa Ha KrnacupaHeTo MMma NpoMsiHa Ha LeHUTe Ha
nekapCcTBEHM NPOAYKTU B AKTyanu3aumoHeH ann KbM HOMEHKNaTypute Ha 60STHUYHUTE
copTyepu, CbabpXKaLl fekapCTBEHW NPOAYKTU, NpeaHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYyHU
3abonsaBaHus No ambynaTopHy Npoueaypy U KNMHUYHU NMbTEKN, B [O3UTUBHUA NeKapCTBEH
CMUCBK, UnNn B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBeHUTe NpoayKTu, OTNyckaHu no
rniekapcko npeanucaHue, B cpaBHeHMe ¢ ohepmrpaHnTe B LLEHOBOTO NpeanoXeHne Ha
yyacTHuKa. B goroBopa, CkrtoyeH B pe3ynTtaTt Ha nposedeHara npoueaypa, we ce nocovar
ohepupaHuTe OT y4acCTHMKA LIeHN 3a OTAESTHMUTE NO3UL MK, CbobPa3HO KOUTO CbLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU U3NBIIHEHNETO Ha JoroBopa, BbanoxntensaTt 6e3ycnoBHO
LLie 3annalla nekapcTBeHMTe NPOAYKTM Ha MNO-HUCKATa LieHa, onpeaeneHa mexay LueHara,
ogrepupaHa OT y4yacCTHMKa M LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBkaTa no
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepu, CbabpxaLy,
nekapcTBEHM NPOAYKTU, NpeAHa3Ha4YeHn 3a NeYeHne Ha OHKOSOrM4HM 3abonssaHms no
ambynaTopHu Npoueaypu 1 KNMHUYHK NbTekn. [Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMa Aa 3anfawa CbLUAT Ha HoBaTa NO-BUCOKA LieHa.
MpeanaraHaTa LeHa Ha NekapCTBEHUTE NPOAYKTN — He TpsAbBa Aa npeBuLLaBa onpegeneHarta
OT Bb3noxuntens CTOMHOCT Ha NpeaBuaeHUTe OCTaBKM Ha Besika 06ocobeHa no3nums 3a
KOATO ce nodasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (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
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Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucna 3a 3awmta Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANM3NPAHA BEONMHULUA 3A AKTUBHO NNIEYEHWE HA OHKOJTOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtég: LOT-0003
Teideal: ,Etoposide 20 mg/ml - 5 m|*
Cur sios: Etoposide 20 mg/ml - 5 ml - 800 000 mg.
Aitheantoir inmheanach: 555763

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
n3NbNHEHWe Ha NopbykaTta ¢ 4o 6 Meceua, B Criyvan Ye B NnepMofa Ha AENCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta U € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnosusaTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NoCoYeHW B NpoeKTa Ha
[OroBOp U ce n3passiBat B CNnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MbIIHUTENS Bb3nara U3nbfIHEHMETO Ha NopbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha Knay3aTa 3a onuums 1
yAbIDKaBaHETO Ha CPOKa MOXe [a ce U3BbpLUM CaMo Npean U3TMYaHe Ha cpoka Ha JOroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bInKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criydan Ye npu CKyYBaHeTo
Ha JOroBopa, rapaHuuaTa e NnpeAacTtaBeHa nog popmarta Ha 6aHkoBa rapaHums nnm
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsoboauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna
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5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 40 800,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbIIHEHME Ha AOrOBOPUTE 3a AOCTaBKa e 24 /aBageceT un yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cura /go ckrouBaHe Ha gorosopu no LIOI ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTens, we oTkpue HoBa npoueaypa npes3 M. anpun 2028 .
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxnmm obcToAaTeNcTBa, HaNMYMEeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuka He TpsibBa fa ca Ha nuue OCHOoBaHWsATa 3a
OTCTpaHsiBaHe, NocoyeHn B Un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4YeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTBaTta, permcTpupaHu B OPUCANKUUKN C npedpepeHumaned JaHbYeH PexXnm,
KOHTpONUpaHuTe OT TAX Nuua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTta nanata. 3. 3a yyacTHUUUTE He cneaBa
a e Hanuue Bfs3mo B cuna peleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusATa Mo yn. 54 ot 30I1, Bb3NOXUTENAT OTCTpPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a Nnoabop unu He
N3NbITHW OPYro YCNoBMe, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBeEHa NOpbYKa Unn B
AOKyMeHTaumaTta; 6) y4acTHUK, KOUTO € npeacTaBun odpepTa, KOATO He OTroBaps Ha
npeaBapuUTENHO 06sIBEHUTE YCrOBUS 3a U3MbIIHEHNE HA NOPbBbYKATa; B) y4aCTHUK, KOWUTO €
npeactasun oepTa, KOATO HE OTroBaps Ha NpaBunia N N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
oKoJSiHaTa cpefa, cCoumManHoTo U TPYAOBOTO NPaBo, NPUITOXUMU KOSTIEKTUBHW CropasyMeHns n
/vnun pasnopendv Ha MeXxXayHapogHOTO €KOSTOrMYHO, COLUManHo u TpyAOBO NpaBo, KOUTO ca
n3bpoenun B npunoxexHme Ne10 ot 30lT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ gokasaTencrea 3a nobnaronpusaTHaTa LeHa
/BOKYMEHT 32 COBCTBEHOCT, HaNU4Me Ha NepcoHar, cneunannampaH coTyep, EKCKNy3NBHU
TbProBCKN NpaBa Unun BCAKO ApYro o6CToATENCTBO, BOAELLO A0 hopMmMpaHe Ha no-
GnaronpusTHa ueHa/ nnun Ynato odepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpegensa 6a3a 3a cpaBHeHWe, KoraTo ca Hanvue egHa unu ase oeptu, B
pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nuus, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsT Ha YCroBusTa 3a NpeAcTaBsHe, BKIIYUTESTHO 3a opMa, Ha4uH, CPOK U
BanNUAHOCT; X) nuue, KoeTo e Hapywuno 3abpaxa no un. 101, an. 9 n 10 ot 30I1. 5. OT
yyacTue B npouegypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun oepTa, KOATo e
HenbfHa UM He OTroBaps Ha yCnoBuATa, MOCOYEHN B AOKYMEHTaumsTa 3a ydyactue; 6. OT
yyacTue B npouegypara ce oTCTpaHsBa y4acTHUK, B YAATO odpepTa e npenroxeHa ueHa,
KOSAATO HaAXBbpJIs NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mum4, e
6bae oTCTpaHeH OT yyYacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NpeacTaBus -
Heknapaumsa 3a oTcbCTBUE Ha obcTosATencTBaTa no yn. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKU C Ornen Ha AeCTBUsATa Ha
Pycus, nectabunuaunpaluy nonoxeHneTo B YKkparnHa. 8. NapaHumaTa 3a u3nbrHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa ctonHocT 6e3 [1[0C. CpokbT 3a M3NbIIHEHME Ha
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[OroBopuTe 3a AoCTaBka e 24 /aBageceT n YeTupu/ mecela OT JataTa Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnosus 3a Branoxurens.
CpoKbT 3a U3NbIIHEHNE Ha JOCTaBkMTE e A0 3 /Tpu/ KanenaapHW AHW crnef nornyyYaBaHe Ha
3asBka. 3asiBKaTta ce nogasa no u3bop Ha BBb3NOXUTENS NO TenedOoH NN Ha enekTPoHHa
nowia. M3BbpluBaHeTo Ha AOCTaBKMUTE HA MEAMKAaMEHTHU Le ce YA0CTOBepsiBa C ABYCTPAHHO
noAnNucaH npuemo-npegasaTtenieH NpoTokon. NepnognYHOCT Ha 3asBKUTE - BEOHBX MECEYHO,
Ha 6a3a NPOrHO3HW pa3yeTy, Bb3NOXUTENAT NpaBu 3asiBKa 3a HEOOXOAMMUTE My KONMYecTBa
3a Bcska egHa obocobeHa no3numsa 3a cneasawus mecel,. B 3aBucmMmMocT ot cneuunduyHnTe
My noTpebHOoCTM Ha 6asa nocTbNUnIMTE Npe3 Mecela NauneHTu, Nnpu HeobxoammocT
BBb3NOXUTENAT NPaBU OTAENMHU (LONbIBALLM) 3aABKN.

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: HAMa OoTHOLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4acTHUKBLT Aa nputexasa usgageHo no pega Ha 3akoHa
3a flekapCTBEHUTE MPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHme 3a
npounssoAcTBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBusa Ha egpo C NekapCTBEHN NPOOYKTU
U1 yoocTOBEpPEHME 3a perMcTpauns 3a TbproBus Ha epo C NekapCTBEHU NpoaykTn (4n. 195,
an. 1 nan. 2 ot 3JIMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha ObpiKaBa - YneHKa Ha
EBponenckna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogaBaHe Ha odepTaTta, y4aCcTHUKBLT
Jeknapupa CbOTBETCTBME C NOCTaBEHUSI KPUTEPUI € NonbnBaHe Ha Yact IV, pasgen ,A” ot
EEOOIN. OOKASBAHE: NMpu ycnosusaTa Ha un. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, AOKYMEHTBLT, KOMTO ce NpeAcTaBda OT ydacTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, peructpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: Pa3pelleHune 3a NponM3BOACTBO UK 3a TbProBus Ha eapo ¢
nekapCTBEHW NPOAYKTU, UK 3a BHOC, n3gageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO nuue - B crnydamTe no yn. 67, an. 5 ot 30M: BanvaeH ekBuBaneHTeH JOKYMEHT
UnNu geknapauusi, UM yaoctoBepeHune, nsgageHu OT perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckusa cbios, unu abpxaea - ctpaHa no CrnopasymeHueTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaHCTBO, AOKa3BaLlM NPaBOTO HA y4acTHMKA 3a TbproBusi Ha eapo ¢
nekapcTBeHu NpoaykTu. 3. 3a YyxgecTpaHHu nuua - B criydaute no yn. 112 ot 30TM1:
PaspeleHne ot nanwnHutenHua aupektop Ha VMAJ1 3a Tbproeus Ha epo C fiekapCTBEHU
npoayktu no 4n. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpSBaLL, NPaBOTO 3@ TbProBuUS C fIeKkapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unm ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHn ypes npsik n 6esnnateH gocTsbn 4o
HauunoHanHuTe 6a3n gaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckna cbioa. Mpu yyactme Ha
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obeanHeHne, KOeTo He e puandecko nuue, ce npunaraT pasnopendbute Ha 4n.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwKaa ydacTue Ha NoguM3nbiHUTENN, CblunTe crneasa aa
OTroBapsT Ha U3NCKBAHUATA, CbrnacHo us. 66 ot 30T01.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutensat noctaBs M3MCKBaHE KbM MKOHOMUYECKUTE
N PMHAHCOBU BBL3MOXHOCTM Ha y4aCTHULUMTE — Aa UMaT MMHUManeH o6y o6opoT npes
nocnegHute 3 (Tpy) NPUKNKYUIM PUHAHCOBM FOANHN B 3aBMCUMOCT OT AaTaTta, Ha KOSTO ca
Cb34a4eHn UNu ca 3anoyHann ENHOCTTa CU, B pa3Mep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa ob6ocobeHa no3nums, 3a KOSTo ca noganu ogepTta. [lokasaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
nonoop, pasagen b: MikoHomu4yecko n pnHaHCcoBO cbeTosiHme, Ha EE[JOIT, kaTto nocoun o6y,
060opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a [OoKa3BaHe
(NMpeacTaBAT ce camo nNpu ycnosuaTa Ha un. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6wma obopoT 3a nocnegHuTe 3 (TpK) NPUKNOYMAN (PUHAHCOBW FOOUHU, B 3aBUCUMOCT OT
Aararta Ha KOATO y4aCTHUKBT € yYpedeH Unu e 3anoyHan genHoctra cu. - Konua Ha
roguLWHUTE OTYET UM TEXHM CbCTaBHM YacTn, Korato nybrimkyBaHETO UM Ce U3UCKBa OT
3aKOHOAATENCTBOTO Ha AbpXXaBaTa, B KOATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
OCHOBAaTemHa NpMYMHa Y4acCTHUK HE € B CbCTOsIHME Aa NpeacTaBu NOUCKaHUTE OT
BBb3MOXUTENSA JOKYMEHTU, TOM MOXE Aa AOKaXKe CBOETO MKOHOMUYECKO U (hMHAHCOBO
CbCTOSAHME C NOMOLLTA Ha BCEKU APYr JOKYMEHT, KOUTO Bb3NOXUTENAT NpMeme 3a NoaxoasLu.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPeAnoxXun Han-H1cKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Becekn yyacTHUK B npoueaypaTa nma npaso Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nLUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUcus 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
nocTbLNUNNUTE 0depTun, CpaBHABA LEeHOBUTE NPeaioKeHNa Ha AoNyCHATUTE 0 oueHKa
ogepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha eguHuua msapka 6es 04C (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha lNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTuyHaTa 3aneTtad. B cnyyain 4e, npeanaraHite ueHu Ha aBe Unun nosede odepTn 3a
obocobeHa no3uumsa ca paBHW, KOMUCKATA NPOBEXAA Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULUM, cbrriacHo Yvn. 58, an. 3 ot MM30I1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce N3BbPLUM Bb3 OCHOBA Ha oheprpaHnTe LieHn 3a BCsAKa
efiHa No3uums He3aBMCMMO fann KbM AaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LieHUTe Ha
nekapcteata B ,,CMNCbBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTM 3a fie4YeHme no
ambynaTopHu npouenypu u KnuHudHM nbTekn®, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha fekapcTBeHUTe NPoAYKTU, OTMYCKaHW Mo Nnekapcko npegnucaHve B CpaBHEHME C
odhepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha y4acTHMKa M3anckBaHna KbM npeanaraHaTa
ueHa YyactHuumte npegnarat EguHuyHa ueHa Ha eamnHuua msipka B eBpo 6e3 AC (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak crej gecetuyHarta 3anetas. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C oo BTOpu 3HaK crnea geceTnyHaTa 3aneTas.
MpeanoxeHnTe LeHN Ha nekapcTBeHUTe NpoaykTu, 3annawanm ot H30K no pega Ha un.262,
an.6,7.1 3JMNMXM” ga He HagBULIAaBaT NOCOYEeHUTE LieHn B cnmcbk Ha H3OK -
AKTyanusaumoHeH (pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE codTyepu, CbabpxaLy,
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neKkapcTBeHM NPoayKTU, NPeAHa3HaYeHM 3a fieYeHne Ha OHKOMOMMYHM 3abonsiBaHUs no
ambynaTopHu NpoLeaypu U KNMHUYHM MbTEKU, akTyarneH KbM AaTtata Ha nofgaBaHe Ha
ocepTa. KnacmpaHeTo Ha y4acTHULMTE L€ Ce N3BBbPLUN Bb3 OCHOBA Ha odeprpaHnTe LeHM
3a No3nuus, He3aBUCUMO Aanu KbM aTaTa Ha KnacupaHeTo MMa NMPoMsiHa Ha LieHUTe Ha
nekapcTBeHM NpoayKTh B AKTyanusaumMoHeH dain KbM HOMEHKNaTypuTe Ha BONHUYHUTE
cobTyepu, CbAbpXKaLlll TEeKapCTBEHM NPOAYKTU, NPpeAHa3HaYeHn 3a NieYeHne Ha OHKOMOTMYHM
3abonsBaHMsa Mo amBbynaTopHM NpoLueaypy U KIMHUYHU NbTekn, B [M03UTMBHUS NekapcTBeH
CNUCHLK, UNn B Pernctbpa Ha npeaenHuTe LeH Ha NekapcTBeHMTE NPOAYKTH, OTNYCKaHu No
nekapcko npeanucaHne, B cpaBHeHNe ¢ odeprpaHnTe B LLEHOBOTO NPEANOoXeHMe Ha
yyacTHuKa. B goroBopa, ckroyeH B pesynTaT Ha npoBedeHaTa npoueaypa, Lie ce nocovat
odbepupaH1Te OT y4aCTHUKA LIEHWN 3a OTAENHUTE NO3ULMMK, CbOOPa3HO KOMTO CbLUUSAT €
onpeaeneH 3a U3MbITHUTEN, HO NPU U3MbITHEHNETO Ha AoroBopa, BbanoxutensT 6e3ycnoBHO
LLle 3annalla nekapcTBeHUTe NPOAYKTM Ha No-HMUCKaTa LieHa, onpeaeneHa Mexay LeHara,
odbepupaHa OT y4acTHMKa M LieHaTa, akTyarnHa KbM MOMEHTa Ha [JocTaBKaTta no
AKTyanuaaumoHeH gain KbM HOMEHKNaTypuTe Ha GONHUYHUTE copTyepu, CbabpKaLl
neKapcTBeHM NPoayKTU, NPeAHa3HaYeHn 3a fieYyeHne Ha OHKONMOrMYHM 3abonsaBaHus no
ambynaTopHuU npoueaypu 1 KNMHUYHK NbTeku. [Npu noBMLLIaBaHe Ha LieHaTa Ha NekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMA Aa 3annalla CbLUMAT Ha HoBaTa No-BMCOKa LieHa.
MNpegnaraHaTa LeHa Ha NeKkapCcTBEHUTE NPoAYKTU — He TpsibBa A4a NpeBuLwaBa onpeaerneHara
oT Bb3noxutens CTOMHOCT Ha NpeaBUAeHUTE OOCTaBKM Ha Besika 060cobeHa nosunuus 3a
KOSITO ce nodasa odpepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemarta
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

5.1.15. Teicnici
Creat-chomhaontu:
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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: Komucus 3a 3awura Ha KOHKypeHuumaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNMeynANM3NPAHA BEOJTHNLA 3A AKTUBHO JIEYEHWE HA OHKONOI M4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtoég: LOT-0004
Teideal: ,Lenvatinib 4 mg 3a MKB-C22.0,C22.9, kog H3OK - LH 537¢
Cur sios: Lenvatinib 4 mg 3a MKB-C22.0,C22.9, kog H30OK - LH 537 - 43 200 mg.
Aitheantdéir inmheanach: 555769

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxutenaT Moxe [a YAbITKM Cpoka Ha JorosBopa 3a
n3NbNHEHWe Ha NopbykaTta ¢ 4o 6 meceua, B Criyvan Ye B nepvofa Ha AENCTBUETO My He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbyKaTa 1 e Hanuue NoTpebHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YCrnoBusaTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NoCoOYeHW B MpOeKTa Ha
[OroBoOp U1 ce n3pasasar B cnegHoTo: 1. Bb3noxntensT ¢ oTnpaBsHe Ha Bb3naratenHo NMcMo
A0 U3MbIIHUTENS Bb3Nnara U3nbfIHEHMETO Ha NOpbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ 4o 6 meceua; 3. BknouBaHeTo Ha KnaysaTa 3a onuums 1
yAbIDKaBaHETO Ha CpOKa MOXe [a ce U3BBbPLUM CaMo Npean U3TMYaHe Ha cpoka Ha JOroBopa;
4. MNpwn akTMBMpaHe knaysaTta, U3NbIHUTENST ce 3a4b/PKaBa Aa yObIKU CpoKa Ha rapaHumsTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criydan Ye npu CKyYBaHeTo
Ha Jgoroeopa, rapaHuusaTa e npeacraBeHa nog opmata Ha 6aHkoBa rapaHums unu
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsoboauten 100
Baile: BapHa
Cadd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 348 654,00 EUR

5.1.6. Eolas ginearalta
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Is solathar athfhillteach é seo

Cur sios: CpoKbT 3a M3NbISIHEHME Ha AOrOBOPUTE 3a AOCTaBKa e 24 /aBageceT un yetupu/
Meceua oT JaTtaTa Ha BfiM3aHeTo My B cuna /go ckrouBaHe Ha gorosopu no LIOIM ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npes3 M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:

Ni fhorchoimeadtar an rannphairtiocht.

Tionscadal solathair nach maoinitear le cisti an Aontais

Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta

Eolas breise: Npunoxnmm obcTtoAaTencTasa, HaNMYMeTo Ha KOMTO e OCHOBaHWe 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHWsATa 3a
OTCTpaHsiBaHe, Nocoyenn B un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4yeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTBaTta, permctTpupaHu B OPUCANKUUK C npedpepeHumaned JaHbYeH PexXnm,
KOHTpONUpaHuTe OT TAX Nuua U TeXHUTE AENCTBUTENHN COBCTBEHNLM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTta nanata. 3. 3a yyacTHMUMUTE He cneaBa
Aa e Hanvue BnA3no B cuna pelweHne 3a HanaraHe Ha caHkumua Ha FOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHuATa Mo yn. 54 ot 30I1, Bb3NOXUTENAT OTCTPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a Nnoabop unu He
N3NbITHU OPYro YCNoBMe, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBEHa NOPbYKa UK B
AOKyMeHTaumaTta; 6) y4acTHUK, KOWTO € npeacTaBun odepTa, KOATO He OTroBapsi Ha
npeaBapuUTENHO 06sIBEHUTE YCNOBUS 3a U3MbIIHEHUE HA NOPbBbYKATA; B) y4aCTHMK, KOWUTO €
npeactasmn oepTa, KOATO HE OTroBaps Ha NpaBunia 1 N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
oKoJSiHaTa cpefa, cCoumManHoTo U TPYAOBOTO NPaBo, NPUITOXUMU KOSIEKTUBHU CropasyMeHns n
/vnnun pasnopendv Ha MeXxXgyHapogHOTO €KOSTOrMYHO, CoLUManHo U TPyAoBO NpaBo, KOUTO ca
n3bpoenun B npunoxexHme Ne10 ot 30lT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no un.72, an.1 ot 30I1, npuapyxeHa ¢ gokasaTencrea 3a nobnaronpusaTHaTa LeHa
/BOKYMEHT 3a COOCTBEHOCT, HaNU4Me Ha NepcoHar, cneunanuampaH coTyep, EKCKNy3nBHU
TbProBCKN NpaBa Unun BCAKO ApYyro ob6CToATENCTBO, BOAELLO A0 hopMuMpaHe Ha no-
GnaronpusaTHa ueHa/ nnu Ynato odepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpegensa 6a3a 3a cpaBHeHWe, KoraTo ca Hanvue egHa unu ase oeptu, B
pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nums, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsT Ha yCroBusTa 3a NpeacTaBsHe, BKIIYUTESTHO 3a dopMa, Ha4uH, CPOK U
BanNUAHOCT; X) nuue, KoeTo e Hapywuno 3abpaxa no un. 101, an. 9 n 10 ot 30I1. 5. OT
yyacTue B npouegypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATO e
HenbfHa UM He OTroBaps Ha yCcnoBmuATa, NOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. OT
yyacTue B npouegypara ce OTCTpaHsBa y4acTHUK, B YAATO odpepTa e npenroxeHa ueHa,
KOSAATO HaAXBbpJIS NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nums, e
O6bae oTCTpaHeH OT yyYacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € npeacTaBus -
Heknapaums 3a oTcbCTBUE Ha obcTosTencTBaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Orfnen Ha AeCTBUATa Ha
Pycua, pectabunuanpaiin nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n yetupu/ meceua OT gaTtaTta Ha BNn3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkMUTE € A0 3 /Tpwu/ KaneHgapHu AHW cre nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTensi no TenedoH Unn Ha enekTPoHHa
nowa. M3sbpliBaHETO Ha AOCTaBKUTE Ha MeMKAMEHTU LLe Ce YAOCTOoBeEpPSBa C ABYCTPAHHO
noanucaH npuemMo-npegasaTeneH NnpoTokos. NepruoanyHoOCT Ha 3asiBKUTE - BEOHBX MECEYHO,
Ha 6a3a NPOrHO3HN pa3veTn, BLINOXUTENAT NpaBu 3asiBKa 3a HE0O6XoANMUTE My KONMyecTBa
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3a Bcska efHa o6ocobeHa nosuuma 3a crieasallums Mmecel. B 3aBucumocT oT cneumdguyHuTe
My NoTpeGHOCTU Ha 6asa NocTbNUMMTE Npe3 Mecela nauueHTH, Npu HeobxoaMMocCT
BBb3MOXUTENAT NpaBu OTAENHU (OoMbBaLLM) 3a8BKM.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKbT ga npuTexaBa u3gageHo no pega Ha 3akoHa
3a fnekapCcTBeHUTE NPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHuve 3a
npounsBoacTBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbpProBusa Ha eapo C NeKapCTBEHN NPOOYKTU
UM yoocToBepeHne 3a permcTpauns 3a TbproBus Ha e4po C NekapcTBeHU Npoayktu (4n. 195,
an. 1 nan. 2 ot 3JIMXM), unn paspeLueHme 3a BHoc (4n. 196, an. 2 ot 3J1MXM), nnu
eKBUBANeHTEH JOKYMEHT, n3gafeH oT perynaTopeH opraH Ha ObpikaBa - YneHka Ha
EBponeinckns cblos, unu gbpxaea - cTpaHa no CnopasymeHueTo 3a EBponenckoto
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: MNpun nogaBaHe Ha odepTaTta, y4aCTHUKBT
Jekrnapupa CbOTBETCTBME C NOCTaBEHUS KpUTEPUI € NonbfBaHe Ha Yact IV, pasgen ,A” ot
EEQOIMN. AOKA3BAHE: MNpwu ycnosuata Ha yn. 67, an. 5 ot 30IN nnu npu nognuceaHe Ha
[OroBop, JOKYMEHTBT, KOUTO Ce npeacTaBsa OT y4acTHUKA 3a [oka3BaHe feknapvpaHaTa B
EEOOI nHdopmaums, e: 1. 3a yyacTHuK, pernctpmpad B Penybnuka Bbnrapus, B cnyvante
no yn. 67, an. 5 nun. 112 ot 30Tl1: PaspelueHne 3a Npon3BoACTBO UIK 3a TbProBus Ha eapo ¢
nekapcTBeHW NPOAYKTU, UK 3a BHOC, uaageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO Nnuue - B criydamTe no yn. 67, an. 5 ot 30MM: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn ot perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckunsa culos, unu gbpxaea - ctpaHa no CnopasymeHneTo 3a EBponenckoto
MKOHOMMWYECKO NPOCTPaHCTBO, A0Ka3Bally NpaBoTO Ha y4acTHUKA 3a TbproBus Ha eapo C
nekapcTBeHu npoaykTu. 3. 3a YyxgectpaHHu nuua - B criydamte no yn. 112 ot 30TM1:
PaspeleHne ot nanbnHutenHna aupektop Ha VMAJ1 3a Tbproeus Ha e4po C fiekapCcTBEHU
npoayktn no un. 195, an. 2 ot 3/1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTensTt He U3MCcKBa 3aBepeHo Komnne Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yAoCTOBEpSBALL, NPABOTO 3a TbProBUsi C NeKapCTBEHM NPOAYKTU UNK paspeLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UIn KoraTo CbLyMTe MoraTt aa 6baaT ocurypeHun Ypes npsik u 6esnnarteH 4ocTbn 40
HaumoHanHuTe 6a3n AaHHM Ha ObpXXaBuTe YneHkn Ha EBponenckuns curos. Mpu yyactme Ha
obeanHeHne, KOETO He € puandecko nuue, ce npunaraT pasnopendburte Ha 4n.59, an.6 ot
30Tr1. KoraTo y4aCTHUKBLT npeaBwxaa ydacTue Ha Nogu3nbiHUTENN, ChlunTe credBa aa
OTroBapsAT Ha N3NCKBaHWUATA, CbrnacHo Y. 66 ot 30TI1.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutensat noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHaHCOBU Bb3MOXXHOCTUN Ha y4aCcTHUUMTE — fja MaT MMHUMarneH o6 obopoT npes
nocnegHute 3 (TpW) NPUKIYUAM DUHAHCOBM rOAWHU B 3aBUCUMOCT OT AaTtaTa, Ha KoATo ca
Cb3dafleHn Unu ca 3anoyHanu JenHocTTa cu, B pasMep Ha NPOorHo3HaTta CTOMHOCT Ha
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cboTBeTHaTa ob6ocobeHa No3nuus, 3a KoATO ca noganu ogepTa. [lokassaHe: 3a Aoka3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KpUTEPUN, y4acTHUKBLT nonbnea Yact IV: Kputepun 3a
noa6op, pasagen b: MikoHoMu4yecko n puHaHcoBoO cbeTosiHme, Ha EE[JOIT, kaTo nocoun o6y,
060opoT OT nocnegH1Te TpM PMHAHCOBM FOANHN HAa CTOMHOCT Ha-Marnko NporHo3HaTta
CTOMHOCT Ha Bcsika 06ocobeHa no3unums, 3a KoATo ydacTea. [JokyMeHTH 3a AoKka3BaHe
(npenctaBAT ce camo npu ycrosudaTta Ha yun. 67, an. 5u1 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6wwuna obopoT 3a nocnegHute 3 (Tpy) NPUKNYUIN PUHAHCOBU FOOUHN, B 3aBUCUMOCT OT
AaraTta Ha KOSITO YYaCTHUKBLT € yupedeH Unu e 3anoyHan genHoctta cu. - Konua Ha
rOOULLIHUTE OTYET UNIN TEXHU CbCTaBHMU YacTu, kKorato NyGnmnkyBaHeTo UM ce U3NCKBa OT
3aKOHOAATerICTBOTO Ha AbpXXaBaTta, B KOSATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
OCHOBaTerHa NpuynHa y4acTHUK He € B CbCTOsIHME Aa nNpeactaBn NOUCKaHuTe oT
Bb3OXUTENA JOKYMEHTU, TOM MOXe Aa AOKaxe CBOETO MKOHOMUYECKO U (OMHAHCOBO
CbCTOSHME C NOMOLLTA Ha BCEKU APYr JOKYMEHT, KOUTO Bb3NOXUTENAT NpYeme 3a NogxoasLi.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO ce Knacupa y4acTHUKBLT, MPeanoXni Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuunsa. Becekn yyacTHUK B npoueaypaTa uMma npaeo Aa npeacTtasu
odepTa 3a egHa Unm noseye o60cobeHn No3numUK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe a 6bae cnedeneHa oT pasfivieH y4acTHUK.
HasHauyeHaTa oT Bb3noxutensa KOMUcus 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
NoCTbLNNNIUTE 0GEPTU, CPaBHSBA LEHOBUTE NPEeaIOKEHNA Ha AONYCHATUTE A0 OLUeHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATA LeHa Ha eanHuua mapka 6es 40C (g, mg, meg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg
aeceTnyHaTta 3aneTasd. B cnyyan ye, npeanaraHvTe LeHn Ha ABe unu noseye odepTu 3a
obocobeHa Nno3numusa ca paBHU, KOMUCUATA NpoBeXaa Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHMLUM, cbrniacHo Yvn. 58, an. 3 ot MM30r1. *
KnacupaHeTo Ha y4acTHMUMTE Lie Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCsAKa
efHa no3vums He3aBMCMMO Aann KbM gaTaTa Ha KnacMpaHeTo MMma NpoMsiHa Ha LleHUTE Ha
nekapcteata B ,,C[MMCBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTU 3a fleYeHne no
ambynaTopHu npouenypu u KnnuHndHn nbTtekn®, B MNJ1C nnn B Pernctbpa Ha npegenHuTe LeHu
Ha fiekapcTBEHUTE NPOAYKTU, OTMYCKaHM Mo Nekapcko npeanucaHve B CpaBHEHME C
odheprpaHnTe LEHN B LLEHOBOTO NPeasioKeHne Ha y4acTHuKa N3nckBaHmsa KbM npegnaraHata
ueHa YyactHuumTe npegnarat EguHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak creq gecetvyHarta 3anetas. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C ao BTopu 3HaK cnep gecetndHarta 3anetas.
MpeonoxeHuTe LEeHN Ha nekapcTBeHUTe NpoaykTh, 3annawany ot H30K no pena Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnucbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha 6ONHUYHMTE cohTyepu, CbabpxaLy,
neKkapCcTBEHW NPOAYKTU, NpeaHa3HavYeHn 3a nevYeHne Ha OHKOMNornmyHu 3abonasaHns no
ambynaTopHuM npoueaypu U KNMHUYHW NbTEKW, akTyaneH KbM gataTa Ha nofgaBaHe Ha
ogepTa. KnacmpaHeTo Ha y4aCTHULUTE Lie Ce M3BbPLLM Bb3 OCHOBA Ha opepupaHuTe LeHu
3a no3uumsi, He3aBMCMMO ann KbM gaTaTa Ha KnacMpaHeTo Mma NpoMsiHa Ha LleHUTE Ha
nekapCTBEHN NPOAYKTU B AKTyanu3aumoHeH hann KbM HOMEHKNaTypute Ha 60fTHUYHUTE
copTyepu, CbabpKall, nekapcTBEHM NPOAYKTU, NpeAHa3HaYeHN 3a NeYeHne Ha OHKOMOTMYHN
3abonaBaHus No ambynaTtopHy Npoueaypy 1 KNMHUYHU NMbTEKN, B [03UTUBHUSA NeKapCTBEH
CnucHbK, nnn B Pernctbpa Ha npeaenHuTe LeHu Ha nekapCTBeHUTEe NPOAYKTM, OTNyCKaHW No
rniekapcko npeanucaHne, B cpaBHeHMe ¢ oheprpaHnTe B LLEHOBOTO NpeanoXeHne Ha

235111-2026 Page 22/68



yyacTHuka. B gorosopa, ckntoveH B pe3yntar Ha nposefeHaTa npoueaypa, we ce nocovar
odeprpaHuTe OT y4acTHMKA LieHW 3a OTAeSNHUTE No3uummn, cbobpasHo KOUTO ChLUUAT €
onpeerneH 3a U3NbHWUTEN, HO NPY U3MbITHEHWETO Ha JoroBopa, BxanoxutensaTt 6e3ycnoBHo
LLie 3annaLla fiekapcTBeHuTe NPoaYyKTU Ha Mo-HUCKaTa LieHa, ornpeaeneHa mexay ueHara,
odepvpaHa oT y4acTHUKa 1 LeHaTa, akTyanHa KbM MOMeHTa Ha JocTaBKkaTa no
AKTyanusaumoHeH pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepu, CbabpxaLy,
nekapcTBeHW NPOAYKTU, NpefHa3Ha4YeHn 3a NevyeHne Ha OHKOMNOorM4yHM 3abonsasaHus no
ambynaTtopHu npoueaypu U KNMHUYHW NbTekn. [pn noBuULIaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENSAT HAMA [a 3annalla CbLUMAT Ha HoBaTa Nno-B1COKa LieHa.
MNMpennaraHaTa LeHa Ha nekapcTBeHUTEe NPOAYKTM — He TpsibBa Aa npeBuLLaBa onpeaeneHaTa
oT Bb3noxurensa CTOMHOCT Ha NpeABuaeHUTe AOCTaBKM Ha BCsika obocobeHa nosnuns 3a
KOATO ce nofasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (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: ta

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: Komucua 3a 3awmra Ha KOHKypeHUunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XXan6a moxe ga ce nogasa B 10-gHeBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30T
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Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNMeyMANM3NPAHA BEOJTHUNLA 3A AKTUBHO JIEYEHWE HA OHKONOI M4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtog: LOT-0005
Teideal: ,Tepotinib 225 mg*®
Cur sios: Tepotinib 225 mg - 648 000 mg
Aitheantéir inmheanach: 555771

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxutenaT Moxe fa YAbIKM Cpoka Ha AoroBopa 3a
N3nbIIHEHWe Ha nopbykaTta ¢ Ao 6 Mmeceua, B cny4yan Ye B nepuoga Ha AeCTBUETO MY He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbyKaTa 1 e Hanuue NOTPeBHOCT OT NPOAbINKaBaHe
Ha JocTaBKkuTe. YCnoBsusTa, Npy KOUTO BrivM3a B cuna onuusTa, ca NocoveHn B NpoekTa Ha
[OroBoOp U ce n3pasasar B cnegHoTo: 1. Bb3noxuntensaT ¢ oTnpaBsHe Ha Bb3naratenHo NMcMo
00 U3NbNHUTENSA Bb3nara U3nbiiHEHNETO Ha NopbYKaTa 3a JONbIIHUTENEH CPOK; 2. CPOKBLT Ha
Aorosopa Moxe fa 6bae yabikeH ¢ 4o 6 meceua; 3. BknioyBaHeTo Ha kraysaTa 3a onuums u
yAbrkaBaHeTo Ha Cpoka MOXe [a Ce U3BbpLUM camMo Npean N3TuyaHe Ha cpoka Ha JoroBopa;
4. MNpwn akTUBMpaHe knaysarta, U3NbAHUTENSAT ce 3a4b/PKaBa Aa yObIMKU CPOKa Ha rapaHumsiTa
3a U3nbriHeHUe cbobpPa3HO C yOABbIMKEHNS CPOK Ha AOroBopa, B Cryyan Ye npu CKoYBaHETO
Ha Joroeopa, rapaHumusaTa e npeacraBeHa nog opmata Ha 6aHkoBa rapaHums unm
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oauten 100
Baile: BapHa
Cadd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 360 243,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbJIHEHME Ha JOroBOpUTE 3a AocTaBka € 24 /aBageceT u yetupu/
Mecelua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusaTHU ycnosus 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npe3 M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
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Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta

Eolas breise: Mpunoxnmn obctoatencrea, HaNMYNETO HaA KOUTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30T1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
noco4YeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTPONMPaHUTE OT TAX NULA U TEXHUTE AEUCTBUTENHN COBCTBEHNLN , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanaTta. 3. 3a yyacTHUUMUTE He cneaBa
0a e Hanuue BNs3mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 3001, Bb3N0OXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepuKn 3a noabop unm He
N3NbIHN OPYro ycrioBme, MOCOYEHO B 0051BNIeHMETO 3a 0bLLecTBeHa Nopbyka nUnum B
OOKYMeHTaumsTa; 6) y4acTHUK, KOUTO € NpeacTaBun odepTta, KOATO HE OTroBaps Ha
npegsapuTenHo 06siBeHUTE YCNoBUSA 3a U3MbIIHEHWE HA NOpbYKaTa; B) Y4aCTHUK, KOUTO €
npeacTaBmn ogepTa, KOATO HE OTroBaps Ha NpaBuna n N3NCKBaHWS, CBbpP3aHu C Ona3BaHe Ha
OKOoSiHaTa cpefa, CouManHoTo U TPYAOBOTO NpaBo, NPUITOXUMUN KONIEKTUBHM CopasyMeHns n
/vnn pasnopenbun Ha MexagyHapogHOTO E€KOSTOMMYHO, COLMarnHo 1 Tpy4oBO NpaBo, KOMTO ca
n3bpoenun B npunoxerHme Ne10 ot 30T1; r) YyacTHuMK, KONTO HE e NpeacTaBun B CPOK
obocHoBka no 4n.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTtencrea 3a nobnaronpusatHaTa UeHa
/0OKYMEHT 3a COBCTBEHOCT, HaNn4Me Ha NepcoHar, cneunanuampaH coptyep, eKCKIy3anBHU
THProBCKX NpaBa UIn BCAKO ApYro 06CTOATENCTBO, BOAELWO A0 hOpMMUpaHE Ha Mo-
BGnaronpusTHa ueHa/ nnu Ymato odepTta He € npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
BbanoxutenaTt onpeaens 6asa 3a cpaBHEHWe, KOraTo ca Hanuue egHa unm ase ogeptu, B
pa3mMep Ha NporHo3HaTa CTOMHOCT Ha BCcsika o6ocobeHa no3uums, 3a KOATO y4acTHUKA e
nogan odepTa. 4) y4acTHMLM, KOUTO Ca CBbP3aHu nuua €) y4acTHUK, nogan odepra, KoUto
He OTroBapsT Ha YCroBMsATa 3a NpeAcTaBsiHe, BKITUYNTENHO 3a opMa, HauMH, CPOK U
BanuMAHOCT; X) n1ue, KoeTo € Hapywmno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. Ot
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATo e
HenbIlHa UK He OTroBaps Ha YCNoBMATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyactue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsaBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSITO HaAXBbpMsi NOCOYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa o6ocobeHa no3nuus, e
Obae OTCTpaHeH OT yyacTue B npoueaypaTa 3a Hed. 7. YYacTHUK, KOUTO He e NpeacTaBun -
Heknapaumsa 3a oTcbCTBUE Ha obcTosiTencTeaTa no un. 5k, nap. 1 ot PernameHT (EC) Ne 833
/2014 r. o1 31 tonun 2014r. OTHOCHO OrpaHNYUTENHUTE MEPKN C Ornea Ha OeNCTBUATA Ha
Pycusa, pectabunumaunpalum nonoxeHneTo B YkparnHa. 8. NapaHumaTa 3a u3nbrHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[C. CpokbT 3a U3NbIIHEHME Ha
OOroBopuTe 3a focTaBka e 24 /gBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnoeus 3a Branoxurens.
CpoKbT 3a M3NbIHEHME Ha JOCTaBKUTE € 0 3 /Tpu/ KanengapHu aHu cneg nonyyaBaHe Ha
3asBKa. 3asBkaTta ce nogasa no n3bop Ha Bb3NOXUTeNsa no TenedoH U Ha enekTpoHHa
nowia. M3BbpLUBaAHETO Ha JOCTABKUTE HA MEeOUKAMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npvemo-npeaaBsartesnieH NpoTokon. MNepnoanyHOCT Ha 3asaBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbINOXUTENAT NpaBu 3asiBka 3a HeobxoaumMuTe My KOnmMyecTBa
3a Bcska egHa obocobeHa no3numsa 3a cnegsawmsa mecel,. B 3aBucMmocT oT cneundunyHmTe
My noTpebHOCTN Ha 6a3a NnocTbNUMMTE NPe3 Mecela NauneHTun, Npyu HeobxoaANMOCT
Bb3MOXUTENAT NpaBu OTAENHM (4ONbBALLN) 3asiBKN.

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
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5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: HAMa oTHoLleHMEe KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil dbhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKBLT Aa npuTexasa usgageHo no pega Ha 3akoHa
3a NnekapcTBeHUTe NpoAyKTU B XyMaHHaTa meguuunHa (3J1TMXM) paspelueHuve 3a
npounssoAcTBo (4n. 196, an. 1 ot 3JIMNXM), unn 3a TbproBusa Ha egpo C NekapCTBEHN NPOOYKTU
U1 yoocToBEpPEHME 3a perMcTpauns 3a TbproBus Ha efpo C NekapCTBEHU NpoayKTn (4n. 195,
an. 1 v an. 2 ot 3JIMNMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha AbpiKaBa - YneHKa Ha
EBponenckna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogasBaHe Ha odepTarta, y4aCTHUKBLT
Jeknapupa CbOTBETCTBME C NMOCTaBEHUSI KPUTEPUI € NonbNnBaHe Ha Yact IV, pasgen ,A” ot
EEOOI. OOKASBAHE: NMpu ycnosusaTa Ha yn. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, JOKYMEHTBLT, KOMTO ce NpeAcTaBsa OT y4acTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, pernctpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: PaspelleHune 3a NponM3BOACTBO UK 3a TbProBms Ha eapo ¢
nekapCTBEHW NPOAYKTU, UK 3a BHOC, n3aageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOEeCTpPaHHO nvue - B crnydamTe no yn. 67, an. 5 ot 30lN: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn oT perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckusa cbios, unu abpxaea - ctpaHa no CrnopasymeHneTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaHCTBO, AOKa3BalLlM NPaBoOTO Ha y4acTHUKA 3a TbProBusi Ha eapo C
nekapcTBeHu NpoaykTu. 3. 3a YygecTpaHHu nuua - B criydaute no yn. 112 ot 30TM1:
PaspelueHne ot nanwnHutenHusa aupektop Ha VMAJ1 3a Tbproeus Ha epo C fiekapCTBEHU
npoayktu no 4un. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMNMXM.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmMe Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yOocTOBeEpSBaLL, NPaBOTO 3@ TbProBUS C fiekapCTBEHM MPOAYKTU UNKN pa3peLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unu ypes nyénuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH JocTsbn Ao
HauunoHanHuTe 6a3n AaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckuna cbioa. Mpu yyactme Ha
obeaunHeHne, KOETO He € puanYecKo nuue, ce npunaraT pasnopenduTe Ha yun.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT NpeaBwxaa ydacTue Ha NoguM3nbiiHUTENN, CbluNTE crneasa aa
OTroBapsT Ha U3NCKBaHUATA, CbrnacHo Y. 66 ot 30T01.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHAHCOBU BBL3MOXHOCTM Ha y4aCTHUUMTE — Aa UMaT MMHUManeH o6y ob6opoT npes
nocnegHute 3 (Tpy) NPUKNKYNIM PUHAHCOBM FOANHN B 3aBMCUMOCT OT AaTaTta, Ha KOSTO ca
Cb34afeHn UNn ca 3anoyHann eNHOCTTa CK, B pa3mMep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa ob6ocobeHa nNo3nums, 3a KOSATo ca noganu ogepta. [lokasaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
noabop, pasgen b: MikoHoMu4ecko n pnHaHCcoBO cbeTosiHme, Ha EE[JOIT, kaTo nocoun o6y,
06opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika 06ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a [OKa3BaHe
(NpeacTaBAT ce camo nNpu ycnosuaTa Ha vn. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
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06wus 060poT 3a nocneaHuTe 3 (Tpu) NPUKNOYUIM PUHAHCOBU FOAUHM, B 3aBUCUMOCT OT
[AaTaTta Ha KOATO y4acTHUKBLT € yupedeH Unu e 3anoyHan aerHocTtTa cu. - Konvsa Ha
FOAMLLHUTE OTYET UMM TEXHU CbCTaBHM YacTu, koraTo NyGnnKyBaHETO UM Ce U3MCKBa OT
3aKoHOOATENICTBOTO Ha AbpXXaBaTa, B KOATO YY4aCTHUKBT € ycTaHoBeH. 3abenexka: KoraTto no
OCHOBaTesnHa NpuyYnHa y4acTHUK He € B CbCTOsIHME Aa NPeACTaBu NOUCKaHUTE OT
Bb3NOXUTENSA [OKYMEHTU, TOM MOXe Aa [I0Kaxe CBOETO MKOHOMUYECKO U (PUHAHCOBO
CbCTOSIHME C MOMOLLTa Ha BCEKU APYT AOKYMEHT, KOMTO Bb3NOXUTENAT NpMeme 3a NoaXOoAsLL.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 301
Cur sios: Ha nbpBO MACTO ce Knacupa y4acTHUKBLT, MPeanoXun Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuunsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTtasu
odepTa 3a egHa Unm noseye o60cobeHn No3numuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe a 6bae cnedeneHa oT pasfivieH y4acTHUK.
HasHaueHaTa oT Bbanoxutensa Kommcus 3a pasrnexnaHe, oueHka 1 KnacmpaHe Ha
NoCTbLNNNIUTE 0GEPTU, CPaBHSBA LEHOBUTE NPEAIOKEHNA Ha AONYCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATAa LeHa Ha eauHuiua mapka 6e3 40C (g, mg, meg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LieHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTnyHaTa 3anetasd. B cnyyan ye, npeanaraHuTe UeHW Ha ABe unv nosede odeptn 3a
obocobeHa no3numusa ca paBHU, KOMUCUATA NpoBeXaa Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MEeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULUM, cbrniacHo Yn. 58, an. 3 ot MM30r1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCsKa
€[Ha no3numsa He3aBMCUMO Jann KbM AaTaTa Ha KnacupaHeTo MMa NpoMsiHa Ha LeHUTE Ha
nekapcteata B ,,CI[MMCBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTU 3a fleYeHne no
ambynaTopHu npouenypu u KnuHndHn nbTtekn”, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha fiekapCTBEHUTE NPOAYKTU, OTMYCKaHM Mo Nekapcko npeanucaHve B CpaBHEHME C
ohepupaHuTe LieHM B LLEeHOBOTO NpearioXeHne Ha yyacTHuKa MsnckBaHnsa KbM npeanaraHaTa
ueHa YyactHuumTe npegnarat EguHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 0C (g, mg,
mcg, ml, IU) Ha npeanaraHaTa no3vums, 4O NeTu 3Hak creq gecetuyHarta 3anetas. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C ao BTOpu 3HaK cnepg gecetndHarta 3anetas.
[MpennoxeHuTe LEeHN Ha nekapcTBeHUTe NpoaykTh, 3annawany ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHMTE cohTyepu, CbabpxaLy,
neKkapCcTBEHM NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNornmyHm 3abonasaHus no
ambynaTopHuM npoueaypu 1 KNMHUYHW NbTEKW, akTyaneH KbM gataTa Ha nofaBaHe Ha
ogepTa. KnacmpaHeTo Ha y4aCcTHULUTE LLe Ce M3BbPLLM Bb3 OCHOBA Ha opepupaHuTe LeHu
3a No3nums, He3aBMCMMO danu KbM gataTa Ha KrnacupaHeTo MMma NnpoMsiHa Ha LeHUTe Ha
nekapCTBEHM NPOAYKTU B AKTyanu3aumoHeH hann KbM HOMEHKNaTypute Ha 60NTHUYHUTE
copTyepu, CbabpXxKaLl, NekapCTBEHW MPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYHU
3abonsaBaHus No ambynaTtopHu Npoueaypy U KNMHUYHU NMbTeKN, B [03UTUBHUSA NieKapCTBEH
CMUCBK, UnNn B Perncrbpa Ha npegenHuTe LeHn Ha nekapcTBeHnTe NpoayKTu, OTnycKaHn no
rfiekapcko npeanucaHne, B cpaBHeHMe ¢ oheprpaHnTe B LLEHOBOTO NpeanoXeHme Ha
yyacTHuKa. B gorosopa, CkrtodeH B pe3ynTtaTt Ha nposedeHara rnpoueaypa, we ce nocovar
ohepupaHuTe OT y4aCTHMKA LIeHW 3a OTAESTHMTE No3nLMK, CbobpasHO KOUTO CbLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU U3NBIIHEHMETO Ha AoroBopa, Bb3noxuntensat 6e3ycnoBHO
LLie 3annalla nekapcTBeHMTe NPOAYKTM Ha NO-HUCKaTa LieHa, onpeaeneHa mexay ueHara,
odpepupaHa OT y4yacCTHMKa 1 LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBkaTa no
AKTyanusaumoHeH (pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE codTyepu, CbabpxaLy,
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nekapcTBEHM NPOAYKTU, NpeAHa3HavYeHn 3a NeYeHne Ha OHKOSOrMYHM 3abonsasaHms no
ambynaTopHu Npoueaypu U KNMHUYHK NbTekn. Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMA [a 3anfala CbLUMAT Ha HoBaTa No-BUCOKA LiEHaA.
MNMpennaraHaTa LeHa Ha nekapcTBeHUTEe NPOAYKTM — He TpsibBa Aa npeBuLLaBa onpeaeneHaTa
OT Bb3noxutens CTOMHOCT Ha NpeABUAEHUTE AOCTaBKU Ha BCsika 06ocobeHa no3nuus 3a
KOATO ce nodasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

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: Komucna 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XKan6a moxe ga ce nogasa B 10-gHeBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEOJTHMUA 3A AKTUBHO NEYEHWE HA OHKONOIMM4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtog: LOT-0006
Teideal: ,Talazoparib 0,25 mg. 3a MKB-C61, kog H3OK-LH 762¢
Cur sios: Talazoparib 0,25 mg. 3a MKB-C61, kog H30K-LH 762 - 2 500 mg
Aitheantdir inmheanach: 555772
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5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxutenar Moxe Aa yobImkn cpoka Ha JoroBopa 3a
N3NbITHEHWE Ha nopbykaTa ¢ Ao 6 Mmeceua, B Cny4yan Yye B nepunoga Ha AeNCTBUETO MY He €
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NMopbYKaTta 1 € Hanuue NoTpebHOCT OT NPOoAbIKaBaHe
Ha JgocTaBkuTe. YCnoBusTa, Npy KOUTO BfM3a B CUa onumsita, ca NocodeHn B NpoekTa Ha
[OroBOp U ce n3passsat B cnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3narateniHo NMCMo
00 N3NBbAHUTENS Bb3nara U3NbHEHWETO Ha NopbykaTa 3a AONbNHUTENEH CPOK; 2. CpOoKbT Ha
porosopa Moxe fa 6bae yabimkeH ¢ 4o 6 Meceua; 3. BknioduBaHeTo Ha KkrnaysaTa 3a onuus u
yabikaBaHeTo Ha Cpoka MOXe [a Ce M3BbpLUM cCamMo Npean n3TuyaHe Ha cpoka Ha A40oroBopa;
4. Mpun akTMBMpaHe Knaysara, U3aNbAHUTENAT Ce 3aAbInKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a U3nbrHeHNe CbobPa3HO C YyABIMKEHNSI CPOK Ha AOroBOpa, B Cyvan Yye npu CKoYBaHETO
Ha JoroBopa, rapaHuusaTa e NnpeAacTtaBeHa nog popmarta Ha 6aHkoBa rapaHums nnu
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oanten 100
Baile: BapHa
Cadd poist: 9000
Foroinn tire (NUTS): BapHna (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 387 053,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbISIHEHME Ha AOrOBOPUTE 3a AOCTaBKa e 24 /aBageceT un yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cura /go ckrouBaHe Ha gorosopu no LIOI ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npes3 M. anpun 2028 .
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxmnmm obcToAaTencTea, HaNMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuka He TpsbBa fa ca Ha nuue OCHOoBaHWsATa 3a
OTCTpaHsiBaHe, Nocoyenn B Un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4YeHn B nNo yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKNTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTBaTta, permctTpupaHu B OPUCANKUUKN C npedpepeHumaned JaHbYeH PeXnm,
KOHTpONUpaHuTe OT TAX Nnua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a yyacTHMUMUTE He cneaBa

235111-2026 Page 29/68



0a e Hanuue BNs3mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusaTa no 4n. 54 ot 3001, Bb3NOXUTENAT OTCTPaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepumn 3a noabop unm He
N3NbIHN OPYro ycrioBme, MOCOYEHO B 0051BNIeHMETO 3a 0bLecTBeHa Nopbyka Unum B
OOKYMeHTaumsTa; 6) y4acTHUK, KOMTO € NpeacTaBun odepTta, KOATO HE OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUSA 3a U3MbIIHEHNE HA NopbYKaTa; B) Y4aCTHUK, KOUTO €
npeacrtasun oepTa, KOATO HE OTroBaps Ha NpaBuna 1 N3NCKBaHWUS, CBbp3aHuM C onasBaHe Ha
OoKOSiHaTa cpefa, CouManHoTo U TPYAOBOTO NpaBo, NPUITOXUMUN KONTEKTUBHM CNopasyMeHns n
/vnn pasnopenbun Ha MexagyHapogHOTO E€KOSTOMMYHO, COLMarnHo U Tpy40BO NpaBo, KOMTO ca
n3bpoenun B npunoxerHme Ne10 ot 30T1; r) YyacTHuMK, KONTO HE e NnpeacTaBun B CPOK
obocHoBka no 4n.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTtencrea 3a nobnaronpusatHaTa UeHa
/0OKYMEHT 3a COBCTBEHOCT, HanNn4ne Ha NepcoHarn, cneunanuampaH coptyep, eKCKIy3anBHU
THProBCKM NpaBa Unn BCAKO APYro 06CTOATENCTBO, BOAELWO A0 hOpMMUpaHE Ha Mo-
GnaronpusTHa ueHa/ nnun Ymato odepTta He € npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpenens 6asa 3a cpaBHeHWe, KoraTo ca Hanvue egHa unu ase ocdeptu, B
pasmep Ha NporHo3HaTa CTOMHOCT Ha BCsika 06ocobeHa no3uums, 3a KOATO y4acTHUKA e
nogan odepTa. 4) y4acTHMLM, KOUTO Ca CBbP3aHu nuua €) y4acTHUK, nogan odepra, KoUTo
He OTroBapsT Ha YCroBMsATa 3a NpeAcTaBsiHe, BKITUYNTENHO 3a opMa, Ha4yMH, CPOK 1
BanNuMAHOCT; X) Nn1ue, KoeTo e Hapywmno 3abpaHa no yn. 101, an. 9 n 10 ot 30r1. 5. Ot
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATo e
HenbIlHa UK He OTroBaps Ha YCNoBMATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyacTtue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSAITO HaAXBbPIS NocoYeHaTa NPOorHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nuums, Lie
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hed. 7. YYacTHUK, KOUTO He e NpeacTaBun -
Heknapaumsa 3a oTcbCTBUE Ha obcTosiTencTeaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. ot 31 tonun 2014r. OTHOCHO OrpaHNYUTENHUTE MEPKN C Ornea Ha OeNCTBUATA Ha
Pycusa, pectabunumaunpalum nonoxeHneTo B YKkparnHa. 8. NapaHumaTa 3a u3nbrHeHme Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[JC. CpokbT 3a M3NbIIHEHME Ha
OOroBopuTe 3a AocTaBka e 24 /gBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnosus 3a Branoxurens.
CpOoKbT 3a M3NbIHEHME Ha JOCTaBKUTE e 0 3 /Tpu/ KanengapHu aHu cneg nonyyaBaHe Ha
3asBKa. 3asBkaTta ce nogasa no n3bop Ha Bb3NoXUTensa no TenedoH UM Ha enekTpoHHa
nowia. M3BbpLUBaAHETO Ha JOCTABKUTE HA MEeOUKAMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npmvemo-npeaaBsatesnieH NpoTokon. MNepnoanyHOCT Ha 3asdBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbLINOXUTENAT NpaBu 3asiBka 3a HeobxoauMuTe My KOnmMyecTBa
3a Bcska egHa obocobeHa no3numsa 3a cnegsawmsa meced,. B 3aBucmMmocT oT cneundunyHmTe
My noTpebHOCTN Ha 6a3a NnocTbNMIMTE NPe3 Mecela NauneHTun, Npyu HeobxoaANMoCT
Bb3MOXUTENAT NpaBu OTAENHM (4ONbBALLN) 3asiBKN.

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: HAMa OTHOLLeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
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Cur sios ar an gcritéar roghnuchain: Y4acTHUKBLT Aa nputexasa usgageHo no pega Ha 3akoHa
3a NnekapcTBeHUTe NpoAyKTU B XyMaHHaTa meguumnHa (3J1TXM) paspelueHue 3a
npounsBoAcTBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBus Ha egpo C NeKapCTBEHN NPOOYKTU
U1 yoocToBEpPEHME 3a perMcTpauns 3a TbproBus Ha epo C NekapCTBEHU NpoayKTu (4n. 195,
an. 1 v an. 2 ot 3JIMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha ObpiKaBa - YneHka Ha
EBponenickna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogaBaHe Ha odepTaTta, y4aCTHUKBLT
Jeknapupa CbOTBETCTBME C NOCTaBEHUSI KPUTEPUI € NonbnBaHe Ha Yact IV, pasgen ,A” ot
EEOOI. OOKASBAHE: NMpu ycnosusaTa Ha un. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, JOKYMEHTBLT, KOUTO Ce NpeAcTaBsa OT ydacTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, peructpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: PaspelleHune 3a NponM3BOACTBO UK 3a TbProBus Ha eapo ¢
nekapCTBEHM NPOAYKTU, UK 3a BHOC, n3gageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOEeCTpPaHHO nuue - B crnydamTe no yn. 67, an. 5 ot 30MN: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn oT perynaTtopeH opraH Ha Abpaea -
yneHka Ha EBponenckus cbios, unu agbpxaea - ctpaHa no CrnopasymeHneTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaHCTBO, AOKa3Bally NPaBoOTO Ha y4acTHMKA 3a TbpProBusi Ha eapo C
nekapcTBeHu NpoaykTu. 3. 3a YygecTtpaHHu nuua - B criydaute no yn. 112 ot 30TM1:
PaspelueHne ot nanwnHutenHna aupektop Ha MAJ1 3a Tbproeus Ha epo C fiekapCTBEHU
npoayktu no 4n. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTensTt He n3McKBa 3aBepeHo Komnme Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yOoCcTOBEpSBaLL, NPaBOTO 3@ TbProBuUSA C fIeKkapCTBEHM NMPOAYKTU UNKN pa3speLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unu ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH JocTsbn Ao
HauunoHanHuTe 6a3n gaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckna cbioa. Mpu yyactme Ha
obeaunHeHMe, KOETO He € pPUaNYEeCcKo nuue, ce npunaraT pasnopenbduTe Ha yun.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwKaa ydacTue Ha NoguM3nbiiHUTENN, CblunTe crneaBa Aa
OTroBapsT Ha U3NCKBaHUATA, CbrnacHo us. 66 ot 30T01.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutensat noctaBs M3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHAHCOBU BBL3MOXHOCTM Ha y4aCTHULUMTE — Aa UMaT MMHUManeH o6, o6opoT npes
nocnegHute 3 (Tpy) NPUKNKYNIM PUHAHCOBM rOANHN B 3aBMCUMOCT OT AaTaTta, Ha KOSTO ca
Cb34afeHn Unu ca 3anoyHann JeNHOCTTa CU, B pa3Mep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa ob6ocobeHa no3nums, 3a KOSATo ca noganu ogepta. [lokasaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
nogoop, pasgen b: MikoHoMmu4ecko n pnHaHCcoBO cbeTosiHme, Ha EE[JOIT, kaTto nocoun o6y,
060opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a JOoKa3BaHe
(NMpeacTaBAT ce camo npu ycnosuaTa Ha un. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6wma obopoT 3a nocnegHuTe 3 (TpK) NPUKNOYMAN (PUHAHCOBW FOOUHKU, B 3aBUCUMOCT OT
Aararta Ha KOATO y4acTHUKBT € yYpedeH Unum e 3anoyHan genHoctra cu. - Konua Ha
roguLWHUTE OTYET UM TEXHM CbCTaBHM YacTn, Korato nybrimkyBaHETO UM Ce U3UCKBa OT
3aKOHOAATENCTBOTO Ha AbpXXaBaTa, B KOATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
OCHOBaTemHa NpMYMHa Y4acCTHUK HE € B CbCTOsIHME Aa NpeacTaBu NOUCKaHUTe OT
Bb3MOXUTENSA JOKYMEHTU, TOM MOXE Aa AOKaXKe CBOETO MKOHOMUYECKO U (PMHAHCOBO
CbCTOSAHME C NOMOLLTA Ha BCEKU APYr JOKYMEHT, KOUTO Bb3NOXUTENAT NpMeme 3a NoaxoasLu.

5.1.10. Critéir dhamhachtana
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Critéar:

Cineal: Praghas

Ainm: ,Han—HuckKa ueHa“, cernacHo yn. 70, an. 2, 1. 1 ot 30I1

Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKBLT, NPeanoxXus Han-H1ucka LeHa 3a
cboTBeTHaTa ob6ocobeHa no3numnsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTasu
odepTa 3a egHa unn noseyve o60cobeHn No3nuuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Moxe a 6bae cnedeneHa oT pasfiMyeH y4yacTHUK.
HasHauyeHaTa oT Bb3noxutens KoMucus 3a pasrnexaaHe, olueHka 1 KnacmpaHe Ha
nocTbLNUNUTE 0PEepPTU, CPaBHSABA LLEHOBUTE NPeaIOKEHNA Ha AONyCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATA LieHa Ha eauHuua msapka 6es 0C (g, mg, mcg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
AeceTnyHaTa 3anetad. B cnyyan ye, npegnaraHuTe UeHW Ha ABe unv nosede oeptn 3a
obocobeHa Nno3numsa ca paBHU, KOMUCUATA NpoBeXaa XXpebui 3a onpeaensHe Ha U3NbIHUTEN
MeXxay KracupaHuTe Ha MbpPBO MACTO y4acTHMUM, cbrnacHo Y. 58, an. 3 ot MMN30I1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCsKa
efHa no3vums He3aBMCMMO Adann KbM gaTaTa Ha KnacMpaHeTo MMma NpoMsiHa Ha LleHUTe Ha
nekapctearta B ,,C[MMCBK Ha npoTMBOTYMOPHUTE NEKaApCTBEHN NPOAYKTU 3a NleYeHne no
ambynaTopHu npoueaypu u KnnHndHn nbTtekn®, B MNJ1C nnn B Permctbpa Ha npegenHuTe LeHu
Ha neKkapcTBEHUTE NPOAYKTM, OTMYCKaHW Mo Nekapcko npegnucaHve B CpaBHEHME C
odheprpaHnTe LEHN B LLEHOBOTO NPEASIOKEHNE Ha y4acTHUKA N3nckBaHMsa KbM npegnaraHata
ueHa YyactHuumte npegnarat EguHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 10C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak creq gecetvyHarta 3anetasi. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C no BTOpu 3HaK cnepg geceTnyHarta 3anetas.
[MpepnoxeHuTe LeHN Ha nekapcTBeHUTe Npoayktu, 3annawann ot H30K no pega Ha un.262,
an.6,7.1 3JINMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNATypuTe Ha BONHUYHMTE cohTyepu, CbabpxaLy,
neKkapCcTBEHM NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNorm4yHm 3abonsaBaHums no
ambynaTopHuM Npoueaypu 1 KNMHUYHN NbTEKW, akTyaneH KbM gataTa Ha NofgaBaHe Ha
ogepTa. KnacmpaHeTo Ha y4aCcTHULUTE Lie Ce M3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHn
3a no3uumsi, He3aBMCMMO anu KbM AgaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LeHUTe Ha
nekapCcTBEHN NPOAYKTN B AKTyanu3aumoHeH ain KbM HOMEHKNaTypuTe Ha 60NTHUYHUTE
codpTyepu, CbabpKall, NekapcTBEHM NPOAYKTU, MpeAHa3HAYeHN 3a NeYEeHNe Ha OHKOMOTNYHN
3abonsaBaHus No ambynaTtopHM NpoLeaypy U KNMHUYHK NbTEKN, B [O3UTUBHUA NeKapCTBEH
CnUCHLK, nnn B Permctbpa Ha npeaenHuTe LeHn Ha NekapCTBEHUTE NPOAYKTM, OTNyCKaHM Mo
rnekapcko npeanucaHue, B cpaBHeHMe ¢ ohepmpaHnTe B LLEHOBOTO NpeanoXeHme Ha
yyacTHuka. B goroBopa, ckntoyeH B pesyntar Ha npoBefeHaTa npoueaypa, we ce nocovar
odhepupaHuTe OT y4acCTHMKA LIEHN 3a OTAESTHMUTE NO3UL MK, CbOBPa3HO KOUTO CHLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU U3NBIIHEHNETO Ha AoroBopa, Bb3noxntensat 6e3ycnoBHO
LLie 3annalla nekapcTBeHMTe NPOAYKTM Ha NO-HUCKATa LieHa, onpeaeneHa mexay ueHara,
odheprpaHa oT y4acTHMKa U LeHaTa, akTyanHa KbM MOMEHTa Ha JoCTaBkaTa no
AKTyanusaumoHeH pann KbM HOMEHKNaTypuTe Ha BoNHUYHMTE cohTyepu, CbabpxaLy,
NeKkapcTBEHM NPOAYKTU, NPpeAHa3Ha4YeHn 3a NeYeHne Ha OHKOSOrMYHM 3abonsBaHms no
ambynaTopHu Npoueaypu U KNMHUYHK NbTekn. Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMA [a 3anfala CbLUMAT Ha HoBaTa No-BUCOKA LiEHA.
MpeanaraHaTa LeHa Ha NekapCTBEHUTE NPOAYKTN — He TpsAAbBa Aa npeBuLLaBa onpeaeneHarta
OT Bb3noxntens CTOMHOCT Ha NpeaBuaeHUTe OOCTaBKM Ha Besika 06ocobeHa no3nums 3a
KOATO ce nogasa odepTa.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
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Seoladh na ndoiciméad solathair: https://app.eop.bg/today/555693
Cainéal cumarsaide ad hoc:
Ainm: LUAXC EOTI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil né cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (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: ta

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: >Xan6a moxe na ce nogasa B 10-4HEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 301
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNeEYMANN3NPAHA BEOJTHUNLA 3A AKTUMBHO JIEMEHWE HA OHKONOI MYHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtég: LOT-0007
Teideal: ,Talazoparib 0,1 mg. 3a MKB-C61, kog H3OK-LH 761
Cur sios: Talazoparib 0,1 mg. 3a MKB-C61, kog H3OK-LH 761 - 600 mg
Aitheantoir inmheanach: 555775

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenaT Moxe [a YAbITKM Cpoka Ha AoroBopa 3a
N3nbIIHEHNe Ha nopbykaTta ¢ Ao 6 Mmeceua, B cnyyan Yye B nepuoga Ha AeCTBUETO MY He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbyKaTa 1 e Hanuue NOTPeBHOCT OT NPOoAbINKaBaHe
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Ha gocTaBkuTe. YCNnoBusTa, Npy KOUTO BfM3a B CUa onumsitTa, ca NocoveHn B NpoekTa Ha
AOroBOp M ce n3passasar B criegHoTo: 1. Bb3noxXuTtenaT ¢ oTnpaBsiHe Ha Bb3naratenHo nMcMmo
00 N3MBbAHUTENS Bb3nara U3Nb/IHEHMETO Ha NopbykaTa 3a AONbHUTENEH CPOK; 2. CpOKbT Ha
Aorosopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHeTO Ha KnaysaTa 3a onuums 1
yabikaBaHeTO Ha Cpoka MOXe [a Ce U3BbPLUM CamMO Npean n3TuyaHe Ha cpoka Ha A0oroBopa;
4. MNpun aKkTMBMpPaHe KnaysaTa, M3NbIIHUTENSAT Ce 3aablhKaBa Aa yObIKM CpoKa Ha rapaHuuaTa
3a U3NbfIHEHNE CbOOPA3HO C YOBIMKEHUSI CPOK HA AOroBOpa, B Cy4van Ye npu CKtoYBaHETO
Ha Joroeopa, rapaHuusaTa e npegcraBeHa nog popmata Ha 6aHkoBa rapaHums unu
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsob6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 92 893,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3NbIIHEHME HA OOrOBOpPUTE 3a AoCcTaBka e 24 /aBageceT u Yyetmnpu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go cknouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusiTHM ycnoBus 3a Bbanoxuntens, we oTkpue HoBa npoueaypa npes M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxnmm obctoaTencTasa, HanMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OoTCTpaHsiBaHe, nocoyeHn B un. 54, an. 1 ot 30[1; 2. 3a yyacTHuKa BaxaT 3abpaHuTe,
noco4YeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLUUKN C npedepeHumaned JaHbYeH PEXnM,
KOHTPONMPaHUTE OT TAX NMLA U TEXHUTE AEUCTBUTENTHN COBCTBEHNLN , KAKTO U
obcToaTencrtearta no 4n. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a y4acTHUUMUTE He cneaBa
[a e Hanuue Bfs3fno B cuna peleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa No 4. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBeHUTE KpUTepumn 3a noabop unu He
N3NbIHU OPYro ycroBue, MOCOYEHO B 0051BrieHMeTO 3a obLiecTBeHa Nopbyka nUnu B
AOKYMeHTaumsTa; 6) y4acTHUK, KOMTO € NpeAcTaBun odepTta, KOATO He OTroBaps Ha
npegsapuTeniHo o6siBeHUTE YCoBUSA 3a U3MbIIHEHNE HA NOpbYKaTa; B) Y4aCTHUK, KOUTO €
npeAacTaBun ogepTa, KOATO He OTroBaps Ha NpaBuna n N3NCKBaHWS, CBbpP3aHu C Ona3BaHe Ha
OKOJSiHaTa cpefa, CouManHoTo U TPYAOBOTO NPaBo, NPUITOXUMUN KOSIEKTUBHM CNopasyMeHns n
/vnn pasnopenbun Ha MexayHapoaHOTO €KOSTIOrMYHO, COLMarnHo U Tpy4oBO NpaBo, KOMTO ca
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n3bpoenu B npunoxexHme Ne10 ot 30lT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ gokasaTencrea 3a nobnaronpuaTHaTa LeHa
/BOKYMEHT 3a COOCTBEHOCT, HaNU4Me Ha NepcoHar, cneunanuampaH coTyep, EKCKNy3nBHU
TbProBCKN NpaBa Unun BCAKO ApYyro o6CToATENCTBO, BOAELLO A0 hopMuMpaHe Ha no-
OGnaronpusaTHa ueHa/ nnu Ynato odepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpegensa 6asa 3a cpaBHeHWe, KoraTo ca Hanvue egHa unv ase oeptu, B
pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nuus, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsiT Ha yCroBusaTa 3a NpPeacTaBsiHe, BKOYMTENHO 3a dOpMa, HAYMH, CPOK U
BanNUAHOCT; X) nuue, KoeTo e Hapywuno 3abpaxa no un. 101, an. 9 n 10 ot 30I1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsBa Y4aCTHUK, KOMTO € npeacTaBun odepra, KOATo e
HenbfHa UM He OTroBaps Ha yCcnoBmuATa, NOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. OT
yyacTue B npoueaypara ce OTCTpaHsBa y4aCTHUK, B YMATO odhepTa e NnpeanoxeHa LeHa,
KOSAATO HaAXBbPJIS NocoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mums, Lwe
O6bae oTCTpaHeH OT y4YacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NnpeacTaBus -
Heknapaums 3a oTcbCTBUE Ha obcTosTencTBaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Ornen Ha AeNCTBUATa Ha
Pycua, pectabunuanpalimn nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpokbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n yetupu/ meceua OT AaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTtens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkUTE € A0 3 /Tpwu/ KaneHgapHu AHW cred nonyyaBaHe Ha
3asBKa. 3asBkaTa ce nogasa no n3bop Ha Bb3NOXUTENS NO TeNedOH NN Ha eNEKTPOHHA
nowa. M3sbpliBaHETO Ha AOCTaBKUTE Ha MeMKAMEHTU LLe Ce YAOCTOoBeEpPSBa C ABYCTPAHHO
noanucaH npuemo-npegaBaTteneH npoTokon. [NepnoanyHoCT Ha 3asiBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HU pa3veTn, BL3INOXUTENAT NpaBu 3asiBka 3a HE0O6XoaNMUTE My KONMyecTBa
3a Bcsika efHa obocobeHa no3muma 3a criefBalumsi mecel. B 3aBucMMocCT OT cneumdpuyHmTe
My noTpebHoCTM Ha Basa nocTbNMNUTE Npe3 Mecela NauneHTn, Npu HeobxoanmocT
BBb3MOXUTENAT NpaBun OTAENHM (4ONbNBALLN) 3aSBKU.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKbLT ga npuTexaBa u3gageHo no pefa Ha 3akoHa
3a fnekapCcTBeHUTE NPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHuve 3a
npounssoacTtBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBusa Ha egpo C NeKapCTBEHN NPOOYKTU
UM yoocToBepeHne 3a permcTpauns 3a TbproBus Ha e4po C NekapcTBeHU NpoaykTu (4n. 195,
an. 1 nan. 2 ot 3JIMXM), nnn paspeLueHme 3a BHoc (4n. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3gafeH oT perynaTopeH opraH Ha ObpikaBa - YreHka Ha
EBponeinckns cbtos, unu gbpxaea - cTpaHa no CnopasymeHueTo 3a EBponenckoto
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: MNpun nogaBaHe Ha oepTaTta, y4aCTHUKBT
Jekrnapupa CbOTBETCTBME C NOCTaBEHUS KpUTEPUI € NonbfBaHe Ha Yact IV, pasgen ,A” ot
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EEQOMN. AOKA3BAHE: MNpwu ycnosuata Ha yn. 67, an. 5 ot 30IN nnu npu nognuceaHe Ha
AO0roBop, 4OKYMEHTBLT, KOMTO Ce NpeAcTaBsa OT ydacTHUKA 3a JOoKa3BaHe AeknapupaHaTa B
EEOOI nHcdopmaums, e: 1. 3a yyacTHuK, peructpmpad B Penybnuka Bvnrapus, B cnyvante
no yn. 67, an. 5 nun. 112 ot 30Tl1: PaspelueHne 3a Npon3BOACTBO UK 3@ TbProBus Ha egpo ¢
nekapcTBeHW NPOAYKTU, UK 3a BHOC, naageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO nuue - B criydamte no yn. 67, an. 5 ot 30MM: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctosepeHue, n3gageHn ot perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckus cbio3, unu agbpxaea - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
MKOHOMMWYECKO NPOCTPaHCTBO, A0Ka3Bally NpaBoTO Ha y4acTHUKA 3a TbproBus Ha eapo C
nekapcTBeHu npoaykTu. 3. 3a yyxgectpaHHu nuua - B criydamte no yn. 112 ot 30TM1:
PaspeleHne ot nanbnHutenHna gupektop Ha MAJ1 3a Tbproeus Ha e4po C fiekapCTBEHU
npoayktn no un. 195, an. 2 ot 3J1MXM, nnn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTensTt He U3MCcKBa 3aBepeHo Komnne Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NMPaBOTO 3@ ThbProBUs C NIEKAPCTBEHM MPOAYKTU NN pa3peLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UIn KoraTo CbLyMTe MoraTt Aa 6baaT ocurypeHmn Ypes npsik u 6esnnarteH 4ocTbn 40
HaumoHanHuTe 6a3n AaHHM Ha ObpXXaBuTe YneHkn Ha EBponenckuns curos. Mpu yyactme Ha
obeanHeHne, KOeTo He € puandecko nuue, ce npunarat pasnopendbute Ha 4n.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwxaa ydacTue Ha Nogu3nbIiHUTENN, ChlunTe credsa ga
OTroBapAT Ha N3NCKBaHWUATA, CbrnacHo Y. 66 ot 30TI1.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHaHCOBMN Bb3MOXHOCTU Ha y4aCcTHUUMTE — Aa uMaT MUHUMareH o6 o6opoT npes
nocnegHute 3 (Tpy) NPUKNOYUIIM UHAHCOBM TOAWHN B 3aBUCUMOCT OT JaTaTa, Ha KOATO ca
Cb3gafeHn unu ca 3anoyHann enHoCTTa Cu, B pa3mMep Ha NPOorHo3HaTa CTOMHOCT Ha
cboTBeTHaTa 06ocobeHa no3mums, 3a KoATo ca noganu odepta. [lokassaHe: 3a gokasBaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KpUTEPUN, y4acTHUKBLT nonbnea Yact IV: Kputepun 3a
noabop, pasagen b: MikoHoMu4ecko n puHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTo nocoun o6uy,
060opoT OT nocnegH1Te TP PMHAHCOBM FOANHN Ha CTOMHOCT Ha-Marnko NporHo3HaTta
CTOMHOCT Ha Bcsika o6ocobeHa nosmuus, 3a KoATo yyacTsa. [IokyMeHTH 3a JoKa3BaHe
(npencTtaBAT ce camo npu ycrosudaTta Ha yun. 67, an. 5u1 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6Lwma obopoT 3a nocnegHuTe 3 (TpW) NPUKIYNNY (PUHAHCOBU FOOUHU, B 3aBUCUMOCT OT
AaraTta Ha KOSITO YYaCTHUKBLT € yupedeH Unu e 3anoyHan genHoctta cu. - Konua Ha
rOAVLIHUTE OTYET UIN TEXHM CbCTaBHM YacTu, korato nybrnvkyBaHeTo UM Ce U3UCKBa OT
3aKOHOLaTeriCTBOTO Ha AbpXaBaTta, B KOSATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
ocHoBaTerHa nNpu4MHa y4acTHUK He e B CbCTOsIHWe Aa npeacTtaBu NouckaHuTe oT
BBb3OXUTENA JOKYMEHTU, TOM MOXe Aa AOKaxe CBOETO MKOHOMUYECKO U (OMHAHCOBO
CbCTOSIHME C MOMOLLTa HAa BCEKM APYr AOKYMEHT, KOUTO BBb3NOXUTENSAT NpUeme 3a Noaxoasiy.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MSACTO ce Knacupa y4acTHUKBLT, MPeanoXui Hanu-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3numnsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa npeacTtasu
odepTa 3a egHa unm noseye o60cobeHn No3nuUK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe Aa 6bae cnedeneHa oT pasfivyeH y4acTHUK.
HasHauyeHaTa oT Bb3noxutensa KOMucus 3a pasrnexgaHe, oueHka 1 KnacmpaHe Ha
NoCTbLNNNUTE 0GEPTU, CPaBHSABA LEHOBUTE NPEeAIOKEHNA Ha AONYCHATUTE A0 OLueHKa
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odepTu, KaTo CbMNOCTaBA eAnHMYHATA LieHa Ha eauHuua mapka 6es 0C (g, mg, mcg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LieHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
AeceTunyHaTa 3anetad. B cnyvain ye, npegnaraHuTe UeHW Ha ABe unv nosede odeptn 3a
obocobeHa Nno3numsa ca paBHU, KOMUCUATA NpoBeXaa XXpebuii 3a onpeaensHe Ha U3NbAHUTEN
MeXxay KracupaHuTe Ha MbpPBO MACTO y4acTHMUM, cbrnacHo yn. 58, an. 3 ot MMN30I1. *
KnacupaHeTo Ha y4acTHMLMTE e Ce M3BbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCsKa
€[Ha no3mumsa He3aBMCUMO Jann KbM AaTaTa Ha KnacupaHeTo MmMa NpoMsiHa Ha LEeHUTE Ha
nekapctearta B ,,C[MMCBK Ha npoTMBOTYMOPHUTE NEKapCTBEHMN NPOAYKTU 3a fleYeHne no
ambynaTopHu npoueaypu u KnnHndHn nbTtekn”, B MNJ1C nnn B Pernctbpa Ha npegenHuTe LeHu
Ha fekapCcTBEHUTE NPOAYKTW, OTMYCKaHW Mo Nekapcko npeanucaHve B CpaBHEHME C
orepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha yyacTHuKa MsnckBaHnsa KbM npeanaraHaTa
ueHa YyactHuumte npegnarat EgMHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 [1C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTH 3Hak creq gecetuyHarta 3anetasi. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C no BTOpu 3HaK cnepn gecetnyHarta 3anetas.
[MpeanoxeHuTe LeHW Ha nekapcTBeHUTe NpoaykTu, 3annawaHu ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNATypuTe Ha BONHUYHMTE cohTyepu, CbabpxKaLy,
nekapCTBEHM NPOAYKTUN, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNOorm4yHM 3abonaBaHums no
ambynaTopHuM Npoueaypu U KNMHUYHW NbTEKW, akTyaneH KbM AataTa Ha NofgaBaHe Ha
odepTa. KnacmpaHeTo Ha y4aCcTHULMTE Lie Ce M3BbPLLM Bb3 OCHOBA Ha opepupaHuTe LeHu
3a No3unums, HesaBUCMMO danu KbM gataTa Ha KrnacMpaHeTo MMma NpoMsiHa Ha LeHUTE Ha
nekapCcTBEHM NPOAYKTU B AKTyanu3aumoHeH ain KbM HOMEHKNaTypute Ha 60fTHUYHUTE
copbTyepu, CbabpKaLl fekapCTBEHU NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYyHU
3abonsaBaHus No ambynaTopHy Npoueaypy 1 KNMHUYHU NbTeKN, B [O3UTUBHUSA NeKapCTBEH
CMNUCBK, UnNn B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBeHUTe NpoayKTu, OTNycKaHn no
rniekapcko npeanucaHue, B cpaBHeHMe ¢ oheprpaHnTe B LLEHOBOTO NpeanoXeHme Ha
yyacTHuKa. B goroBopa, CkroydeH B pe3ynTtaTt Ha nposedeHara npoueaypa, we ce nocovar
ohepupaHuTe OT y4aCTHMKA LIeHN 3a OTAESTHMTE NO3UL MK, CboBPa3HO KOUTO CHLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU N3NBIIHEHNETO Ha JoroBopa, Bbanoxntensat 6e3ycnoBHO
LLie 3annalla nekapcTBeHUTe NPOAYKTM Ha NO-HUCKATa LieHa, onpeaeneHa mexay LueHara,
ogrepupaHa OT y4acCTHUKa M LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBkaTa no
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHMTE coTyepn, CbabpxaLy,
nekapcTBEHM NPOOYKTU, NpeAHa3HavYeHn 3a NevYeHne Ha OHKOSOrM4HM 3abonssaHms no
ambynaTopHu Npoueaypu 1 KNMHUYHK NbTekn. [Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMa Aa 3anfawa CbLUAT Ha HoBaTa NO-BUCOKA LieHa.
MpeanaraHaTa LeHa Ha NekapCTBEHUTE NPOAYKTN — He TpsAbBa Aa npeBuLLaBa onpegeneHara
OT Bb3noxmntens CTOMHOCT Ha NpeaBuaeHUTe OCTaBKM Ha Besika 06ocobeHa no3nums 3a
KOATO ce nodasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
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Cataldg leictreonach: Ni ceadmhach

Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)

Leaganacha malartacha: Ni ceadmhach

Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa

Ait: B cuctemara

Téarmai an chonartha:

Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea

Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: ta

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmta Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30I1
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUWMANN3NPAHA BEONMHULUA 3A AKTUBHO NNEYEHWE HA OHKOJTOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtég: LOT-0008
Teideal: ,Fruquintinib 5 mg*
Cur sios: Fruquintinib 5 mg - 25 200 mg
Aitheantoir inmheanach: 555778

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
n3NbNHEHNe Ha nopbykaTta ¢ 4o 6 Mmeceua, B Criyvan Ye B nepyvofa Ha AeNCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta U € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnosusaTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NoCoYeHW B MpoeKTa Ha
[OroBOp U ce n3passiBat B CnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MbIIHUTENS Bb3nara U3nbfIHEHMETO Ha NopbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AorosBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha knay3aTa 3a onuums u
yAbIDKaBaHETO Ha CPOKa MOXe [a ce U3BbPLUM CaMo Npean U3TMYaHe Ha cpoka Ha 4OroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bIKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
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3a M3MblIHEHe CbobpasHO C yObIMKEHNS CPOK Ha 4OroBopa, B Criydai Ye npu CKIloYBaHETo
Ha JoroBopa, rapaHuuaTa e NpeacTtaBeHa noa oopmMaTta Ha GaHkoBa rapaHLUus Unm
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsob6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 961 227,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpokbT 3a U3NbIIHEHME HA JOrOBOpPUTE 3a AoCTaBka e 24 /aBageceT u yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go cknouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusTHM ycnoBus 3a Bbanoxuntens, we oTkpue HoBa npoueaypa npes M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxnmm obctoaTenctasa, HanMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OoTCTpaHsiBaHe, nocoyeHn B un. 54, an. 1 ot 30[1; 2. 3a yyacTHuKa BaxaT 3abpaHuTe,
noco4YeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLUKN C npedepeHumaned JaHbYeH PEXnM,
KOHTPONMPaHUTE OT TAX NMLA U TEXHUTE AEUCTBUTENTHN COBCTBEHNULN , KAKTO U
obcToaTencrtearta no 4n. 113 ot 3akoHa 3a CmeTHaTta nanaTta. 3. 3a y4acTHUUMUTE He cneaBa
[Aa e Hanuue Bfs3no B cuUna pelleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa No 4. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBeHUTE KpUTepumn 3a noabop unu He
N3NbIHU OPYro ycroBue, MOCOYEHO B 0051BrieHMETO 3a obLiecTBeHa Nopbyka Unu B
AOKYMeHTaumsTa; 6) y4acTHUK, KOMTO e NpeacTaBun odepTta, KOATO He OTroBaps Ha
npegsapuTeniHo 06siBeHUTE YCoOBUSA 3a U3MbIIHEHWE HA NopbYKaTa; B) Y4aCTHUK, KOUTO €
npeacTaBun ogepTa, KOATO He OTroBaps Ha NpaBuna n N3NCKBaHWS, CBbpP3aHu C Ona3BaHe Ha
OKOJSiHaTa cpefa, CouManHoTo U TPYAOBOTO NPaBo, NPUITOXUMUN KOSIEKTUBHW CNopasyMeHns n
/vnn pasnopenbun Ha MexayHapogHOTO eKOSTIOrMYHO, COLMarnHo U Tpy4oBO NpaBo, KOMTO ca
n3bpoenun B npunoxerHmne Ne10 ot 30T1; r) YyacTHuMK, KONTO He e NnpeacTaBun B CPOK
obocHoBka no 4n.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTtencrea 3a nobnaronpusatHaTa UeHa
/0OKYMEHT 3a COBCTBEHOCT, Hann4ne Ha nepcoHar, cneunanuampaH coptyep, eKCKIy3anBHU
THProBCKW NpaBa UIn BCAKO ApYro 06CTOATENCTBO, BOAELWO A0 hOpMUpaHE Ha Mno-
OnaronpusaTHa ueHa/ nnu YnMsaTo odepTa He e npueta cbrnacHo yn. 72, an. 3 — 5 ot 30I1.
BbanoxutenaTt onpeaens 6asa 3a cpaBHeHWe, KOraTo ca Hanuue egHa unu ase ogepTtu, B
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pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nuus, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsT Ha yCroBusTa 3a NpeacTaBsHe, BKIIYUTESTHO 3a dopMa, Ha4uH, CPOK U
BaNUAHOCT; X) nuue, KoeTo e Hapywuno 3abpaxa no un. 101, an. 9 n 10 ot 30I1. 5. OT
yyacTue B npouegyparta ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun oepTa, KOATO e
HenbfHa UM He OTroBaps Ha yCcnoBuATa, NOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. OT
yyacTue B npouegypara ce OTCTpaHsBa y4acTHUK, B YAATO odpepTa e npenroxeHa ueHa,
KOSAATO HaAXBbpJIS NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mums, Lwe
O6bae oTCTpaHeH OT y4acTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NnpeacTaBus -
[eknapaums 3a oTcbCTBUE Ha obcTosTencTeaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Orfnen Ha AeCcTBUATa Ha
Pycua, nectabunuanpalwin nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n yetupu/ meceua OT gaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTtens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKMUTE € A0 3 /Tpwu/ KaneHgapHu AHW cred nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NoXuTens no TenedoH Unn Ha enekTpPoHHa
nowia. M3sbpluBaHETO Ha AOCTaBKUTE Ha MeOMKAaMEHTU LLe Ce YAOCTOoBepSABa C ABYCTPAHHO
noanucaH npuemMo-npegasaTeneH npoTokos. NepruoanyHoCT Ha 3asiBKUTE - BEOHBX MECEYHO,
Ha 6a3a NPOrHO3HN pa3vyeTn, BL3INOXUTENAT NpaBu 3asiBKa 3a HE06XoaANMUTE My KONMyecTBa
3a Bcsika egHa obocobeHa nosuums 3a cnegeawmnsa meced. B 3aBucmMmocTt ot cneundunyHmTte
My noTpebHoCTM Ha Basa nocTbNUNUTE Npe3 Meceua NauneHTn, Npyu HeobxoanmocT
Bb3MNOXUTENAT NpaBn oTAeNHM (JoNbBaLLN) 3asBKN.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKbLT ga npuTexaBa n3gageHo no pega Ha 3akoHa
3a fnekapcTBeHUTE NPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHuve 3a
npounssoacTtBo (4n. 196, an. 1 ot 3JIMXM), nnn 3a TbproBusa Ha egpo C NeKapCTBEHN NPOOYKTU
UM yoocToBepeHne 3a permcTpauns 3a TbproBus Ha epo € NekapcTBeHU NpoaykTu (4n. 195,
an. 1 nan. 2 ot 3JIMXM), unn paspeLueHme 3a BHoc (4n. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3gafeH oT perynaTopeH opraH Ha ObpikaBa - YreHka Ha
EBponeinckns cbtos, unu gbpxaea - cTpaHa no CnopasymeHueTo 3a EBponenckoto
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: MNpun nogaBaHe Ha odepTaTta, y4aCTHUKBT
Jekrnapupa CbOTBETCTBME C NOCTaBEeHUS KpUTEPUI € NonbnBaHe Ha Yact IV, pasgen ,A” ot
EEQOIMN. AOKA3BAHE: MNMpwu ycnosuata Ha yn. 67, an. 5 ot 30I nnu npu nognuceaHe Ha
[OroBoOp, JOKYMEHTBT, KOUTO Ce npeacTaBsa OT y4acTHUKA 3a [joka3BaHe feknapvpaHaTa B
EEOOI nHdopmaums, e: 1. 3a yyacTHuK, pernctpmpad B Penybnuka Bvnrapus, B cnydante
no yn. 67, an. 5 nun. 112 ot 30Tl1: Pa3spelueHne 3a Npon3BOACTBO UIK 3@ TbProBus Ha eapo C
nekapcTBeHW NPOAYKTU, UK 3a BHOC, uaageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO Nnuue - B criydamTe no yn. 67, an. 5 ot 30MM: BanvaeH ekBuBaneHTeH JOKYMEHT
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UNu geknapauusi, Unu yaocToBepeHne, n3gageHu OT perynaTtopeH OpraH Ha Abpxasa -
yneHka Ha EBponenckus cbio3, unu agbpxaea - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
MKOHOMMYECKO MPOCTPaAHCTBO, AOKa3BalLLM NPaBOTO Ha y4aCTHMKA 3a TbProBusi Ha eapo C
nekapcTBeHu npoaykTu. 3. 3a yyxgectpaHHu nuua - B criydamte no yn. 112 ot 30TM1:
PaspelueHne ot nanbnHutenHusa aupektop Ha NAJ 3a Tbproeusi Ha egpo C NeKapCTBEHM
npoayktn no un. 195, an. 2 ot 3/1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTenaT He n3MckBa 3aBepeHO KONMe Ha pas3peLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NMPaBOTO 3@ ThbProBUs C NIEKAPCTBEHM MPOAYKTU NN pa3peLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UIn KoraTo CbLyMTe MoraTt Aaa 6baaT ocurypeHmn Ypes npsik u 6esnnarteH 4ocTbn 40
HaumoHanHuTe 6a3n AaHHW Ha ObpXXaBuTe YneHkn Ha EBponenckuns curos. Mpu yyactme Ha
obeanHeHne, KOeTo He e puandecko nuue, ce npunaraT pasnopendburte Ha y4n.59, an.6 ot
30Ir1. KoraTo y4acTHUKBLT NpeaBmxaa yvactTue Ha NOAM3NbIHUTENN, ChluuTe criefBa aa
OTroBapsAT Ha N3NCKBaHMUATA, CbrnacHo Y. 66 ot 30TI1.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHaHCOBU Bb3MOXXHOCTU Ha y4aCTHUUMTE — Aa uMaT MMHUMarneH o6 o6opoT npes
nocnegHute 3 (Tpu) NPUKNOYMUIIM (DUHAHCOBM NOAUHN B 3aBUCUMOCT OT JaTaTa, Ha KOATO ca
Cb3gafeHn Unu ca 3anoyHann enHoOCTTa Cu, B pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa 06ocobeHa no3mums, 3a KoATo ca noganu odepta. [lokassaHe: 3a gokasBaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KpUTEPUN, y4acTHUKBLT nonbnea YacTt IV: Kputepun 3a
noa6op, pasagen b: MikoHoMmu4yecko n puHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTo nocoun o6uy,
060opoT OT nocnegH1Te TP PMHAHCOBM FOANHN Ha CTOMHOCT Ha-Marnko NporHo3HaTta
CTOWHOCT Ha Bcsika o6ocobeHa nosmuus, 3a KoATo yyacTsa. [IokyMeHTH 3a JoKa3BaHe
(npenctaBAT ce camo npu ycrosudaTta Ha yun. 67, an. 5u1 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6Lwma obopoT 3a nocnegHuTe 3 (TpW) NPUKIYNNY (PUHAHCOBU FOOUHU, B 3aBUCUMOCT OT
Aararta Ha KOSITO YYaCTHUKBLT € yupedeH Unu e 3anoyHan genHoctra cu. - Konua Ha
rOAVLIHMTE OTYET UIN TEXHM CbCTaBHM YacTu, korato nybrnvkyBaHeTo UM Ce U3UCKBa OT
3aKOHOLaTeriCTBOTO Ha AbpXaBaTta, B KOSATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
ocHoOBaTerHa npu4MHa y4acTHWUK He e B CbCTOsiHWe Aa npeacTtaBu NouckaHuTe oT
BBb3OXUTENA JOKYMEHTU, TOM MOXe Aa AOKaXe CBOETO MKOHOMUYECKO U (PMHAHCOBO
CbCTOSIHME C MOMOLLTa HAa BCEKM APYr AOKYMEHT, KOUTO BBb3NOXUTENAT NpUeme 3a Noaxoasiy.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 301
Cur sios: Ha nbpBO MACTO ce Knacupa y4acTHUKBLT, MPeanoXun Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuunsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTtasu
odepTa 3a egHa Unm noseye o60cobeHn No3numuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe a 6bae cnedeneHa oT pasfivieH y4acTHUK.
HasHauyeHaTa oT Bb3noxmtensa KOMUcus 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
NoCTbLNNNIUTE 0GEPTU, CPaBHSBA LEHOBUTE NPEAIOKEHNA Ha AONYCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATA LeHa Ha eauHuua mapka 6es A40C (g, mg, meg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
aeceTnyHaTta 3aneTasd. B cnyyan ye, npeanaraHvTte LeHn Ha ABe unu noseye odepTu 3a
obocobeHa Nno3numnsa ca paBHU, KOMUCUATA NpoBeXaa Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MEeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULUM, cbrniacHo Yvn. 58, an. 3 ot MM30r1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCSKa
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€[Ha no3numsa He3aBMCUMO Jann KbM AaTaTa Ha KnacupaHeTo MmMa NpoMsiHa Ha LEeHUTE Ha
nekapcteata B ,,C[MMCBK Ha npoTMBOTYMOPHUTE NEKApPCTBEHMN NPOAYKTU 3a fleYeHne no
ambynaTopHu npouenypu u KnnHndHm nbTtekn”, B MNJ1C nnn B Pernctbpa Ha npegenHuTe LeHu
Ha feKkapcTBEHUTE NPOAYKTW, OTMYCKaHW Mo Nekapcko npeanucaHve B CpaBHEHME C
odrepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha yyacTHuKa MsnckBaHnsa KbM npeanaraHaTa
ueHa YyactHuumTe npegnarat EgMHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 [1C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTH 3Hak creq gecetuyHarta 3anetasi. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [11C o BTopu 3HaK cnep gecetudHarta 3anetas.
[MpeanoxeHuTe LeHW Ha nekapcTBeHUTe Npoayktu, 3annawaHn ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNATypuTe Ha BONHUYHMTE cohTyepn, CbabpxaLy,
nekapCTBEHM NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNornm4yHm 3abonsaBaHuns no
ambynaTopHuM Npoueaypu U KNMHUYHU NbTEKW, akTyaneH KbM AataTa Ha NofgaBaHe Ha
odepTa. KnacmpaHeTo Ha y4aCcTHULUTE Lie Ce M3BbPLLM Bb3 OCHOBA Ha opepupaHuTe LeHu
3a No3unumsl, HesaBUCMMO danu KbM gataTa Ha KrnacupaHeTo MMma NpoMsiHa Ha LeHUTe Ha
nekapCcTBEHM NPOAYKTU B AKTyanu3aumoHeH ann KbM HOMEHKNaTypute Ha 60STHUYHUTE
copTyepu, CbabpXKaLl fekapCTBEHW NMPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYyHU
3abonsaBaHus No ambynaTopHM Npoueaypy U KNMHUYHK NMbTEKN, B [O3UTUBHUA NeKapCTBEH
CMUCBK, UnNn B Pernctbpa Ha npegenHiTe LeHn Ha nekapcTBeHUTe NpoayKTu, OTNyCcKaHn no
rniekapcko npeanucaHne, B cpaBHeHMe ¢ ohepmrpaHnTe B LLEHOBOTO NpeanoXeHne Ha
yyacTHuKa. B goroBopa, CkroyeH B pe3ynTtaTt Ha nposedeHarta npoueaypa, we ce nocovar
ohepupaHuTe OT Y4aCTHMKA LIEHN 3a OTAESNTHMTE NO3UL MK, CbOBPa3HO KOUTO CHLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU 3NBIIHEHNETO Ha JoroBopa, Bbanoxuntensat 6e3ycnoBHO
LLie 3annalla nekapcTBeHMTe NPOAYKTM Ha NO-HUCKATa LieHa, onpeaeneHa mexay LueHara,
ogrepupaHa OT y4yacCTHMKa M LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBkaTa no
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepn, CbabpxaLy,
nekapcTBEHM NPOAYKTU, NpeAHa3HavYeHn 3a NevYeHne Ha OHKOSoOrM4HM 3abonssaHms no
ambynaTopHu Npoueaypu U KNMHUYHK NbTekn. Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMa Aa 3anfnawa CbLUAT Ha HoBaTa NO-BUCOKa LieHa.
MpepnaraHaTa LeHa Ha NekapCTBEHUTE NPOAYKTN — He TpsAbBa Aa npeBuLLaBa onpegeneHara
OT Bb3noxmntens CTOMHOCT Ha NpeaBuaeHnTe OOCTaBKM Ha Besika 06ocobeHa no3nums 3a
KOATO ce nodasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
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An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara

Téarmai an chonartha:

Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: ta

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmta Ha KOHKypeHunaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEONMHULUA 3A AKTUBHO NNIEYEHWE HA OHKOJIOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOQO[

5.1. Luchtég: LOT-0009
Teideal: ,Mirvetuximab soravtansine 5 mg/ml - 20 ml“
Cur sios: Mirvetuximab soravtansine 5 mg/ml - 20 ml - 28 800 mg
Aitheantdéir inmheanach: 555781

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
n3nNbHEHNe Ha nopbykaTta ¢ Ao 6 Meceua, B Criyvan Ye B Nnepuvofa Ha AENCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta U € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnosusTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NoCoOYeHW B NpoeKTa Ha
[OroBOp U ce n3passiBat B CnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MbIIHUTENS Bb3nara U3NbfIHEHMETO Ha NopbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha Knay3aTa 3a onuums 1
yAbIDKaBaHETO Ha CpoKa MOXe [a ce U3BbpLUM CaMo Npean U3TMYaHe Ha cpoka Ha JOroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bIKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criydan Ye npu CKyYBaHeTo
Ha [oroBopa, rapaHuusaTa e NnpeAacTtaBeHa nog oopmarta Ha 6aHkoBa rapaHums nnu
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsoboauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHna (BG331)
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Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 826 287,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbISIHEHME Ha AOrOBOpPUTE 3a AOCTaBKa e 24 /aBageceT v yetupu/
Mecela OT JaTaTa Ha Bnu3aHeTo My B cuna /go ckntovsaHe Ha gorosopu no LIOI ¢ no-
BGrnaronpusaTHU ycnosus 3a BbanoxuTens, we oTkpue HoBa npoueaypa npes3 M. anpun 2028 .
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxnmm obcTtoAaTencTea, HaNMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHusATa 3a
OTCTpaHsiBaHe, NocoyeHn B un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4YeHn B No un. 3, T. 8 oT 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBarta, peructpupaHu B HOPUCAMKUUKN C npedepeHumnanel JaHbyYeH pexum,
KOHTPONUpaHuTe OT TAX fnua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a yyacTHMUMUTE He cneaBa
a e Hanuue Bfs3mo B cuna peleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepum 3a noabop unu He
N3NBbITHU OPYro YCNoBuMe, NOCOYEHO B 06SBNEHNETO 3a 06LecTBeHa Nopbyka Unm B
AOKyMeHTaumarta; 6) y4acTHUK, KOUTO € npeacTaBun ogpepTa, KOATO He OTroBaps Ha
npeaBapuUTENHO 0BsIBEHUTE YCNOBUS 3a U3MbIIHEHUE HA NOPbBbYKATa; B) y4aCTHUK, KOWUTO €
npenctasmn oepTa, KOATO HE OTroBaps Ha NpaBunia 1 N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
OKOfHaTa cpeaa, CouManHoTo 1 TPYLOBOTO NPaBo, MNPUNOXMMU KONTEKTUBHU CNOPas3yMeHns u
/vnun pasnopendv Ha MeXayHapo4HOTO €KOSTOrMYHO, CoLUManHo U TPyAOBO NpaBo, KOUTO ca
n3bpoenun B npunoxexHme Ne10 ot 30rT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ AokasaTencTea 3a nobnaronpusaTHaTa LeHa
/BOKYMEHT 3a COBCTBEHOCT, HaNU4Me Ha NepcoHar, cneunannampaH coTyep, EKCKNy3nBHU
TbProBCKU NpaBa Unun BCAKO ApYyro ob6CToATENCTBO, BOAELLO A0 hopMmMpaHe Ha no-
BnaronpusiTHa ueHa/ nnu Ynato ocdepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpenens 6asa 3a cpaBHeHWe, KoraTo ca Hanvue egHa unu ase oeptu, B
pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nuus, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUMN, KOUTO Ca CBBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsiT Ha yCroBusaTa 3a NpeacTaBsHe, BKOYMTENHO 3a POpMa, HAYMH, CPOK U
BanuWAHOCT; X) nuue, KoeTo e Hapywmno 3abpaxa no yn. 101, an. 9 n 10 ot 30I1. 5. Ot
yyacTue B npoueayparta ce OTCTpaHsBa Y4aCTHUK, KOMTO e npeactaBun odepra, KOATo e
HenbfHa UM He OTroBaps Ha yCnoBuATa, MOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. OT
yyacTue B npoueayparta ce OTCTpaHsABa YY4aCTHUK, B YUATO ohepTa e NnpeanoxeHa LeHa,
KOSATO HaAXBbPJIS NOcoYeHaTa NPOrHOo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mum4, e
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O6bae oTCTpaHeH OT yyYacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NnpeacTaBus -
[eknapaums 3a oTcbCTBUE Ha obcTosTencTeaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Orfnen Ha AeCTBUsATa Ha
Pycua, pectabunuanpaiin nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIfIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /aBageceT n yetupu/ meceua OT AaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTtens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkMUTE € A0 3 /Tpwu/ KaneHgapHu AHW crej nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTensi no TenedoH Unn Ha enekTpPoHHa
nowia. M3sbpliBaHETO Ha AOCTaBKUTE HAa MeOMKAMEHTU LLe Ce YAOCTOoBeEpPSABa C ABYCTPAHHO
noanucaH npuemMo-npegasaTeneH NnpoTokos. NepruoanyHoCT Ha 3asiBKUTE - BEOHBX MECEYHO,
Ha 6a3a NPOrHO3HU pa3vyeTn, BLINOXUTENAT NpaBu 3asiBKa 3a HE0O6XoANMUTE My KOSNMyecTBa
3a Bcsika egHa obocobeHa nosuums 3a cnegeawmnsa mecel. B 3aBucmMmocTt ot cneundunyHmuTe
My noTpebHoCTM Ha Basa nocTbnUNUTEe Npe3 Mecela NauneHTn, Npyu HeobxoanmocT
Bb3MNOXUTENAT NpaBn oTAeNHU (JoNbBaLLN) 3asBKN.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKbLT fa npuTexaBa u3gageHo no pega Ha 3akoHa
3a fnekapCcTBeHUTE NPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHuve 3a
npounsBoacTBo (4n. 196, an. 1 ot 3JIMXM), nnn 3a TbproBus Ha egpo C NeKapCTBEHN NPOOYKTU
UM yoocToBepeHne 3a permcTpauns 3a TbproBus Ha e4po C NekapcTBeHU Npoayktu (4n. 195,
an. 1 nan. 2 ot 3JIMXM), nnn paspeLueHme 3a BHoc (4n. 196, an. 2 ot 3J1MXM), nnu
eKBUBANeHTEH JOKYMEHT, n3gafeH oT perynaTopeH opraH Ha ObpikaBa - YneHka Ha
EBponeinckns cbtos, unu gbpxaea - cTpaHa no CnopasymeHueTo 3a EBponenckoto
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: MNpun nogaBaHe Ha odepTaTta, y4aCTHUKBT
Jekrnapupa CbOTBETCTBME C NOCTaBEHUS KpUTEPUI € NonbnBaHe Ha Yact IV, pasgen ,A” ot
EEQOIMN. AOKA3BAHE: MNpwu ycnosuata Ha yn. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
[OroBoOp, JOKYMEHTBT, KOUTO Ce npeacTaBsa OT y4acTHUKA 3a JoKa3BaHe feknapvpaHaTa B
EEOOI nHdopmaums, e: 1. 3a yyacTHuK, pernctpmpad B Penybnuka Bvnrapus, B cnyvante
no yn. 67, an. 5 nun. 112 ot 30Tl1: PaspelueHne 3a Npon3BOACTBO UIK 3a TbProBus Ha eapo C
nekapcTBeHW NPOAYKTU, Un 3a BHOC, n3aageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO Nnuue - B criydamTe no yn. 67, an. 5 ot 30MM: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn ot perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckuna cblos, unu gbpxaea - ctpaHa no CnopasymeHneTo 3a EBponenckoto
MKOHOMMWYECKO NPOCTPaHCTBO, A0Ka3Bally NpaBoTO Ha y4acTHUKA 3a TbproBusi Ha eapo C
nekapcTBeHu npoaykTu. 3. 3a YyxgecTtpaHHu nuua - B criydamte no yn. 112 ot 30T01:
PaspelueHne ot nanbnHutenHna aupektop Ha VMAJ1 3a Tbproeus Ha e4po C fiekapcTBEHU
npoayktn no un. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JTMXM.
Bb3noxunTensTt He U3MCcKBa 3aBepeHo KoMnne Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yAoCTOBEpSBALL, NPABOTO 3a TbProBUsi C NeKapCTBEHM NPOAYKTU UNK paspeLleHne 3a
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NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UIn KoraTo CbLyMTe MoraTt aa 6baaT ocurypeHmn Ypes npsik u 6esnnarteH 4ocTbn 4o
HaumoHanHuTe 6a3n AaHHM Ha ObpXXaBuTe YneHkn Ha EBponenckuns curos. Mpu yyactme Ha
obeanHeHne, KOeTo He e puandecko nuue, ce npunaraT pasnopendburte Ha y4n.59, an.6 ot
3O0Ir1. KoraTto y4acTHUKBLT NpeaBmxaa yvactTue Ha NOAM3NbIHUTENN, ChluuTe criefBa aa
OTroBapsAT Ha N3NCKBaHUATA, CbrnacHo Y. 66 ot 30TI1.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
1 (PMHaHCOBMN Bb3MOXHOCTU Ha y4aCcTHUUMTE — Aa uMaT MUHUMarneH o6, o6opoT npes
nocnegHute 3 (Tpy) NPUKNOYUITIM (UHAHCOBM TOAWHN B 3aBUCUMOCT OT JaTaTta, Ha KOATO ca
Cb3gafeHn Unu ca 3anoyHann enHOCTTa Cu, B pa3mMep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa 06ocobeHa no3mums, 3a KoATo ca noganu odepta. [lokassaHe: 3a AokasBaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KpUTEPUN, y4acTHUKBLT nonbnea Yact IV: Kputepun 3a
noab6op, pasagen b: MikoHoMu4ecko n puHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTto nocoun o6y,
060opoT OT nocnegH1Te TpM PMHAHCOBM FOAMHN Ha CTOMHOCT Ha-Marnko NporHo3HaTta
CTOWHOCT Ha Bcsika o6ocobeHa nosmuus, 3a KoATo yyacTsa. [IokyMeHTH 3a JOoKa3BaHe
(npenctaBAT ce camo npu ycrosudaTta Ha yn. 67, an. 5u1 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
o6Lwmsa obopoT 3a nocnegHuTe 3 (TpW) NPUKIYNNIY (PUHAHCOBU FOONHU, B 3aBUCUMOCT OT
Aararta Ha KOSITO YYaCTHUKBLT € yupedeH Unu e 3anoyHan genHoctta cu. - Konua Ha
rOAVLIHWTE OTYET UIN TEXHU CbCTaBHM YacTu, korato nybrnvkyBaHeTo UM Ce U3UCKBa OT
3aKOHOLaTeriCTBOTO Ha AbpXaBaTta, B KOSATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
ocHoOBaTerHa npu4MHa y4acTHWUK He e B CbCTOsIHWe Aa npeacTtaBu NoucKkaHuTe oT
BBb3OXUTENA JOKYMEHTU, TOM MOXe Aa AOKaXe CBOETO MKOHOMUYECKO U (OMHAHCOBO
CbCTOSIHME C MOMOLLTa Ha BCEKM APYr AOKYMEHT, KOUTO BBb3NOXUTENSAT NpUeme 3a Noaxoasiy,.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka uyeHa“, cernacHo un. 70, an. 2, 1. 1 ot 301
Cur sios: Ha nbpBO MSACTO ce Knacupa y4acTHUKBLT, MPeanoXui Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuusa. Becekn yyacTHUK B npoueaypaTa uMma npaeo Aa NpeacTtasu
odepTa 3a egHa Unm noseye o60cobeHn No3nLumUK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe a 6bae cnedeneHa oT pasfivyeH y4yacTHUK.
HasHaueHaTa oT Bbanoxutensa Kommcus 3a pasrnexnaHe, oueHka 1 KnacmpaHe Ha
NoCTbLNUNNTE 0GEPTU, CPaBHSBA LEHOBUTE NPeaIOKEHNA Ha AONYCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATAa LieHa Ha eauHuua mapka 6e3 A40C (g, mg, meg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTnyHaTa 3anetasd. B cnyyan ye, npeanaraHnTe UeHW Ha ABe unv nosede oeptn 3a
obocobeHa Nno3numusa ca paBHU, KOMUCUATA NpoBeXaa Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MEeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULM, cbrnacHo Yvn. 58, an. 3 ot MM30r1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCSAKa
€[Ha no3mumsa He3aBMCUMO Jann KbM AaTaTa Ha KnacupaHeTo MMa NpoMsiHa Ha LEeHUTE Ha
nekapcteata B ,,C[MMCBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTU 3a fleYeHne no
ambynaTopHu npouenypu u KnuHndHn nbTtekn”, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha fiekapCcTBEHUTE NPOAYKTU, OTMYCKaHM Mo Nekapcko npeanucaHve B CpaBHEHME C
opepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha yyacTHuKa MsnckBaHnsa KbM npeanaraHaTa
ueHa YyactHuumTe npegnarat EguHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 0C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak creq gecetuyHarta 3anetas. ObuwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C o BTOpu 3HaK cnepg gecetndHarta 3anetas.
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[MpepnoxeHuTe LeHW Ha nekapcTBeHUTe NpoaykTu, 3annawaHn ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNATypuTe Ha BONHUYHMTE cohTyepu, CbabpxaLy,
nekapCTBEHM NPOAYKTUN, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNOorm4yHM 3abonsaBaHuns no
ambynaTopHuM Npoueaypu U KNMHUYHU NbTEKW, akTyaneH KbM AataTa Ha NofgaBaHe Ha
odepTa. KnacmpaHeTo Ha y4aCcTHULUTE Lie Ce M3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHu
3a No3numsl, HesaBUCMMO danu KbM gataTa Ha KrnacMpaHeTo MMma NpoMsiHa Ha LeHUTe Ha
nekapCcTBEHM NPOAYKTU B AKTyanu3aumoHeH ann KbM HOMEHKNaTypute Ha 60STHUYHUTE
copTyepu, CbabpXKaLl fekapCTBEHW NPOAYKTU, NpeaHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYyHU
3abonsaBaHus No ambynaTopHy Npoueaypy 1 KNMHUYHU NbTEKN, B [O3UTUBHUSA NeKapCTBEH
CMUCBK, UnNn B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBeHUTe NpoayKTu, OTNyckaHu no
rniekapcko npeanucaHue, B cpaBHeHMe ¢ ohepmrpaHnTe B LLEHOBOTO NpeanoXeHne Ha
yyacTHuKa. B goroBopa, CkroydeH B pe3ynTtaTt Ha nposedeHarta npoueaypa, we ce nocovar
ohepupaHuTe OT y4aCTHMKA LIEHN 3a OTAESTHMTE NO3UL MK, CbOBPa3HO KOUTO CHLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU U3NBIIHEHNETO Ha JoroBopa, Bbanoxntensat 6e3ycnoBHO
LLie 3annalla nekapcTBeHMTe NPOAYKTM Ha MNO-HUCKATa LieHa, onpeaeneHa mexay LueHara,
odrepupaHa OT y4yacTHMKa M LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBkaTa no
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepu, CbabpxaLy,
neKkapcTBEHM NPOAYKTU, NpeAHa3HavYeHn 3a NeYeHne Ha OHKOSOrM4HM 3abonsasaHms no
ambynaTopHu Npoueaypu 1 KNMHUYHK NbTekn. [Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMa Aa 3anfnawa CbLUAT Ha HoBaTa No-BUCOKA LieHa.
MpeanaraHaTa LeHa Ha NekapCTBEHUTE NPOAYKTN — He TpsAbBa Aa npeBuLLaBa onpegeneHara
OT Bb3noxuntens CTOMHOCT Ha NpeaBuaeHnTe OCTaBKM Ha Besika 06ocobeHa no3nuus 3a
KOATO ce nodasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (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
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Usaidfear iocaiocht leictreonach: ta

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHeBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANM3NPAHA BEONMHULUA 3A AKTUBHO NNIEYEHWE HA OHKOJTOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtég: LOT-0010
Teideal: ,Durvalumab 50 mg/ml - 2.4 ml*
Cur sios: Durvalumab 50 mg/ml - 2.4 ml - 10 080 mg
Aitheantoir inmheanach: 555783

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
n3NbHEHWe Ha NopbykaTta ¢ 4o 6 Meceua, B Criydan Ye B nepvofa Ha AeNCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta U € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnosusaTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NoCoYeHW B NpoeKTa Ha
[OroBOp U ce n3passiBat B CNnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MbIIHUTENS Bb3nara U3nbfIHEHMETO Ha NopbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha Knay3aTa 3a onuus u
yAbIDKaBaHETO Ha CPOKa MOXe [a ce U3BbPLUM CaMo Npean U3TMYaHe Ha cpoka Ha 4OroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bIKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criyyan Ye npu CKyYBaHeTo
Ha JOroBopa, rapaHuuaTa e NnpeAacTtaBeHa nog popmarta Ha 6aHkoBa rapaHums nnm
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsoboauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0
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5.1.5. Luach
Luach measta gan CBL a aireamh: 34 804,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach & seo
Cur sios: CpoKbT 3a M3NbISIHEHME Ha AOrOBOPUTE 3a AOCTaBKa e 24 /aBageceT v yetupu/
MeceLa OT JaTaTa Ha Bnu3aHeTo My B cuna /go ckniovsaHe Ha gorosopu no LIOI ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTens, we oTkpue HoBa npoueaypa npes3 M. anpun 2028 .
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxnmm obcTtoaTencTesa, HaNMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fga ca Ha nuue OCHoBaHWsATa 3a
OTCTpaHsiBaHe, NocoyeHn B un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4YeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBarta, peructTpupaHu B OpUCAMKUUN ¢ npedepeHumnanel JaHbyYeH pexum,
KOHTPONUpaHuTe OT TAX Nnua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a yyacTHUUUTE He cneaBa
a e Hanuue Bfs3mno B cuna peleHne 3a HanaraHe Ha caHkumsa Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 3001, Bb3N0OXUTENAT OTCTPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepum 3a noabop unv He
N3NBbITHW OPYro YCNoBuMe, NOCOYEHO B 0651BNEeHNeTO 3a obLecTBeHa Nopbyka unm B
AOKyMeHTaumaTta; 6) y4acTHUK, KOUTO € npeacTaBun ogpepTa, KOATO He OTroBaps Ha
npeaBapuUTENHO 06sIBEHUTE YCOBUS 3a U3MbIIHEHUE HA NOPbBbYKATa; B) yHaCTHUK, KOWUTO €
npencrasmn oepTa, KOATO HE OTroBaps Ha NpaBunia 1 N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
OKOfHaTa cpeaa, CouManHoTo 1 TPYLOBOTO NMPaBo, MNPUOXMMU KONTEKTUBHU CNOpas3yMeHns u
/vnnun pasnopendv Ha MeXayHapo4HOTO €KOSTOrMYHO, CoOUManHo U TPyAOBO NpaBo, KOUTO ca
n3bpoenun B npunoxexHme Ne10 ot 30lT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ AokasaTencTea 3a nobnaronpusaTHaTa LeHa
/BOKYMEHT 32 COBCTBEHOCT, HaNU4Me Ha NepcoHar, cneunannampaH coTyep, EKCKNy3nBHU
TbProBCKU NpaBa Unun BCAKO ApYyro o6CToATENCTBO, BOAELLO A0 hopMmpaHe Ha no-
GnaronpusiTHa ueHa/ nnun Ynato odepTta He € npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpenens 6a3a 3a cpaBHeHWe, KoraTo ca Hanvue egHa unv ase oeptu, B
pa3mep Ha NPorHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa no3nuus, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUMN, KOUTO Ca CBBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsiT Ha yCrnoBuATa 3a NpeacTaBsHe, BKOYMTENHO 3a dOpMa, HAYMH, CPOK U
BanuWAHOCT; X) nuue, KoeTo e Hapywmno 3abpaxa no yn. 101, an. 9 n 10 ot 30I1. 5. Ot
yyacTue B npoueayparta ce OTCTpaHsABa Y4aCTHUK, KOMTO e npefcTaBun odepra, KOATo e
HenbfHa UM He OTroBaps Ha yCnoBuATa, MOCOYEHN B AOKYMeHTaumsTa 3a ydyactue; 6. Ot
yyacTue B npoueaypara ce OTCTpaHsABa Y4aCTHUK, B YUATO odhepTa e NnpeanoxeHa LeHa,
KOSATO HaAXBbPIIS NocoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3uum4, e
O6bae oTCTpaHeH OT yyYacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He e NnpeacTaBus -
[eknapaumsa 3a oTcbCTBUE Ha obcTosATencTBaTa no yn. 5k, nap. 1 ot PernameHT (EC) Ne 833
/2014 r. ot 31 tonu 2014r. OTHOCHO OrpaHNYUTENHUTE MEPKN C Ornea Ha AeNcTBMATa Ha
Pycus, nectabunuaunpaluy nonoxeHneTo B YkparHa. 8. [apaHumaTa 3a u3nbrHeHue Ha
ckntoveH [orosop € 3 % oT HeroBaTa ctonHocT 6e3 [1[JC. CpokbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /aBageceT n Yetupu/ meceua OT AaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTens.
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CpoKbT 3a U3NbIIHEHWE Ha AOCTaBkuTe e Ao 3 /Tpu/ kanendapHW AHW cref nornyyYaBaHe Ha
3aaBka. 3asBKaTa ce noJasa rno u3bop Ha Bb3NOXUTENS Mo TeNedOoH UMM Ha enekTPOoHHa
nowua. M3BbpluBaHeTo Ha AOCTaBKUTE HA MEAMKaMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npuemMo-npeaaBaTeneH NPoTokon. MNeprMoanyHOCT Ha 3aABKUTE - BeOHBX MECeYHo,
Ha 6a3a NPOrHO3HU pa3yeT, Bb3NOXUTENAT NpaBu 3asiBka 3a HEOOXo0AMMUTE My KONMYecTBa
3a BcsAka eHa ob6ocobeHa no3numsa 3a crneasawus Mecel. B 3aBucMMocT oT cneuuduyHnTe
My NoTpeGHOCTM Ha 6asa NocTbNUIMTE NPe3 Mecela NauueHTu, Nnpu HeobxoammocT
Bb3NOXUTENAT NpaBu OTAENHW (O0MbMBaLLW) 3aABKU.

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: HAMa OoTHOLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4acTHUKBLT Aa nputexasa usgageHo no pega Ha 3akoHa
3a flekapCTBEHUTE MPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHme 3a
npounssoAcTBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBusa Ha egpo C NekapCTBEHN NPOOYKTU
U1 yoocToBEpEeHME 3a perMcTpauns 3a TbproBus Ha efpo C NekapCTBEHU NpoaykTn (4n. 195,
an. 1 nan. 2 ot 3JIMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha ObpKaBa - YneHKa Ha
EBponenckna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogaBaHe Ha odepTaTta, y4aCTHUKBLT
Jeknapupa CbOTBETCTBME C NOCTaBEHUSI KPUTEPUI € NonbnBaHe Ha Yact IV, pasgen ,A” ot
EEOOIN. OOKASBAHE: NMpu ycnosusaTa Ha un. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, AOKYMEHTBLT, KOMTO ce NpeAcTaBda OT ydacTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, peructpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: Pa3pelueHune 3a NponM3BOACTBO UK 3a TbProBms Ha eapo ¢
nekapCTBEHW NPOAYKTU, UK 3a BHOC, n3gageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO nuue - B crnydamTe no yn. 67, an. 5 ot 30l: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn ot perynaTtopeH opraH Ha AbpXaea -
yneHka Ha EBponenckus cbios, unu abpxaea - ctpaHa no CrnopasymeHneTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaHCTBO, AOKa3BallyM NPaBoOTO HA y4acTHMKA 3a TbproBusi Ha eapo ¢
nekapcTBeHu NpoaykTu. 3. 3a YygecTpaHHu nuua - B criydaute no 4. 112 ot 30TM1:
PaspeleHne ot nanwnHutenHua aupektop Ha VMAJ1 3a Tbproeus Ha epo C fiekapCTBEHU
npoayktu no 4n. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yOoCTOBEpSBaLL, NPaBOTO 3@ TbProBuUS C fIeKkapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unm ypes nyonuyeH perncrop,
UNK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH goctsbn Ao
HauunoHanHuTe 6a3n gaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckna cbioa. Mpu yyactme Ha
obeaunHeHne, KOETO He € pPUaNYecKo nuue, ce npunaraT pasnopeabuTe Ha yun.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwxaa ydactTue Ha NoguM3nbiiHUTENN, CblUNTe crneasa Aa
OTroBapsT Ha U3NCKBaHUATA, CbrnacHo us. 66 ot 30T01.
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Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHAHCOBU BBL3MOXHOCTM Ha y4aCTHUUMTE — Aa UMaT MMHUMarneH o6y o6opoT npes
nocnegHute 3 (Tpy) NPUKNKYNIM PUHAHCOBM rOANHN B 3aBMCUMMOCT OT AaTaTta, Ha KOSTO ca
Cb34a4eHN UNu ca 3anoyHann ENHOCTTa CU, B pa3Mep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa obocobeHa no3nums, 3a KOSATo ca noganu ogepTa. [lokasaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
nogoop, pasagen b: MikoHoMu4ecko n pnHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTto nocoun o6y,
06opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a JOKa3BaHe
(NMpeacTaBAT ce camo npu ycnosuaTa Ha vn. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
obwma obopoT 3a nocnegHuTe 3 (TpKU) NPUKAOYMAN (PUHAHCOBW FOOUHU, B 3aBUCUMOCT OT
Aararta Ha KOSTO Y4aCTHUKBT € yYpedeH uUnum e 3anoyHan genHoctra cu. - Konua Ha
roguLWHUTE OTYET UM TEXHM CbCTaBHM YacTn, Korato nybrimkyBaHETO UM Ce U3UCKBa OT
3aKOHOAATENCTBOTO HA AbpXaBaTa, B KOATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
OCHOBAaTEeNHa NpMYMHa Y4acCTHUK HE € B CbCTOsIHME Aa NpeacTtaBu NOUCKaHUTE OT
BBb3MOXUTENSA JOKYMEHTU, TOM MOXE Aa AOKaXKe CBOETO MKOHOMUYECKO U (OMHAHCOBO
CbCTOSAHME C NOMOLLTA Ha BCEKU APYr OOKYMEHT, KOUTO Bb3NOXUTENAT NpUeme 3a NoaxoasLL.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPearoxXun Han-H1ucCKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Becekn yyacTHUK B npoueaypaTa nma npaso Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nLUK, BKNOYEHN B NpeameTa Ha obuiecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUcKs 3a pasrnexgaHe, oueHKka u KnacmpaHe Ha
nocTbLNUNUTE 0depTun, CpaBHABA LEeHOBUTE NPeaIoKeHNa Ha JoNyCHATUTE 0 OueHKa
ogepTH, KaTo CbNOCTaBsA egMHMYHATa LeHa Ha eguHuua mspka 6es 04C (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha lNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTuyHaTa 3aneTtad. B cnyyain 4e, npeanaraHute ueHu Ha ABe Unun nosede odepTn 3a
obocobeHa no3uumsa ca paBHW, KOMUCKATA NPOBEXAA Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MeXAy KnacupaHuTe Ha MbPBO MACTO y4acCTHULUM, cbrriacHo Yvn. 58, an. 3 ot MM30I1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce N3BbPLIM Bb3 OCHOBA Ha oheprpaHnTe LieHn 3a BCsAKa
efiHa No3uums He3aBMCMMO Aann KbM AaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LieHUTe Ha
nekapcteata B ,,CMNCbBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTM 3a fie4YeHune no
ambynaTopHu npouenypu u KnuHudHM nbTtekn®, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha feKkapcTBeHUTe NPOoAYKTU, OTMYCKaHW Mo Nnekapcko npegnucaHve B CpaBHEHME C
odhepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha y4acTHMKa ManckBaHna KbM npeanaraHaTa
ueHa YyactHuumte npegnarat EguHuyHa ueHa Ha eamnHuua msipka B eBpo 6e3 AC (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak crej gecetTuyHarta 3anetas. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C oo BTOpu 3HaK crnea geceTnyHaTa 3aneTas.
MpeanoxeHnTe LeHN Ha nekapcTBeHUTe NpoaykTu, 3annawanm ot H30K no pega Ha un.262,
an.6,7.1 3JMNMXM” ga He HagBULIABaT NOCOYEHUTE LieHn B cnncbk Ha H3O0K -
AKTyanusaumoHeH (pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepu, CbabpxaLy,
nekapcTBEHW NPOAYKTU, NpeAHa3HavYeHn 3a NnevYeHne Ha OHKOSorM4HM 3abonsasaHms no
ambynaTopHu Npoueaypuy U KNMHUYHM NbTEKN, akTyalneH KbM JaTtaTta Ha nogaBaHe Ha
odepTa. KnacmpaHeTo Ha y4yaCcTHULUUTE LLie Ce U3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHu
3a no3uumsi, He3aBUCMMO fann KbM AaTaTa Ha KnacMpaHeTo MMma NpoMsiHa Ha LeHUTe Ha
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nekapcTBeHM NpoayKTh B AKTyanusaumMoHeH dain KbM HOMEHKNaTypuTe Ha BONHUYHUTE
cobTyepu, CbAbpXKaLLl TEKapCTBEHM NPOAYKTU, NPpeAHa3HaYeHn 3a NieYeHne Ha OHKOMOTMYHM
3abonsBaHMsa Mo amBbynaTopHM NpoLueaypy U KIMHUYHU NbTekn, B [M03UTMBHUS NekapcTBeH
CNUCHLK, UNn B Pernctbpa Ha npeaenHuTe LeH Ha NekapcTBeHMTE NPOAYKTH, OTNYCKaHu No
nekapcko npeanvcaHne, B cpaBHeHNe ¢ odeprpaHnTe B LLEHOBOTO NPEANOoXeHMe Ha
yyacTHuKa. B goroBopa, ckroyeH B pe3ynTaT Ha NpoBedeHaTa npoueaypa, Lie ce nocovat
odbeprpaH1Te OT y4aCTHUKA LIEHWN 3a OTAENHUTE NO3ULMK, CbOOPa3HO KOMTO CbLUUSAT €
onpeAeneH 3a U3MbIHUTEN, HO NPU U3MbITHEHNETO Ha AoroBopa, BbanoxutensT 6e3ycrnoBHO
LLle 3annalia nekapcTBeHUTe NPOAYKTM Ha No-HMUCKaTa LieHa, onpeaeneHa Mexay LeHara,
odbepupaHa OT y4acTHMKa M LieHaTa, akTyarnHa KbM MOMEHTa Ha [JocTaBKaTta no
AKTyanuaaumoHeH gain KbM HOMEHKNaTypuTe Ha GONHUYHUTE copTyepu, CbabpKaLl
neKapcTBeHM NPoAyKTU, NPeAHa3HaYeHn 3a fieYeHne Ha OHKOMOrMYHM 3abonsaBaHus no
ambynaTopHu npoueaypu 1 KNMHUYHK NbTeku. [MNpu noBMLLIaBaHe Ha LieHaTa Ha NekapCTBeH
NPoAYyKT, Bb3NOXUTENAT HAMA Aa 3annalla CbLUMAT Ha HoBaTa No-BMCOKa LieHa.
MNpegnaraHaTa LeHa Ha NeKkapCcTBEHUTE NPoAYKTU — He TpsibBa Aa NpeBuLwaBa onpeaerneHara
oT Bb3noxutens CTOMHOCT Ha NpeaBUAeHUTE OOCTaBKM Ha Besika 060cobeHa nosunuus 3a
KOSITO ce nodaea odpepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemarta
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

5.1.15. Teicnici
Creat-chomhaontu:
Nil feidhm ag creat-chomhaontu
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
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5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitichain: Komucua 3a 3awmta Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEONMHULUA 3A AKTUBHO NNEYEHWE HA OHKOJTIOTMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtoég: LOT-0011
Teideal: ,Durvalumab 50 mg/ml - 10 ml*
Cur sios: Durvalumab 50 mg/ml - 10 ml - 450 000 mg
Aitheantdir inmheanach: 555787

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CpOKa Ha AoroBopa 3a
n3NbNHEHNe Ha NopbykaTa ¢ 4o 6 Meceua, B Criyvan Yye B Nnepvofa Ha AENCTBMETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta 1 € Hanuue NoTpebHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnoBusaTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NOCOYeHW B MPOeKTa Ha
[OroBOp U ce n3passiBat B CNegHoTo: 1. Bb3noxuTenart ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3MbIIHUTENS Bb3nara U3nbfIHEHMETO Ha NOPbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
Aorosopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha KnaysaTa 3a onuums u
yAbIDKaBaHETO Ha CPOKa MOXe [a Ce U3BbpLUM CaMo Npean U3TMYaHe Ha Cpoka Ha JOroBopa;
4. NMpun akTUBMpaHe Knaysara, U3NbMHUTENAT Ce 3a4bIKaBa Aa YObIDKM CpoKa Ha rapaHumsiTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criydan Ye npu CKyYBaHeTo
Ha [oroBopa, rapaHuusaTa e npeacTtaBeHa nog popmara Ha 6aHkoBa rapaHums nnu
3acTpaxoBKa.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsoboauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 1 553 724,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
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Cur sios: cpokbT 3a U3MbIIHEHME HA JOroBOpUTE 3a AocTaBka € 24 /aBageceT u yeTtupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusTHU ycnosusa 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npe3 M. anpun 2028 .
Rannphairtiocht fhorchoimeadta:

Ni fhorchoimeadtar an rannphairtiocht.

Tionscadal solathair nach maoinitear le cisti an Aontais

Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta

Eolas breise: NMpunoxnmn obctoaTrencrTea, HaNMYNETO HaA KOUTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30[1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
nocoYeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTPONMPaHUTE OT TAX NULA U TEXHUTE AEUCTBUTENHN COBCTBEHNLN , KAKTO U
obctoaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanaTta. 3. 3a yyacTHUUMUTE He cneaBa
0a e Hanuue BNs3mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusaTa no 4n. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepUKn 3a noabop unm He
N3NbIHN OPYro ycrioBme, NOCOYEHO B 00s1BNIeHMETO 3a 0bLecTBeHa NopbYKa Unum B
OOKYMeHTaumsTa; 6) y4acTHUK, KOMTO € NpeacTaBun odepTta, KOATO HE OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUSA 3a U3MbIIHEHWE HA NOpbYKaTa; B) Y4aCTHUK, KOUTO €
npeacTaBvn ogepTa, KOATO HE OTroBaps Ha NpaBuna n N3NCKBaHWS, CBbpP3aHu C Ona3BaHe Ha
OKOSiHaTa cpefa, CouManHoTo U TPYAOBOTO NpaBo, NPUITOXUMKN KOSTIEKTUBHM CNopasyMeHns n
/vnn pasnopenbun Ha MexgyHapogHOTO E€KOSTIOMMYHO, COLMarnHo U Tpy4oBO NpaBo, KOMTO ca
n3bpoeHun B npunoxerHme Ne10 ot 30T1; r) YyacTHuMK, KONTO HE e NnpeacTaBun B CPOK
obocHoBka no 4n.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTtencrea 3a nobnaronpusatHaTa UeHa
/0OKYMEHT 3a COBCTBEHOCT, HanNn4ne Ha NepcoHar, cneunanuampaH coptyep, eKCKIy3anBHU
THProBCKN NpaBa UIn BCAKO APYro 06CTOATENCTBO, BOAELWO A0 (hOpMMUpPaHE Ha MNo-
BGnaronpusTHa ueHa/ nnu Ymato odepTta He € npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
BbanoxutenaTt onpeaenst 6a3a 3a cpaBHEHWe, KOraTo ca Hanuue egHa unum ase ogepTu, B
pa3mMep Ha NporHo3HaTa CTOMHOCT Ha BCsika o6ocobeHa no3uums, 3a KOATO y4acTHUKA e
nogan odepTa. 4) y4acTHMLM, KOUTO Ca CBbP3aHu nNuua €) y4acTHUK, nogan odepra, KOUTo
He OTroBapsT Ha YCroBMsATa 3a NpeAcTaBsiHe, BKIIOUYNTENHO 3a dopMa, Ha4MH, CPOK U
BanNuMAHOCT; X) Nn1ue, KOeTo € Hapywmno 3abpaxa no yun. 101, an. 9 n 10 ot 30r1. 5. Ot
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATo e
HenbIlHa UK He OTroBapsi Ha YCNoBMATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyacTtue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSITO HaAXBbpMsi NOcoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa o6ocobeHa no3nuus, e
Obae OTCTpaHeH OT yyacTue B npoueaypaTa 3a Hed. 7. YYacTHUK, KOUTO He e NpeacTaBun -
Heknapaumsa 3a oTcbCTBUE Ha obcTosiTencTeaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonun 2014r. OTHOCHO OrpaHNYUTENHUTE MEPKN C Ornea Ha OeNCTBUATA Ha
Pycusa, pectabunumaunpalum nonoxeHneTo B YKkparnHa. 8. NapaHumaTa 3a M3nbrHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[JC. CpokbT 3a M3NbIIHEHME Ha
OOroBopuTe 3a focTaBka e 24 /goBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a Branoxurens.
CpOoKbT 3a M3NbIHEHME Ha JOCTaBKUTE e 0 3 /Tpu/ kKanengapHu aHu cnepg nonyyaBaHe Ha
3asBKa. 3asBkaTta ce nogasa no n3bop Ha Bb3NoXUTensa no TenedoH UM Ha enekTpoHHa
nowia. M3BbpLUBaAHETO Ha JOCTABKUTE HA MEeOUKAMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npvemo-npeaaBsatesnieH NpoTokon. MNepnoanyHOCT Ha 3asaBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbINOXUTENAT NpaBu 3asiBka 3a HeobxogumMuTe My KonmyecTBa
3a Bcska egHa obocobeHa no3numsa 3a cnegsawmsa mecel,. B 3aBucMmocT oT cneundunyHmTe

235111-2026 Page 54/68



My noTpebHOCTM Ha 6a3a NocTbNMNMTE Npe3 MeceLa NnaumMeHTn, Npyu HeobxoanmMocT
Bb3MNOXUTENAT NPaBU OTAENHWN (AONbBaLLM) 3asIBKN.

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: HAMa OoTHOLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: Y4acTHUKBT ga nputexasa usgageHo no pefa Ha 3akoHa
3a flekapCTBEHUTE MPOAYKTN B XyMaHHaTa meauunHa (3J1MXM) paspelueHme 3a
npounssoAcTBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBusa Ha egpo C NekapCTBEHN NPOOYKTU
UM yoocTOBEpPEHME 3a perncTpauns 3a TbproBus Ha efpo C NekapCcTBEHU NpoaykTy (4n. 195,
an. 1 nan. 2 ot 3JIMNMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha ObpiKaBa - YneHKa Ha
EBponenckna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogaBaHe Ha odepTaTta, y4aCTHUKBLT
Jeknapupa CbOTBETCTBME C NOCTaBEHUSI KPUTEPUI € NonbnBaHe Ha Yact IV, pasgen ,A” ot
EEOOIN. OOKASBAHE: NMpu ycnosusaTa Ha yn. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, AOKYMEHTBLT, KOUTO ce NpeAcTaBsa OT ydacTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, peructpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: Pa3pelueHune 3a NponM3BOACTBO UK 3a TbProBms Ha eapo ¢
nekapCTBEHW NPOAYKTU, UK 3a BHOC, n3gageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO nuue - B crnydamTe no yn. 67, an. 5 ot 30l: BanuaeH ekBuBaneHTeH JOKYMEHT
UnNu geknapauus, unu yaoctoBepeHue, n3gageHn oT perynaTtopeH opraH Ha AbpXaea -
yneHka Ha EBponenckusa cbios, unu abpxaea - ctpaHa no CrnopasymeHueTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaAHCTBO, AOKa3BaLlyM NPaBOTO HA y4acTHMKA 3a TbproBusi Ha eapo ¢
nekapcTBeHu NpoaykTu. 3. 3a YygecTpaHHu nuua - B criydaute no 4. 112 ot 30TM1:
PaspeleHne ot nanwnHutenHua aupektop Ha VMAJ1 3a Tbproeus Ha epo C fiekapCTBEHU
npoayktu no 4n. 195, an. 2 ot 3/1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMXM.
Bb3noxuTensTt He n3McKBa 3aBepeHo KoMnmMe Ha paspeLLeHeTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NPaBOTO 3@ TbProBuUS C fIeKapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unu Ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH goctsun Ao
HauunoHanHuTe 6a3n gaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckna cbioa. Mpu yyactme Ha
obeaunHeHne, KOETO He € pPUaNYecKo nuue, ce npunaraT pasnopenbuTe Ha yun.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwxaa ydactTue Ha NoguM3nbiiHUTENN, CblUMTe crneasa Aa
OTroBapsT Ha U3NCKBaHUATA, CbrnacHo ys. 66 ot 30T01.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs M3MCKBaHE KbM MKOHOMUYECKUTE
N PMHAHCOBU BB3MOXHOCTM Ha y4aCcTHULUMTE — Aa UMaT MMHUManeH o6, o6opoT npes
nocnegHute 3 (TpW) NPUKIYMIM OUHAHCOBM rOANHU B 3aBUCUMOCT OT AaTtaTa, Ha KOATo ca
Cb34afeHN UNn ca 3anoyHann JeNHOCTTa CU, B pa3mMep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa obocobeHa no3nums, 3a KOSATo ca noganu ogepta. [lokasaHe: 3a AoKa3BaHe
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Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
nogoop, pasgen b: MikoHomuyecko n pnHaHcoBO cbeTosiHme, Ha EE[JOIT, kaTto nocoun o6y,
060opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a JOoKa3BaHe
(NMpeacTaBAT ce camo nNpu ycnosuaTa Ha vn. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
obwma obopoT 3a nocnegHuTe 3 (TpKU) NPUKNOYMAN (PUHAHCOBW FOOUHWU, B 3aBUCUMOCT OT
Aararta Ha KOSTO Y4aCTHUKBT € yYpedeH Unum e 3anoyHan genHoctra cu. - Konua Ha
roguLWHNUTE OTYET UM TEXHM CbCTaBHM YacTu, Korato nybriMkyBaHETO UM Ce U3UCKBa OT
3aKOHOAATENCTBOTO Ha AbpXXaBaTa, B KOATO YY4aCTHUKBLT € ycTaHoBeH. 3abenexka: Korato no
OCHOBaTemHa NpMYMHa Y4acTHUK HE € B CbCTOsIHME Aa NpeacTaBu NOUCKaHUTe OT
BBb3MOXUTENSA JOKYMEHTU, TOM MOXE Aa AOKaXKe CBOETO MKOHOMUYECKO U (PMHAHCOBO
CbCTOSAHME C NOMOLLTA Ha BCEKU APYr JOKYMEHT, KOUTO Bb3NOXUTENAT NpMemMe 3a NoaxoasLi.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPeanoxXun Han-H1ucKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nums. Becekn yyacTHUK B npoueaypaTa nma npaso ga npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nLUUK, BKNOYEHN B NpeameTa Ha obuiecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUCKs 3a pasrnexgaHe, oueHKka u KnacmpaHe Ha
nocTbLNUNUTE 0depTun, CpaBHABA LEeHOBUTE NPeaIoKeHNa Ha JoNyCHATUTE 0 OueHKa
ogepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha egumHuua msapka 6es 0C (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha lNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTuyHaTa 3aneTtad. B cnyyain 4e, npeanaraHute ueHu Ha aBe Unun nosede odepTn 3a
obocobeHa no3uumsa ca paBHW, KOMUCUATA NPOBEXAA Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULUM, cbrriacHo Yvn. 58, an. 3 ot MM30I1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce N3BbPLIM Bb3 OCHOBA Ha oheprpaHnTe LieHn 3a BCAKa
efiHa No3vums He3aBMCMMO Aann KbM AaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LleHUTe Ha
nekapcteata B ,,CMMMCbK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTM 3a fie4YeHune no
ambynaTopHu npouenypu u KnnuHudHM nbTekn®, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha fekapcTBeHUTe NPOoAYKTU, OTMYCKaHW No Nnekapcko npegnucaHve B CpaBHEHME C
odhepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha y4acTHMKa ManckBaHna KbM npeanaraHaTa
ueHa YyactHuumte npegnaraT EguHuyHa ueHa Ha eamHuua msipka B eBpo 6e3 A4C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak crej gecetuyHarta 3anetas. ObuwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C oo BTOpu 3HaK cnea geceTnyHaTa 3aneTas.
MpeanoxeHnTe LeHN Ha nekapcTBeHnTe NpoaykTu, 3annawanm ot H30K no pega Ha un.262,
an.6,7.1 3JMXM” ga He HagBULIAaBAaT NOCOYEeHUTE LieHn B cnmcbk Ha H3O0K -
AKTyanusaumoHeH (pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepu, CbabpxaLy,
nekapcTBEHW NPOAYKTU, NpeAHa3HavYeHn 3a NnevYeHne Ha OHKOSorM4HM 3abonsasaHms no
ambynaTopHu Npoueaypuy U KNMHUYHM NbTEKN, akTyalneH KbM JaTaTta Ha nogaBaHe Ha
odepTa. KnacmpaHeTo Ha y4aCcTHULUUTE LLe Ce U3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHu
3a no3uumsi, He3aBUCMMO fann KbM AaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LeHUTe Ha
nekapcTBeHW NPoayKTN B AKTyanu3aunoHeH ann KbM HOMEHKNaTypuTe Ha 60NHUYHUTE
cobTyepu, CbabpKaLy fNekapCTBEHM NPOAYKTU, NpeaHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYHU
3abonaBaHus No ambynaTtopHU Npoueaypu N KIMHUYHM NbTEKK, B [M03MTUBHMSA NeKapCTBeH
CMNUCBK, Unn B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBEHUTE NPOAYKTK, OTNYCKaHW Mo
nekapcko npegnucaHue, B cpaBHeHME C oheprpaHnTe B LLEHOBOTO MpeanoxeHne Ha
yyacTHuKa. B goroBopa, CkroyeH B pesynTtaTt Ha npoBedeHarta npoueaypa, we ce nocovar
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obepupaHmTe OT y4acTHUKA LieHM 3a OTAENHUTE NOo3ULMKU, CboBPa3HO KOMTO ChLUMAT e
onpeAeneH 3a U3MbIHUTEN, HO NPU U3MbITHEHNETO Ha AoroBopa, BbanoxutensT 6e3ycrnoBHO
LLle 3annawla fnekapcTBeHMTe NPOAYKTM Ha Mo-HuUCKaTa LeHa, onpedernieHa Mexay LueHara,
odbepupaHa OT y4acTHMKa M LieHaTa, akTyarnHa KbM MOMEHTa Ha [JocTaBKaTta no
AKTyanusaumoHeH daiin KbM HOMEHKNaTypuTe Ha GONMHUYHUTE COTYepu, CbabpiKalll
neKkapcTBeHM NPoayKTU, NPeAHa3HaYeHn 3a fieYeHne Ha OHKONMOrMYHM 3abonsaBaHus no
ambynaTopHU NpoLeaypy 1 KIMMHUYHK MbTeku. [pu NoBuLLaBaHe Ha LeHaTa Ha NekapcTBeH
NPoAYyKT, Bb3NOXUTENAT HAMA Aa 3annalla CbLUMAT Ha HoBaTa No-BMCOKa LieHa.
MpennaraHaTta LieHa Ha NekapcTBEHUTE NPOAYKTU — He TpsAGBa Aa npesullaBa onpeaeneHaTa
oT Bb3noxuTens CTOMHOCT Ha NpeaBUAeHUTE OOCTaBKM Ha Besika 060cobeHa nosunuus 3a
KOSITO ce noJasa odoepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemarta
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

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: Komucus 3a 3awura Ha KOHKypeHuumaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30I1
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Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNMeyMANM3NPAHA BEOJTHUNLA 3A AKTUBHO JIEYEHWE HA OHKONOI M4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtoég: LOT-0012
Teideal: ,Apalutamide 60 mg*
Cur sios: Apalutamide 60 mg - 7 776 000 mg
Aitheantéir inmheanach: 555790

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxutenaT Moxe fa YAbIKM Cpoka Ha AoroBopa 3a
N3nbIIHEHWe Ha nopbykaTta ¢ Ao 6 Mmeceua, B cny4yan Ye B nepuoga Ha AeCTBUETO MY He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbyKaTa 1 e Hanuue NOTPeBHOCT OT NPOAbINKaBaHe
Ha JocTaBKkuTe. YCnoBsusTa, Npy KOUTO BrivM3a B cuna onuusTa, ca NocoveHn B NpoekTa Ha
[OroBoOp U ce n3pasasar B cnegHoTo: 1. Bb3noxuntensaT ¢ oTnpaBsHe Ha Bb3naratenHo NMcMo
00 U3NbNHUTENSA Bb3nara U3nbiiHEHNETO Ha NopbYKaTa 3a JONbIIHUTENEH CPOK; 2. CPOKBLT Ha
Aorosopa Moxe fa 6bae yabikeH ¢ 4o 6 meceua; 3. BknioyBaHeTo Ha kraysaTa 3a onuums u
yAbrkaBaHeTo Ha Cpoka MOXe [a Ce U3BbpLUM camMo Npean N3TuyaHe Ha cpoka Ha JoroBopa;
4. MNpwn akTUBMpaHe knaysarta, U3NbAHUTENSAT ce 3a4b/PKaBa Aa yObIMKU CPOKa Ha rapaHumsiTa
3a U3nbriHeHUe cbobpPa3HO C yOABbIMKEHNS CPOK Ha AOroBopa, B Cryyan Ye npu CKoYBaHETO
Ha Joroeopa, rapaHumusaTa e npeacraBeHa nog opmata Ha 6aHkoBa rapaHums unm
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oauten 100
Baile: BapHa
Cadd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 2 491 042,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbJIHEHME Ha JOroBOpUTE 3a AocTaBka € 24 /aBageceT u yetupu/
Mecelua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusaTHU ycnosus 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npe3 M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
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Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta

Eolas breise: Mpunoxnmn obctoatencrea, HaNMYNETO HaA KOUTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30T1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
noco4YeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTPONMPaHUTE OT TAX NULA U TEXHUTE AEUCTBUTENHN COBCTBEHNLN , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanaTta. 3. 3a yyacTHUUMUTE He cneaBa
0a e Hanuue BNs3mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 3001, Bb3N0OXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepuKn 3a noabop unm He
N3NbIHN OPYro ycrioBme, MOCOYEHO B 0051BNIeHMETO 3a 0bLLecTBeHa Nopbyka nUnum B
OOKYMeHTaumsTa; 6) y4acTHUK, KOUTO € NpeacTaBun odepTta, KOATO HE OTroBaps Ha
npegsapuTenHo 06siBeHUTE YCNoBUSA 3a U3MbIIHEHWE HA NOpbYKaTa; B) Y4aCTHUK, KOUTO €
npeacTaBmn ogepTa, KOATO HE OTroBaps Ha NpaBuna n N3NCKBaHWS, CBbpP3aHu C Ona3BaHe Ha
OKOoSiHaTa cpefa, CouManHoTo U TPYAOBOTO NpaBo, NPUITOXUMUN KONIEKTUBHM CopasyMeHns n
/vnn pasnopenbun Ha MexagyHapogHOTO E€KOSTOMMYHO, COLMarnHo 1 Tpy4oBO NpaBo, KOMTO ca
n3bpoenun B npunoxerHme Ne10 ot 30T1; r) YyacTHuMK, KONTO HE e NpeacTaBun B CPOK
obocHoBka no 4n.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTtencrea 3a nobnaronpusatHaTa UeHa
/0OKYMEHT 3a COBCTBEHOCT, HaNn4Me Ha NepcoHar, cneunanuampaH coptyep, eKCKIy3anBHU
THProBCKX NpaBa UIn BCAKO ApYro 06CTOATENCTBO, BOAELWO A0 hOpMMUpaHE Ha Mo-
BGnaronpusTHa ueHa/ nnu Ymato odepTta He € npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
BbanoxutenaTt onpeaens 6asa 3a cpaBHEHWe, KOraTo ca Hanuue egHa unm ase ogeptu, B
pa3mMep Ha NporHo3HaTa CTOMHOCT Ha BCcsika o6ocobeHa no3uums, 3a KOATO y4acTHUKA e
nogan odepTa. 4) y4acTHMLM, KOUTO Ca CBbP3aHu nuua €) y4acTHUK, nogan odepra, KoUto
He OTroBapsT Ha YCroBMsATa 3a NpeAcTaBsiHe, BKITUYNTENHO 3a opMa, HauMH, CPOK U
BanuMAHOCT; X) n1ue, KoeTo € Hapywmno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. Ot
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATo e
HenbIlHa UK He OTroBaps Ha YCNoBMATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyactue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsaBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSITO HaAXBbpMsi NOCOYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa o6ocobeHa no3nuus, e
Obae OTCTpaHeH OT yyacTue B npoueaypaTa 3a Hed. 7. YYacTHUK, KOUTO He e NpeacTaBun -
Heknapaumsa 3a oTcbCTBUE Ha obcTosiTencTeaTa no un. 5k, nap. 1 ot PernameHT (EC) Ne 833
/2014 r. o1 31 tonun 2014r. OTHOCHO OrpaHNYUTENHUTE MEPKN C Ornea Ha OeNCTBUATA Ha
Pycusa, pectabunumaunpalum nonoxeHneTo B YkparnHa. 8. NapaHumaTa 3a u3nbrHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[C. CpokbT 3a U3NbIIHEHME Ha
OOroBopuTe 3a focTaBka e 24 /gBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnoeus 3a Branoxurens.
CpoKbT 3a M3NbIHEHME Ha JOCTaBKUTE € 0 3 /Tpu/ KanengapHu aHu cneg nonyyaBaHe Ha
3asBKa. 3asBkaTta ce nogasa no n3bop Ha Bb3NOXUTeNsa no TenedoH U Ha enekTpoHHa
nowia. M3BbpLUBaAHETO Ha JOCTABKUTE HA MEeOUKAMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npvemo-npeaaBsartesnieH NpoTokon. MNepnoanyHOCT Ha 3asaBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbINOXUTENAT NpaBu 3asiBka 3a HeobxoaumMuTe My KOnmMyecTBa
3a Bcska egHa obocobeHa no3numsa 3a cnegsawmsa mecel,. B 3aBucMmocT oT cneundunyHmTe
My noTpebHOCTN Ha 6a3a NnocTbNUMMTE NPe3 Mecela NauneHTun, Npyu HeobxoaANMOCT
Bb3MOXUTENAT NpaBu OTAENHM (4ONbBALLN) 3asiBKN.

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
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5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: HAMa oTHoLleHMEe KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil dbhartha
Cur sios ar an gcritéar roghnuchain: Y4yacTHUKBLT Aa npuTexasa usgageHo no pega Ha 3akoHa
3a NnekapcTBeHUTe NpoAyKTU B XyMaHHaTa meguuunHa (3J1TMXM) paspelueHuve 3a
npounssoAcTBo (4n. 196, an. 1 ot 3JIMNXM), unn 3a TbproBusa Ha egpo C NekapCTBEHN NPOOYKTU
U1 yoocToBEpPEHME 3a perMcTpauns 3a TbproBus Ha efpo C NekapCTBEHU NpoayKTn (4n. 195,
an. 1 v an. 2 ot 3JIMNMXM), unn paspeLueHume 3a BHoc (4. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha AbpiKaBa - YneHKa Ha
EBponenckna cbio3, unu abpxasa - ctpaHa no CnopasymeHneTo 3a EBponenckoTo
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: lNpun nogasBaHe Ha odepTarta, y4aCTHUKBLT
Jeknapupa CbOTBETCTBME C NMOCTaBEHUSI KPUTEPUI € NonbNnBaHe Ha Yact IV, pasgen ,A” ot
EEOOI. OOKASBAHE: NMpu ycnosusaTa Ha yn. 67, an. 5 ot 30[ nnu npu nognuceaHe Ha
AO0roBop, JOKYMEHTBLT, KOMTO ce NpeAcTaBsa OT y4acTHUKA 3a JoKa3BaHe AeknapupaHaTa B
EEOOTI nHdpopmaums, e: 1. 3a yyacTHuK, pernctpupaH B Penybnuka Bvnrapus, B cnyvavte
no un. 67, an. 5nun. 112 ot 30l1: PaspelleHune 3a NponM3BOACTBO UK 3a TbProBms Ha eapo ¢
nekapCTBEHW NPOAYKTU, UK 3a BHOC, n3aageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOEeCTpPaHHO nvue - B crnydamTe no yn. 67, an. 5 ot 30lN: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn oT perynaTtopeH opraH Ha Abpxasa -
yneHka Ha EBponenckusa cbios, unu abpxaea - ctpaHa no CrnopasymeHneTo 3a EBponenckoTo
MKOHOMMYECKO NPOCTPaHCTBO, AOKa3BalLlM NPaBoOTO Ha y4acTHUKA 3a TbProBusi Ha eapo C
nekapcTBeHu NpoaykTu. 3. 3a YygecTpaHHu nuua - B criydaute no yn. 112 ot 30TM1:
PaspelueHne ot nanwnHutenHusa aupektop Ha VMAJ1 3a Tbproeus Ha epo C fiekapCTBEHU
npoayktu no 4un. 195, an. 2 ot 3J1MXM, unn 3a BHoc no yn. 196, an. 2 ot 3JIMNMXM.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmMe Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yOocTOBeEpSBaLL, NPaBOTO 3@ TbProBUS C fiekapCTBEHM MPOAYKTU UNKN pa3peLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unu ypes nyénuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH JocTsbn Ao
HauunoHanHuTe 6a3n AaHHU Ha ObpXXaBuTe YneHkn Ha EBponenckuna cbioa. Mpu yyactme Ha
obeaunHeHne, KOETO He € puanYecKo nuue, ce npunaraT pasnopenduTe Ha yun.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT NpeaBwxaa ydacTue Ha NoguM3nbiiHUTENN, CbluNTE crneasa aa
OTroBapsT Ha U3NCKBaHUATA, CbrnacHo Y. 66 ot 30T01.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutenst noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
N (PMHAHCOBU BBL3MOXHOCTM Ha y4aCTHUUMTE — Aa UMaT MMHUManeH o6y ob6opoT npes
nocnegHute 3 (Tpy) NPUKNKYNIM PUHAHCOBM FOANHN B 3aBMCUMOCT OT AaTaTta, Ha KOSTO ca
Cb34afeHn UNn ca 3anoyHann eNHOCTTa CK, B pa3mMep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa ob6ocobeHa nNo3nums, 3a KOSATo ca noganu ogepta. [lokasaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUN, Y4aCcTHUKBLT nonbnea YacTt IV: Kputepun 3a
noabop, pasgen b: MikoHoMu4ecko n pnHaHCcoBO cbeTosiHme, Ha EE[JOIT, kaTo nocoun o6y,
06opoT OT nocneaHuTe TP (PMHAHCOBW FOAMHM HA CTOMHOCT HaW-Manko NporHo3Harta
CTOMHOCT Ha Bcsika 06ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a [OKa3BaHe
(NpeacTaBAT ce camo nNpu ycnosuaTa Ha vn. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - CnpaBka 3a
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06wus 060poT 3a nocneaHuTe 3 (Tpu) NPUKNOYUIM PUHAHCOBU FOAUHM, B 3aBUCUMOCT OT
[AaTaTta Ha KOATO y4acTHUKBLT € yupedeH Unu e 3anoyHan aerHocTtTa cu. - Konvsa Ha
FOAMLLHUTE OTYET UMM TEXHU CbCTaBHM YacTu, koraTo NyGnnKyBaHETO UM Ce U3MCKBa OT
3aKoHOOATENICTBOTO Ha AbpXXaBaTa, B KOATO YY4aCTHUKBT € ycTaHoBeH. 3abenexka: KoraTto no
OCHOBaTesnHa NpuyYnHa y4acTHUK He € B CbCTOsIHME Aa NPeACTaBu NOUCKaHUTE OT
Bb3NOXUTENSA [OKYMEHTU, TOM MOXe Aa [I0Kaxe CBOETO MKOHOMUYECKO U (PUHAHCOBO
CbCTOSIHME C MOMOLLTa Ha BCEKU APYT AOKYMEHT, KOMTO Bb3NOXUTENAT NpMeme 3a NoaXOoAsLL.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 301
Cur sios: Ha nbpBO MACTO ce Knacupa y4acTHUKBLT, MPeanoXun Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuunsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTtasu
odepTa 3a egHa Unm noseye o60cobeHn No3numuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe a 6bae cnedeneHa oT pasfivieH y4acTHUK.
HasHaueHaTa oT Bbanoxutensa Kommcus 3a pasrnexnaHe, oueHka 1 KnacmpaHe Ha
NoCTbLNNNIUTE 0GEPTU, CPaBHSBA LEHOBUTE NPEAIOKEHNA Ha AONYCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATAa LeHa Ha eauHuiua mapka 6e3 40C (g, mg, meg, mi, 1U),
T.€. no konoHa 15 Ha lMNpunoxeHne 1 kbM LieHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTnyHaTa 3anetasd. B cnyyan ye, npeanaraHuTe UeHW Ha ABe unv nosede odeptn 3a
obocobeHa no3numusa ca paBHU, KOMUCUATA NpoBeXaa Xpebui 3a onpeaensHe Ha U3NbAHUTEN
MEeXAy KnacupaHuTe Ha MbPBO MACTO y4acTHULUM, cbrniacHo Yn. 58, an. 3 ot MM30r1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce M3BBbPLUM Bb3 OCHOBA Ha ohepmpaHnTe LieHN 3a BCsKa
€[Ha no3numsa He3aBMCUMO Jann KbM AaTaTa Ha KnacupaHeTo MMa NpoMsiHa Ha LeHUTE Ha
nekapcteata B ,,CI[MMCBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTU 3a fleYeHne no
ambynaTopHu npouenypu u KnuHndHn nbTtekn”, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha fiekapCTBEHUTE NPOAYKTU, OTMYCKaHM Mo Nekapcko npeanucaHve B CpaBHEHME C
ohepupaHuTe LieHM B LLEeHOBOTO NpearioXeHne Ha yyacTHuKa MsnckBaHnsa KbM npeanaraHaTa
ueHa YyactHuumTe npegnarat EguHmyHa ueHa Ha egmHmua msapka B eBpo 6e3 0C (g, mg,
mcg, ml, IU) Ha npeanaraHaTa no3vums, 4O NeTu 3Hak creq gecetuyHarta 3anetas. ObwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C ao BTOpu 3HaK cnepg gecetndHarta 3anetas.
[MpennoxeHuTe LEeHN Ha nekapcTBeHUTe NpoaykTh, 3annawany ot H30K no pega Ha un.262,
an.6,7.1 3JIMNXM” pa He HagBuLwaBaT Noco4YeHuTe LeHn B cnncbk Ha H3OK -
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHMTE cohTyepu, CbabpxaLy,
neKkapCcTBEHM NPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNornmyHm 3abonasaHus no
ambynaTopHuM npoueaypu 1 KNMHUYHW NbTEKW, akTyaneH KbM gataTa Ha nofaBaHe Ha
ogepTa. KnacmpaHeTo Ha y4aCcTHULUTE LLe Ce M3BbPLLM Bb3 OCHOBA Ha opepupaHuTe LeHu
3a No3nums, He3aBMCMMO danu KbM gataTa Ha KrnacupaHeTo MMma NnpoMsiHa Ha LeHUTe Ha
nekapCTBEHM NPOAYKTU B AKTyanu3aumoHeH hann KbM HOMEHKNaTypute Ha 60NTHUYHUTE
copTyepu, CbabpXxKaLl, NekapCTBEHW MPOAYKTU, NpegHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYHU
3abonsaBaHus No ambynaTtopHu Npoueaypy U KNMHUYHU NMbTeKN, B [03UTUBHUSA NieKapCTBEH
CMUCBK, UnNn B Perncrbpa Ha npegenHuTe LeHn Ha nekapcTBeHnTe NpoayKTu, OTnycKaHn no
rfiekapcko npeanucaHne, B cpaBHeHMe ¢ oheprpaHnTe B LLEHOBOTO NpeanoXeHme Ha
yyacTHuKa. B gorosopa, CkrtodeH B pe3ynTtaTt Ha nposedeHara rnpoueaypa, we ce nocovar
ohepupaHuTe OT y4aCTHMKA LIeHW 3a OTAESTHMTE No3nLMK, CbobpasHO KOUTO CbLUNAT €
onpeaeneH 3a U3NbHUTEN, HO NPU U3NBIIHEHMETO Ha AoroBopa, Bb3noxuntensat 6e3ycnoBHO
LLie 3annalla nekapcTBeHMTe NPOAYKTM Ha NO-HUCKaTa LieHa, onpeaeneHa mexay ueHara,
odpepupaHa OT y4yacCTHMKa 1 LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBkaTa no
AKTyanusaumoHeH (pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE codTyepu, CbabpxaLy,
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nekapcTBEHM NPOAYKTU, NpeAHa3HavYeHn 3a NeYeHne Ha OHKOSOrMYHM 3abonsasaHms no
ambynaTopHu Npoueaypu U KNMHUYHK NbTekn. Npy noBuwaBaHe Ha LieHaTa Ha NnekapcTBeH
NPOAYKT, Bb3NOXUTENAT HAMA [a 3anfala CbLUMAT Ha HoBaTa No-BUCOKA LiEHaA.
MNMpennaraHaTa LeHa Ha nekapcTBeHUTEe NPOAYKTM — He TpsibBa Aa npeBuLLaBa onpeaeneHaTa
OT Bb3noxutens CTOMHOCT Ha NpeABUAEHUTE AOCTaBKU Ha BCsika 06ocobeHa no3nuus 3a
KOATO ce nodasa odepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

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: Komucna 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XKan6a moxe ga ce nogasa B 10-gHeBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEOJTHMUA 3A AKTUBHO NEYEHWE HA OHKONOIMM4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtog: LOT-0013
Teideal: ,Tremelimumab 25 mg/1.25 ml (20 mg/ml) 3a MKB-C34.0,C34.1,C34.2,C34.3,C34.8,
C34.9, kog no H3OK-LH760"
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Cur sios: Tremelimumab 25 mg/1.25 ml (20 mg/ml) 3a MKB-C34.0,C34.1,C34.2,C34.3,C34.8,
C34.9, kog no H3OK-LH760 - 5 250 mg
Aitheantoir inmheanach: 555792

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
n3NbNHEHNe Ha nopbykaTta ¢ Ao 6 meceua, B Criyvan Yye B nepvofa Ha AeNCTBUETO My He e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NMopbykaTta 1 € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YcrnosusaTa, Npy KOUTO BNM3a B CUMa onumsaTa, ca NoCoOYeHW B MpOeKTa Ha
[OroBOp U Ce n3passiBat B CnegHoTo: 1. Bb3noxuTenart ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
A0 U3NBIIHUTENS Bb3Nnara U3nNbfIHEHMETO Ha NOpbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHeTO Ha knaysaTa 3a onuums 1
yAbIDKaBaHETO Ha CPOKa MOXe [ia ce U3BbPLUM CaMo Npean U3TMYaHe Ha cpoka Ha [OroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bInKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a M3nNbrHeHne cbobpasHO C yabIMKEHUS CPOK Ha AOroBopa, B Criydan Ye npu CKyYBaHeTo
Ha [oroBopa, rapaHuusaTa e npeAacTtaBeHa nog popmarta Ha 6aHkoBa rapaHums nnu
3acTpaxoBka.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsob6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 15/06/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 210 091,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbIIHEHME Ha AOrOBOPUTE 3a AOCTaBKa € 24 /aBageceT un yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cura /go ckrouBaHe Ha gorosopu no LIOI ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npes M. anpun 2028 r.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Npunoxmnmm obcToAaTeENCTBa, HANMYMETO HA KOUTO € OCHOBaHWe 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHMKa He TpsbBa fa ca Ha nuue OCHoBaHMsATa 3a
OTCTpaHsiBaHe, Nocoyenn B Un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4yeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKNTE N (PUHAHCOBUTE OTHOLLIEHUS C
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ApyxecTtBarta, perucTpupaHu B OpUCAMKUUKN C npedepeHumnanel JaHbyYeH pexmum,
KOHTpONUpaHuTe OT TAX Nuua U TeXHUTE AENCTBUTENHN COBCTBEHNLM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata. 3. 3a yyacTHMUMUTE He cneaBa
Aa e Hanvue BnA3no B cuna pelweHne 3a HanaraHe Ha caHkuua Ha FOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHuATa Mo yn. 54 ot 30[1, Bb3NOXUTENAT OTCTPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a Nnoabop unu He
N3NbITHU OPYro YCNoBme, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBEHa NOpbYKa Un B
AOKyMeHTaumarta; 6) y4acTHUK, KOWTO € npeacTaBun odepTa, KOATO He OTroBaps Ha
npeaBapuUTENHO 06sIBEHUTE YCNOBUS 3a U3MbIIHEHNE HA NOPbBbYKATA; B) yHaCTHUK, KOWUTO €
npencrasmn oepTa, KOATO HE OTroBaps Ha NpaBunia N N3NCKBaHWS, CBbpP3aHu C onasBaHe Ha
OKOfHaTa cpeaa, CouManHoTo U TPYAOBOTO NMPaBo, MPUMOXMMU KONEKTUBHU CNOPa3yMeHNs 1
/vnnun pasnopendv Ha MeXxXgyHapogHOTO €KOSTOrMYHO, CoOLUManHo U TPyAOBO NpaBo, KOUTO ca
n3bpoenu B npunoxexHme Ne10 ot 30rT; r) YYacTHUK, KOUTO HE e NpeacTaBui B CPOK
obocHoBka no 4n.72, an.1 ot 30I1, npuapyxeHa ¢ gokasatencrea 3a nobnaronpuaTHaTa LeHa
/BOKYMEHT 3a COOCTBEHOCT, HaNU4Me Ha NepcoHar, cneunanuampaH coTyep, EKCKNy3NBHU
TbProBCKN NpaBa Mnn BCAKO ApYyro o6CToATENCTBO, BOAELLO A0 hopMmMpaHe Ha no-
BGnaronpusTHa ueHa/ nnu Ynato odepTta He e npueTa cbrnacHo un. 72, an. 3 — 5 ot 30I1.
Bb3noxutensat onpegens 6asa 3a cpaBHeHWe, KoraTo ca Hanvue egHa unv ase oeptu, B
pa3mep Ha NPOrHo3HaTa CTOMHOCT Ha Bcsika 060cobeHa nNo3nums, 3a KOATO y4acTHUKA €
nogan odepTa. 4) y4aCTHULUM, KOUTO Ca CBbP3aHU Nvua €) y4acTHUK, nogan odepTa, KOUTo
He OTroBapsiT Ha yCrnoBusaTa 3a NpeacTaBsHe, BKOYMTENHO 3a dOpMa, HAYMH, CPOK U
BanNUAHOCT; X) nuue, KoeTo e Hapywuno 3abpaxa no un. 101, an. 9 n 10 ot 30I1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsiBa Y4aCTHUK, KOMTO € npeacTaBun odepra, KOATo e
HenbfHa UM He OTroBaps Ha yCcnoBmudaTa, NOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. Ot
yyacTue B npoueaypara ce OTCTpaHsBa Y4aCTHUK, B YMATO odhepTa e NnpeanoxeHa LeHa,
KOSAATO HaAXBbpJIS NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mums, e
6bae oTCTpaHeH OT yyYacTue B npoueaypaTa 3a Hesl. 7. YYaCTHUK, KOMTO He € NnpeacTaBus -
Heknapaums 3a oTcbCTBUE Ha obcTosTencTeaTa no un. 5k, nap. 1 ot PernameHt (EC) Ne 833
/2014 r. o1 31 tonn 2014r. OTHOCHO OrpaHNYUTESNTHUTE MEPKM C Orfnen Ha AeCTBUATa Ha
Pycua, pectabunuanpaiin nonoxeHmeTo B YkpanHa. 8. MapaHuuaTa 3a n3nbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n Yetupu/ meceua OT AaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkUTE € A0 3 /Tpwu/ KaneHgapHu AHW cre nonyyaBaHe Ha
3asBKa. 3asBkaTa ce nogasa no n3bop Ha Bb3NOXUTENS NO TeNedOH NN Ha eNEKTPOHHA
nowia. M3sbpliBaHETO Ha AOCTaBKUTE Ha MeAMKAMEHTU LLe Ce YAOCTOoBeEpPSABa C ABYCTPAHHO
noanucaH npuemo-npegaBaTteneH npoTokon. [NepnoanyHoCT Ha 3asiBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HN pa3veTn, BL3INOXUTENAT NpaBu 3asiBka 3a HE06XoaANMUTE My KOSNMyecTBa
3a BCcsika efHa obocobeHa no3mumsa 3a crefBalumsi mecel. B 3aBucMMocCT oT cneumdpuyHmTe
My noTpebHoCTM Ha Basa nocTbNMNUTE Npe3 Mecela NauneHTn, Npu HeobxoanmocT
BBb3MOXUTENAT NpaBun OTAENHM (ONbNBALLN) 3aSBKU.

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: HAMa OTHOLWEHME KbM NopbykaTa
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5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil dbhartha
Cur sios ar an gcritéar roghnudchain: Y4yacTHUKbLT ga npuTexaBa nagageHo no pega Ha 3akoHa
3a nekapcTBeHuTe NpoayKTu B XymaHHaTta meauvumHa (3J1MXM) paspelueHne 3a
npounssoacTtBo (4n. 196, an. 1 ot 3JIMXM), unn 3a TbproBus Ha egpo C NeKapCTBEHN NPOOYKTU
UM yoocToBepeHne 3a perucTpauns 3a TbproBus Ha epo C NiekapCcTBEeHU NpoaykTu (4n. 195,
an. 1 nan. 2 ot 3JIMXM), nnn paspeLueHme 3a BHoc (4n. 196, an. 2 ot 3J1MXM), nnu
eKBMBANeHTEH JOKYMEHT, n3ganeH oT perynaTopeH opraH Ha ObpikaBa - YneHKa Ha
EBponeinckns cbtos, unu gbpxaea - cTpaHa no CnopasymeHueTo 3a EBponenckoto
nkoHomuyecko npoctpaHcTeo. AEKITAPUPAHE: MNpun nogaBaHe Ha oepTaTta, y4aCcTHUKBLT
Jekrnapupa CbOTBETCTBME C NOCTaBEHUS KpUTEPUI € NonbfBaHe Ha Yact IV, pasgen ,A” ot
EELQOMN. AOKA3BAHE: MNMpwu ycnosudata Ha yn. 67, an. 5 ot 30I nnu npu nognuceaHe Ha
OOroBoOp, JOKYMEHTBT, KOUTO Ce NpeacTaBsa OT y4acTHUKA 3a JoKa3BaHe feknapupaHaTa B
EELOOIN nHpopmaums, e: 1. 3a yyacTHuK, peructpupaH B Penybnuka bbunrapus, B cnyvyauTte
no yn. 67, an. 5 nun. 112 ot 30Tl1: PaspelueHne 3a Npon3BOACTBO UK 3a TbProBusa Ha eapo C
nekapCcTBEHM NPOAYKTU, UMK 3a BHOC, n3aageHo no pega Ha 3J1MXM. 2. 3a y4acTHUK —
YyXXOECTPaHHO nuue - B criydamte no yn. 67, an. 5 ot 30MM: BanvaeH ekBuBaneHTeH JOKYMEHT
Unu geknapauus, unu yaoctoBepeHue, n3gageHn ot perynaTtopeH opraH Ha AbpXasa -
yneHka Ha EBponenckuna cbios, unu gbpxaea - ctpaHa no CnopasymeHneTo 3a EBponenckoto
MKOHOMMWYECKO NPOCTPaHCTBO, A0Ka3Bally NpaBoTO Ha y4acTHUKA 3a TbproBusi Ha eapo C
nekapcTBeHu npoaykTu. 3. 3a yyxxgecTtpaHHu nuua - B criydamte no yn. 112 ot 30T01:
PaspelueHne ot nanbnHutenHna gupektop Ha MAJ1 3a Tbprous Ha e4po C fiekapCcTBEHU
npoayktn no un. 195, an. 2 ot 3J1MXM, unun 3a BHoc no yn. 196, an. 2 ot 3JTMXM.
Bb3noxuTensTt He U3MCKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unmn Ha apyr AOKYMEHT,
yA0CTOBEpSBALL, NPABOTO 3a ThbProBusi C NEKapCTBEHM NPOAYKTU NN paspeLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyxebeH NbT unu ypes nyénuyeH perucTop,
UK KoraTo cbluMTe MoraT ga 6baaT ocurypeHn ypes npsk n 6esnnateH JocTsbn Ao
HauunoHanHuTe 6a3n AaHHU Ha ObpXaBuTe YneHkn Ha EBponenckuna cbioa. Mpu yyactme Ha
obeaunHeHMe, KOETO He € puanYecko nuue, ce npunaraT pasnopenoduTe Ha yun.59, an.6 ot
30Tr1. KoraTo y4aCcTHUKBLT npeaBwxaa ydacTue Ha Nogu3nbiHUTENN, ChlunTe creasa aa
OTroBapsAT Ha N3NCKBaHWUATA, CbrnacHo un. 66 ot 30TI1.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: Bb3noxutensat noctaBs U3MCKBaHE KbM MKOHOMUYECKUTE
1 (PMHaHCOBU Bb3MOXXHOCTUN Ha y4aCTHUUMTE — Aa uMaT MMHUMarneH o6, o6opoT npes
nocnegHute 3 (Tpy) NPUKNKYUIM PUHAHCOBM FOANHN B 3aBMCUMOCT OT AaTaTta, Ha KOSATO ca
Cb34afeHn Unun ca 3anoyHann eNHOCTTa CK, B pa3mMep Ha NPOrHo3HaTa CTOMHOCT Ha
cboTBeTHaTa 06ocobeHa No3muus, 3a KOSATO ca noganu odepTta. [JokaseaHe: 3a AoKa3BaHe
Ha CbOTBETCTBMETO C MOCOYEHUS KPUTEPUI, YHaCTHUKBLT nonbnea Yact IV: Kputepuit 3a
noabop, pasgen b: MikoHomn4yecko 1 omHaHcoBO cbeToAHne, Ha EELOIN, kaTto nocoum o6y
06opoT OT nocneaHUTe TPU (PMHAHCOBU FOANHM HA CTOMHOCT HaW-Marko nNporHo3HaTa
CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoATo yyacTBa. [JOKyMeHTU 3a JOKa3BaHe
(npeacTaBAT ce camo npu ycnosusaTa Ha yn. 67, an. 51 112, an. 1, 1. 2 ot 30I1): - Cnpaeka 3a
obwmsa obopoT 3a nocnegHuTe 3 (TpK) NPUKAOYMAN (PUHAHCOBWU FOOUHU, B 3aBUCUMOCT OT
Aararta Ha KOSITO y4aCTHUKBT € yupedeH Unu e 3anoyHan genHoctra cu. - Konua Ha
roguWHUTE OTYET UM TEXHM CbCTaBHM YacTn, Korato nybriMkyBaHETO UM Ce U3UCKBa OT
3aKOHOAATENCTBOTO Ha AbpXaBaTa, B KOATO YY4aCTHUKBLT e ycTaHoBeH. 3abenexka: Korato no
OCHOBaTerHa NpuynHa y4acTHUK HE € B CbCTOsIHME Aa NpeacTtaBu NOUCKaHUTe OT
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Bb3M10OXUTENA OOKYMEHTH, TOM MOXe Ada JoKaXe CBOETO MKOHOMUYECKO U (*)VIHaHCOBO
CbCTOAHME C NMOMOLLTA Ha BCEKN OAPYr AOKYMEHT, KOMTO Bb3MNOXUTENAT npuemMe 3a noaxonsL.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPeAnoxXun Han-H1cKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Becekn yyacTHUK B npouedypaTa nma npaso Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn No3nLUUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3nuusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUCKs 3a pasrnexgaHe, oueHKka u KnacmpaHe Ha
nocTbLNUNNUTE 0dPepTUn, CpaBHABA LEeHOBUTE NPeasIoKeHNa Ha AoNyCHATUTE 0 oueHKa
ogepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha eguHuua mspka 6es 0C (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha lNpunoxeHne 1 kbM LleHoBO npeanoxeHue go netu /5/ 3Hak cnepg,
JeceTuyHaTa 3anetad. B cnyyain 4e, npeanaraHute ueHu Ha gBe Unun nosede odepTn 3a
obocobeHa no3mumsa ca paBHW, KOMUCUATA NPOBEXAA Xpebuin 3a onpegensHe Ha U3NbAHUTEN
MeXAy KnacupaHuTe Ha MbPBO MACTO y4acCTHULUM, cbrniacHo Yvn. 58, an. 3 ot MM30I1. *
KnacupaHeTo Ha y4acTHMUMTE e Ce M3BbPLIM Bb3 OCHOBA Ha oheprpaHnTe LieHn 3a BCsAKa
efiHa No3uums He3aBMCMMO Aann KbM AaTaTa Ha KnacMpaHeTo MMa NpoMsiHa Ha LleHUTe Ha
nekapcteata B ,,CMMNCbBK Ha npoTMBOTYMOPHUTE NEKapCTBEHN NPOAYKTM 3a fie4YeHme no
ambynaTopHu npouenypu u KnnuHudHM nbTtekn®, B MNJ1C nnn B Pernctbpa Ha npegenHute LeHu
Ha feKkapcTBeHUTe NPOoAYKTU, OTMYCKaHW Mo Nekapcko npegnucaHve B CpaBHEHME C
odhepupaHuTe LieHM B LLEHOBOTO NpeanoXeHne Ha y4acTHMKa ManckBaHna KbM npeanaraHaTa
ueHa YyactHuumte npegnarat EguHuyHa ueHa Ha eamHuua msipka B eBpo 6e3 A4C (g, mg,
mcg, ml, IU) Ha npeanaraHaTta no3vums, 4O NeTu 3Hak cref gecetuyHarta 3anetas. ObuwaTta
CTOMHOCT ce noco4sa B eBpo 6e3 [1[1C oo BTOpu 3HaK cnea geceTnyHaTa 3aneTas.
MpeanoxeHnTe LeHN Ha nekapcTBeHnTe Npoayktu, 3annawanm ot H30K no pega Ha yun.262,
an.6,7.1 3IMXM” ga He HagBULIAaBaT NOCOYEeHUTe LieHn B cnmcbk Ha H3O0K -
AKTyanusaumoHeH (pann KbM HOMEHKNaTypuTe Ha BoNHUYHUTE coTyepu, CbabpxaLy,
nekapcTBEHW NPOAYKTU, NpeAHa3HavYeHn 3a NnevYeHne Ha OHKOSorM4HM 3abonsasaHms no
ambynaTopHu Npoueaypuy 1 KNMHUYHK NbTEKN, akTyalneH KbM JaTaTta Ha nogaBaHe Ha
odepTa. KnacmpaHeTo Ha y4yaCcTHULUUTE LLe Ce U3BbPLLM Bb3 OCHOBA Ha ohepupaHuTe LeHu
3a no3uumsi, He3aBUCMMO fann KbM AaTaTa Ha KnacMpaHeTo MMma NpoMsiHa Ha LeHUTe Ha
nekapcTBeHW NPoayKTN B AKTyanu3aunoHeH ann KbM HOMEHKNaTypuTe Ha 60NHUYHUTE
cobTyepu, CbabpKaLy fNekapCTBEHM NPOAYKTU, NpeaHa3HavYeHn 3a nevYeHne Ha OHKOMNOrnMYHU
3abonaBaHus No ambynaTtopHU Npoueaypu N KIMHUYHM NbTEKK, B MM03UTUBHMSA NeKapCTBeH
CMUCBK, Unn B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBEHUTE NPOAYKTK, OTNYCKaHW Mo
nekapcko npegnucaHue, B cpaBHeHME C oheprpaHnTe B LLEHOBOTO MpeanoxeHne Ha
yyacTHuKa. B goroBopa, CkroyeH B pesynTtaTt Ha npoBedeHarta npoueaypa, we ce nocovar
odheprpaHnTe OT y4acTHMKA LieHM 3a OTAESNTHUTE No3uLmMKn, CbobpasHO KOUTO ChLUUAT €
onpeneneH 3a U3NbAHUTEN, HO NPW U3MbIIHEHNETO Ha AoroBopa, Bb3noxumtensat 6e3ycnoBHO
LLie 3annaLla fekapcTBeHnTe NPOAYKTU Ha MNO-HUCKaTa LieHa, onpeaeneHa mexay ueHara,
ogoepupaHa OT y4acCTHMKa M LieHaTa, akTyanHa KbM MOMEHTa Ha JocTaBKkaTa no
AKTyanusaumoHeH hann KbM HOMEHKNaTypuTe Ha BoNHUYHMTE cohTyepu, CbabpxaLy,
neKkapCcTBEHM NPOAYKTU, NpeaHa3HavYeHn 3a nevYeHne Ha OHKOMNornm4yHm 3abonasaHuns no
ambynaTopHu npoueaypu 1 KNMHUYHU NbTekn. [pn NnoBuLIaBaHe Ha LieHaTa Ha NekapcTBEH
NPOAYKT, Bb3NOXUTENAT HAMa Aa 3anfawa CbLMAT Ha HoBaTa NO-BUCOKA LieHa.
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MpennaraHaTta LieHa Ha NekapcTBEHUTE NPOAYKTU — He TpsAGBa Aa npesulaBa onpeaeneHaTa
OT Bb3noxuTens CTOMHOCT Ha NpeABUAeHNTe AOCTaBKN Ha BcAka 060cobeHa nosuums 3a
KOSAATO ce nojaasa ogpepTa.

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/555693
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/555693
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/05/2026 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: 12/05/2026 12:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemarta
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: ta

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: Komucus 3a 3awura Ha KOHKypeHuuaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe na ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30I1
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNMeynANN3NPAHA BEOJTHNLUA 3A AKTUBHO JIEYEHWE HA OHKONOI M4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

8. Eagraiochtai
8.1. ORG-0001
Ainm oifigitil: CMELANU3NPAHA BONHULIA 3A AKTUBHO NEYEHWE HA

OHKONOIMM4HWM 3ABONABAHNA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[
Uimhir chlariuchain: 000090154
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https://app.eop.bg/today/555693
https://app.eop.bg/today/555693

Seoladh poist: 6yn. ULAP OCBOBOOUNTEJT Ne100

Baile: rp. BapHa

Cad poist: 9010

Foroinn tire (NUTS): BapHna (BG331)

Tir: An Bhulgair

Pointe teagmhala: NnameHa Pagesa

R-phost: sbalozvarna_zop@abv.bg

Teil.: 0885994069

Seoladh idirlin: https://varnaoncology.org

Praoifil an cheannaitheora: https://app.eop.bg/buyer/12765
Réil na heagraiochta seo:

Ceannaitheoir

Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe

8.1. ORG-0002
Ainm oifigiuil: Komucuns 3a 3awmrta Ha KOHKypeHLumsTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Codhus
Cdd poist: 1000
Foroinn tire (NUTS): Cocous (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Komncusa 3a 3awmra Ha KOHKypeHuunaTa
R-phost: delovodstvo@cpc.bg
Teil.: +359 29356113
Facs: +359 29807315
Seoladh idirlin: http://www.cpc.bg
Ré6il na heagraiochta seo:
Eagraiocht athbhreithniuchain

Eolas faoin bhfégra

Aitheantdir/leagan an fhégra: 99f60996-3ff0-4668-b90e-573328d2358¢c - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhégra: 03/04/2026 08:49:31 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fogra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 235111-2026

Uimhir eagrain 10 S: 67/2026

Data foilsithe: 07/04/2026
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