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An Bhulgair — Pharmaceutical products — ,,JloctaBka Ha NpOTUMBOTYMOPHMU JfIeKapCTBEHU
npoaykTtu 3a Hyxxaute Ha CBAJIO ,,CeBetn Muna“ EOO[], rp. BnaroeBrpag -BTopa 4acTt“ no
060Cc00eHU No3nLun“

OJ S 113/2026 15/06/2026

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: CMTELUMANN3VPAHA BOJIHULIA 3A AKTUBHO JIEYEHUME MO OHKONOIrnA"
CBETW MMHA" EOO[J
R-phost: song_klisurska@abv.bg
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. Nos imeachta

2.1. Nos imeachta
Teideal: ,JlocTaBka Ha NPOTUBOTYMOPHW NeKapcTBEHU NpoayKTn 3a Hyxaute Ha CBAJ1IO
,CBetn MuHa“ EOO[, rp. Bnaroesrpag -BTopa 4act“ no o6ocobeHn no3mummn®
Cur sios: MNpeameTsbT Ha obuwecTBeHaTa nopbyka ,JlocTaBka Ha NPOTUBOTYMOPHMU
nekapcTteeHu npoayktun 3a Hyxaute Ha CBAJO ,Ceetn Muna“ EOO[, rp. bnaroesrpag -BTopa
yacT“ no o6ocobeHn nos3mumn e pasgeneH B 5 /net/ o6ocobeHn no3numnmn, Kakto creasa: 1.
O6ocobeHa nosnuma Ne 1 ,Mirvetuximab soravtansine” — nekapcTBeH NpoayKT ¢ AHaToMo-
TepaneBTudeH koa /ATC-koa/ LO1FX26, MexgyHapogHo HenaTeHTHO HanmeHoBaHue /INN/
Mirvetuximab soravtansine, JlekapcteeHa oopma Concentrate for solution for infusion,
KonnyecTBo Ha akTMBHOTO nekapcTBeHoO BeLecTtBo, 5 mg/ml - 20 ml, Npegnonaraemo
Konu4yecTBo 3a 2 roauHu — 144 dnakoHu; 2. O6ocobeHa nosmuma Ne 2 ,Zolbetuximab® —
nekapcTBeH NpoaykT ¢ AHaTomo-TepaneBTuyeH kog /ATC-koa/ LO1FX31, MexayHapoaHo
HenaTeHTHO HaumeHoBaHue /INN/ Zolbetuximab, JlekapctBeHa bopma Powder for concentrate
for solution for infusion, KonnyecTtBo Ha akTMBHOTO nekapcTeeHo BellecTtso, 100 mg (20 mg
/ml), Mpeanonaraemo konu4ecTeo 3a 2 roanHu — 200 pnakoHu; 3. Ob6ocobeHa nosmumsa Ne 3
»Zolbetuximab“ — nekapctBeH npoaykT ¢ AHaTtomo-TepaneBTudeH koa /ATC-koa/ LO1FX31,
MexayHapoaHo HenaTeHTHO HanmeHoBaHue /INN/ Zolbetuximab, JlekapcTBeHa copma
Powder for concentrate for solution for infusion, Konn4ectso Ha akTMBHOTO NleKapCTBEHO
BewlecTtBo, 300 mg (20 mg/ml), MNpeanonaraemo konuMyecTso 3a 2 roguHu — 600 conakoHu; 4.
O6ocobeHa nosnuma Ne 4 ,Vismodegib“ — nekapcTBeH NnpoaykT ¢ AHaTOMO-TepaneBTUYEH Ko
/ATC-kog/ LO1XJ01, MexayHapoaHo HenaTeHTHO HanmeHoBaHue /INN/ Vismodegib,
JlekapctBeHa coopma Capsule, hard, KonnyecTBo Ha akTUBHOTO flekapCTBEHO BellecTBo, 150
mg, MNpegnonaraemo konuyecTBo 3a 2 roguHn — 2184 caps; 5. O6ocobeHa noaunumusa Ne 5
,Ivosidenib® — nekapctBeH npoaykt ¢ AHaTtoMo-TepanesTuyeH ko /ATC-koa/ LO1XX62,
MexayHapoaHo HenaTeHTHO HanmeHoBaHue /INN/ Ivosidenib, JlekapctBeHa copma Film-
coated tablet, Konu4ecTBo Ha akTMBHOTO fekapCTBEHO BeLlecTBo, 5 mg/ml - 20 ml,
Mpeanonaraemo konn4yecTBo 3a 2 roanHn — 1440 TabneTku;
Aitheantdir an ndéis imeachta: 178d966d-542e-4452-a5ef-9a199883c620
Aitheantoir inmheanach: 589505
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An cineal ndis imeachta: Oscailte
Ta an nés imeachta a bhrostu: nil

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

2.1.2. An it feidhmiochta
Seoladh poist: yn. Bacun JleBcku Ne 62
Baile: rpag bnaroesrpag
Caod poist: 2700
Foroinn tire (NUTS): Bnaroesrpag (BG413)
Tir: An Bhulgair

2.1.3. Luach
Luach measta gan CBL a direamh: 1 953 671,89 EUR

2.1.4. Eolas ginearalta
Eolas breise: 1. Bb3noxutenat onpegens kato NMNOAXOOALLA N OBEKTUBHA BA3A 3a
CpaBHEHME, KOSATO LLie 1U3ron3Ba BbB Bpb3ka c un. 72, an. 1, 1. 2 ot 30l nporHo3Ha CTOMHOCT
Ha obocobeHaTa No3nums. 2. YH4aCcTHUKBLT, onpefeneH 3a n3anbiHUTen Ha obulecTBeHaTa
nopbyka e AfbXeH, Npean NoanucBaHeTo Ha 4OroBopa, Aa NpeacTaBu rapaHumus 3a
N3NbiHEHNe Ha JorosBopa B pasmep Ha 3 /Tpu/ % oT cTorMHocTTa Ha gorosopa 6e3 AC. 2.1.
MapaHumAaTa 3a n3nbiHeHWe Ha goroopa TpsbBa aa 6bae npencTaBeHa Mo XenaHue Ha
y4yacTHuUKa B egHa ot cphopmute npeasugenm B Un. 111 ot 30M. MapaHuuata no un. 111, an. 5,
T. 3 ot 30l MOXe ga ce NpeacTaBn caMo Korato CTOMHOCTTA Ha rapaHumsTa 3a U3nbliHeHne
e paBHa unu no-manka ot 500 000 nesa nnun 255 645,94 (oBecTta neTgeceT M NeT XUnNaau
LIECTCTOTMH YeTUpPUAECET M NeT eBPO U AeBETAECET M YETUPU €BPO LieHTa) eBPO (Ha
ocHoBaHue un. 111, an. 7 ot 30I1). 2.2. KoraTto rapaHuusita e nog bopMarta Ha napuyHa
cyma, To T8 e nnatuma no 6aHkoBaTa cMeTka Ha nevyebHoTo 3aBegeHne — CBAJO ,CeeTu
MuHa“ EOOL: OBLWNHCKA BAHKA ALl, ®Ll — Bnaroesrpag IBAN:
BG11SOMB91301013959201 BIC: SOMBBGSF Tutynsap: CBAJIO ,Ceetn Muna“ EOO[.
Bcunykn 6aHKkoBM pasxogum, CBbp3aHu C NPEBOAUTE Ha cymaTa ca 3a cMeTka Ha M3nbnHutens.
2.3. Korato rapaHuusaTta e nog popmaTa Ha 6aHKoBa rapaHuus, U3NbAHUTENAT NpeacTaBs
opurMHanbsT Ha baHkoBaTa rapaHuus, KaTo cbluaTa cnega aa 6bae 6e3ycnoBHa,
HeoTMeHsieMa 1 Henpexebprisiema kato nokpmea 100 % (CTo npoueHTa) OT CTOMHOCTTa Ha
rapaHuusiTa 3a uanbnHeHneTo my. lNpu ydpeaasaHe Ha 6aHKOBa rapaHums, T cnegsa oa
cbabpxa crnegHuTe ycnosus: 2.3.1. Cpoka Ha BannaHocCT Ha 6aHkoBaTa rapaHumsi € cpoka Ha
n3nbnHeHne Ha [Jorosopa, nntoc 30 /Tpugecet/ kaneHaapHn gHun. 2.3.2. CTpaHuTe ce
cbrnacsaear, Npy NOCTbNMIO MbPBO MUCMEHO UCKaHe 3a nnalwaHe, HaaneXxHo NoagnucaHo n
nognevaraHo OT Bb3MOXUTENS, AeKNapupaLlo Ye U3MbIAHUTENAT HE € U3MbIHUI YaCTUYHO
WU N3UAN0 3aabIMKEHMATA C N0 AoroBopa (C TOYHO NOCOYEHM KO OT YCroBUSATa Ha
AOroBopa ca HapyLleHu), U B criydan Ha nunca Ha 4o6poBOMHO NnallaHe Ha ObImKMMmaTa cyma
Mo TOBa OCHOBaHWe OT CTpaHa Ha uanbnHuTens, 6aHkaTa ga 3annatv cymaTa OT rapaHuuaTa,
He3aBMCUMO OT HanpaBeHUTE Bb3paKEeHUS U 3alunTa, Bb3HMKBALLM BbB BPb3Ka C OCHOBHUTE
3aabikeHns Ha nanbnHutens. 2.3.3. CTpaHute ce cbrnacsaeart, 6aHkaTa ga 3annatu
AbIbKMMaTa cyma oT rapaHuusaTa, B pamkuTe Ha 5 (neT) paboTHM AHW, CHUTAHO OT AaTaTa Ha
nony4aBaHe Ha HaAneXxHo NogNMCaHOTO M NognevyaTtaHo UckaHe 3a nnawlaHe ot
Bb310XUTENS, HE3aBUCMMO OT HaNpaBEHUTE Bb3PaKeHUs U 3aliuTa, Bb3HMKBALLM BbB BPb3Ka
C OCHOBHUTE 3aab/KeHMs Ha n3nbnHuTens. 2.3.4. CTpaHuTe ce cbrnacsieaT, BCUYKM GaHKOBM
pas3xoaun, TakCu, KOMUCUOHHW 1 ApYrv NnallaHns, CBbp3aHu ¢ 06Cny>XBaHETO Ha rapaHuuMAaTa,
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BKIMIOYMUTENHO NP HEMHOTO Bb3CTaHOBSABAHE, a ca 3a CMeTKa Ha M3nbnHutens, no
AencrBawaTa Tapuda Ha obcnyxsalata 6aHka Ha Bb3noxutens. 2.3.5. CtpaHuTte ce
cbrnacsasar, BCMYKM DaHKOBM pa3xogu, TakCu, KOMUCUOHHM U OPYrX NnaLlaHns, CBbp3aHu CbC
3a4bpPXXaHETO, MbISIHOTO MM YaCTUYHO YCBOSIBAHE Ha rapaHumaTa, BKIHOYMTENHO U TaKCUTE Ha
BBb3NoOXmTensa 3a obpaboTka Ha MCKAHETO 3a NnallaHe 1 aBu3npaHe Ha rapaHuusaTa, aa ca 3a
cmeTka Ha MsnbnHuTtens. 2.3.6. ABn3npaHeTo Ha 6aHkoBaTa rapaHums € NoO4YMHEHO U ce
perynupa cbrnacHo EgHoobpasHuTe npasuna 3a rapaHuuuTe. 2.4. Korato rapaHumsita 3a
N3NbrHEeHne e nog oopmMarta Ha 3acTpaxoBka, U3NMbIAHUTENAT NpeacTaBsa 3acTpaxoBkaTa,
KOsiTO 6€3yCnOBHO 1 HEOTMEHMMO Aa obe3nevaBa U3NbIIHEHNETO, Ype3 NOKPUTME Ha
OTroBOPHOCTTA Ha M3NbnHUTENSA M € CbC CPOK Ha BannaHOCT, CpOKa Ha AeNcTBME Ha
Horosopa, nntoc 30 /TpuaeceT/ kaneHaapHu aHU. Bb3anoxutenart cneasa ga 6bae nocoyeH
KaTo TpeTo Non3BaLLo ce Nnuue no Ta3um 3acTpaxoBka. 3acTpaxoBkaTta crnefBa Aa nokpusa
OTrOBOPHOCTTA Ha M3NbnHUTENS NPpY MbIHO UM YaCTUYHO HEU3NbIHEHWe Ha [loroBopa, u He
MOXe Aa 6bae u3nonsesaHa 3a obesneyeHne Ha HeroBaTta OTFOBOPHOCT MO ApPYr AOroBop.
Pasxognte no cknioyYBaHETO Ha 3acTpaxoBaTesiHMS AOroBop M NoaAbpXaHeTo Ha
BanNuAHOCTTa Ha 3acTpaxoBKaTa 3a U3NCKBAHUSA CPOK, KAKTO M MO BCSKO M3nnalwiaHe Ha
3acTpaxoBaTesniHo obe3leTeHre B NoOf3a Ha Bb3NOXUTENS, NPY HanMyne Ha OCHOBaHue 3a
TOBa, Ca 3a cMeTKka Ha ManbnHutens. 3. OdepTuTe Ha y4acTHULMUTE ce pasrnexaar,
oLeHsiBaT U Knacupar no peaa, nogpobHo pernameHTupar B 4n. 104 ot 30MM n un. 51- un. 61
ot MNM30I1, T.H. 06bpHaT pea. OueHaBaHETO Ha NpeanioXeHnsiTa B HacTosiwaTta obuiectseHa
nopbyKka ce U3BbpLLBa Bb3 OCHOBA Ha KpUTEpUA 3a BbanaraHe ,Han-Hucka ueHa” (un. 70, an.
2, 1. 1 ot 30TI1). OueHnBaHeTo Ha ochepTuUTE LLE Ce U3BbpLUBA 3a BCsika obocobeHa no3mums
NnooTAenHO. AKO y4acTHUK Npeasnioxu obLua LeHa, KoSTo e no-Hucka ¢ noseye ot 20 % ot
cpedHaTa CTOMHOCT Ha NPeasioKeHMSATa Ha OCTaHanuTe y4yacTHMUM Npy AonycHaTh Ao
OLEHsIBaHe Tpy Unm noseye ohepTn Unm e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHO3Ha CTOMHOCT NMpW AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTy, KoMmcusaTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3nuus, onpeaenstHeTo Ha U3NbIIHUTEN MEXAY KnacMpaHuTe Ha MbpPBO MACTO 0PepTH e ce
M3BbPLUBA NP cna3BaHe nanckeBaHusTa Ha yun. 58, an. 3 ot MMN30I1. 4. Korato 4actTta ot
nopbyKkaTa, KOATO Ce U3NbMHABa OT NOAU3NBIAHUTEN, MOXe Aa 6bae npefaaeHa Kato
oTaeneH ob6ekT Ha U3NBITHUTENSA UNN HA BBb3NOXUTENS, Bb3NOXUTENAT 3annaila
Bb3HarpaxgeHue 3a Tasn 4acT QUPEKTHO Ha Noan3nbiHuTens. B Te3n cnyyam (4n. 66, an. 4
ot 30I1) pasnnaiiaHusTa ce ocbLLeCcTBABAT Bb3 OCHOBA Ha UCKaHe, OTMNpaBeHo OT
NOAN3NBbIHUTENS 40 Bb3NOXUTENSA Ype3 U3NBIIHUTENS, KOWTO € ANbXEH Aa ro npegocTaBu Ha
Bb3roxuTens B 15-AHeBEH CPOK OT nonyyaBaHeTo My. KbM UCKaHeTO 3a nnawaHe
N3NBbNHUTENAT NPeaoCTaBs CTaHOBMLLE, OT KoeTo TpsAbBa Aa e BUOHO Aanu ocnopsa
nnawaHuaTa UM YacT OT TAX KaTo HeAbiMKUMU. Bb3noXuntenaT uMma npaso Aa OTKaxe
nnawaHeTo, Korato MCKaHeTo 3a nnallaHe e OCrnopeHo, 40 MOMEHTa Ha OTCTpaHABaHe Ha
npuyvHaTa 3a oTkasa.

Bunus dli:

Treoir 2014/24/AE

2.1.5. Téarmai solathair
Téarmai na haighneachta:
Lion uasta na luchtdg ar féidir le tairgeoir amhain tairiscinti a chur isteach ina leith: 5
Téarmai an chonartha:
Lion uasta na luchtdg ar féidir conarthai a dhamhachtain ina leith ar aon tairgeoir amhain: 5

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Fégra
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Rannphairtiocht in eagraiocht choirivil: KaHgngaTsbT v y4acTHUKBT € OCbAEH C Brisiana B
cvna npucbaa 3a npectbnnenne no Yn. 321 unu un. 321a ot HakasaTtenHua kogekc (4n. 54,
an. 1, 7. 1 ot 30TI1) unu 3a aHanorMyHoO NpecTbIeHMe B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Eillii: KanamoaTsT unu YYaCTHUKBLT € OCbZEH C Bfisi3na B cuna npucbaa 3a npectbhnieHne no
yn. 301-307 ot HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo
npecTbnieHne B gpyra AbpXxaBa YrneHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I01)
Calaois: KaHangatbT unu y4acTHUKBLT € OCbAEH C Brisi3na B cuna npucbaa 3a npecrbrineHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B Apyra Abp)XaBa YneHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I01)
Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHomaatsT unm y4acTHUKBT € OCbAEH C BRsi3na B cua npucbaa 3a NpecTbhiieHne no yn.
114a - 1141 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) nnn 3a aHanorMyHo
npecTbnieHne B Apyra Abp)XaBa YreHka nnm Tpeta ctpaHa (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. — peaakums B
cvna go 30.01.2026 r.) kaTo npecTbnneHne, BKIOYeHo B obxBaTa Ha un. 57, naparpad 1 ot
Oupektnsa 2014/24/EC)

Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTbT nnu y4acTHUKBLT € OCbAEH C
BNsA3na B cuna npycbaa 3a npectbnsieHre no yn. 253-260 ot HakasatenHua kogekc (4n. 54,
an. 1, 7. 1 ot 30TI1) unu 3a aHanNOrM4yHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu TpeTa
cTtpaHa (4n. 54, an. 1, 7. 2 ot 300N)

Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHouaaTbT UM y4aCTHUKBT €
OCbAEH 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 NpecTbnfeHne B Apyra AbpKaBa
4ynieHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Saru oibleagaide a bhaineann le canacha a ioc: KaHangatbT unu y4acTHUKBLT nma
3a4b/MKeHNs 3a JaHbumM No cMUCHIa Ha un. 162, an. 2, 1. 1 oT JaHbYHO-OCUrypUTENHUSA
npouecyarneH Kogekc n NnMxeuTe No Tax KbM ObpXaBaTa unv kbM obLuimHaTa no ceganveTo
Ha Bb3MNOXUTENSA U Ha KaHOMAATa UK y4acTHUKA, UMW aHanorm4yHu 3aabimKeHns CbriacHo
3aKOHO4ATENCTBOTO Ha AbpXXaBaTta, B KOATO KAaHAWMAATBLT UK YYaCTHUKBT € YCTaHOBEH,
AoKasaHu C BNA3b B CUa akT Ha KOMMeTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I0)

Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: KanguaatsT nnm
YYaCTHUKBT MMa 3a0bJDKEHUS 3a 3a4bIMKUTESTHM OCUTYPUTESTHM BHOCKM MO CMUCHIA Ha Yn.
162, an. 2, T. 1 oT [JaHbYHO-OCUTYPUTENHUS NpoLecyarneH KogeKC U INXBUTE MO TAX KbM
AbpXxaBaTa unm KbM obLMHaTa No ceganuuleTo Ha Bb3NOXUTENS U Ha KaHauMaaTa unm
y4acCTHUKA, NN aHanorMyHn 3agbImKeHNs CbrNacHO 3aKOHOA4AaTENCTBOTO Ha AbpKaBaTta, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3bI1 B CUMa akT Ha
KOMNEeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I1)

Saru oibleagaidi i réimsi an dli comhshaoil: KaHangatsbT unm y4acTHUKBT € OCbAEH C Brisiana B
cvna npucbaa 3a npecrbnnexne no yn. 352-353e ot HakaszatenHusa kogekc (4n. 54, an. 1, 1.1
ot 30I1) nnn 3a aHanorM4HO NpecTbNIeHne B Apyra AbpXXaBa YneHka unm Tpeta ctpaHa (4n.
54,an. 1, 1.2 ot 300N)

Saru oibleagaidi i réimsi an dli shoisialta: KaHamaatsT nnmn y4acTHUKBT € OCbAeH C BMs3na B
cvna npucbaa 3a npectbnnenne no Yn. 172 unu un. 192a ot HakasaTtenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanorMyHoO NpecTbiIeHMe B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: KaHgngaTsbT UM y4aCTHUKBT € U3BBbPLUNI
HapyweHue no un. 118, 128, 245 1 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C BIISI3NO B
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Cvna HakasaTesnHo NOCTaHOBMEHME UMK CbOEeOHO peLLeHne, NN aHanorMyHN HapyLleHus,
YCTAHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbrfacHO 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
KOHQOIMKT Ha MHTepecKn nNo cmucbna Ha § 2, T. 21 ot [P Ha 30T, konTo He Mmoxe 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 nmrnca 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 OTCTpaHsBaHe Unu
N3NbITHEHNETO Ha KpuTepumuTe 3a noabop (4n. 54, an. 1, 1. 5 ot 30IM)

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: Mirvetuximab soravtansine
Cur sios: NpeameTsbT Ha o6ocobeHa no3mumsa Ne 1  Mirvetuximab soravtansine® Bkntousa
AO0CTaBKa Ha nekapcTBeH npoaykT ¢ AHaToMmo-TepaneBTuyeH kog /ATC-koa/ LO1FX26,
MexayHapoaHo HenaTeHTHO HanmeHoBaHue /INN/ Mirvetuximab soravtansine, JlekapcTBeHa
dopma Concentrate for solution for infusion, Konnuecteo Ha akTMBHOTO NIEKAPCTBEHO
BeLlecTtBo, 5 mg/ml - 20 ml, Npegnonaraemo KONMYECTBO 3a 2 rogmHn — 144 donakoHw.
Aitheantdéir inmheanach: 589506

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpalHUAT CpoK 3a U3NbiHEHNE MOXE [a Ce NPOABITKN
(nogHOBM) 4O CKNtOYBaHE Ha HOB 4OrOBOP NO NPOBeAEHa creBalla npoueaypa 3a BbanaraHe
Ha obLuecTBeHa NopbYka CbC ChLUMSA NPpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa MeceLa, KaTto B TO3M
crny4an MeceyHuTe OOCTaBKM (MpegMeT Ha JoroBopa), Wwe ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo meceveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHEeTO/MOAHOBABAHETO. Y AbMKaBaHETO Ha Cpoka
Ha gorosopa (MoAHOBsIBAHETO € cbobpaseHo ¢ nancksaHmata Ha un. 21, an. 1 ot 30Mwn e
npeABMAEHO OT Bb3NOXUTENSA B NPOrHO3HaTa CTOMHOCT Ha nopbuykarta). 1.2. B cnyyan ye oo
N3TU4aHe Ha CpoKa Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH (PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3sa NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kaTo yabIKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN JOMBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NPeAMET Ha nopbykata Ao
n3yepneaHe Ha (hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(nBaHagecert) meceua. oA ,HenspasxoaBaH PUHAHCOB pecypc” Bb3NOXUTENAT UmMa npeasua
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa v n3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxntenar Mmoxe aa peanuampa npaBoTo CU Ha
,OMUMSA 3a yabihkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha A40roBopa 3a Bb3naraHe
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N3NbNHEHNETO Ha obLlecTBeHaTa nopbyka. OnuusaTa ce peanuanpa 4Ypes CKMYBaHeTo Ha
AOMbITHUTENHO CropasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. An ait feidhmiochta
Seoladh poist: yn. Bacun Jlesckn Ne 62
Baile: rpag bnaroesrpan
Caod poist: 2700
Foroinn tire (NUTS): bnaroesrpag (BG413)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaiiHnat cpok 3a na3nbfiHEHNE MOXE Aa Ce NPOabITKN
(nogHOBM) 4O CKNtoYBaHE Ha HOB 4OrOBOP NO NPOBEAEHa crieABalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpeaMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBeAOMIIEHMNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe AoCTaBKkM (MpeaMeT Ha JoroBopa), We ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo meceyveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO € HanpaBeHO yabiKaBaHETO/MOAHOBABAHETO. YAbiKaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO € cbobpaseHo ¢ uanckBaHmata Ha yn. 21, an. 1 ot 30Mwn e
npegBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cniyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuvue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, BL3NOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha AoroBopa“, kaTo yabJKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBA OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepneaHe Ha (hMHaHCOBUSA pPecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTta Mexay MakcumarHo gonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoABaHnTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bbanoxmntenat moxe aa peanuavpa NpaBoTo CU Ha
,OMUMSA 3a yabIhkaBaHe Cpoka Ha Aorosopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obuecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHEeTo Ha
OONBbIHUTENHO cnopasymMeHune npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a aireamh: 413 143,20 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: Hactoswara obuiectBeHa Nopbyka ce OTKpMBa M Bbarnara nepmoanyHo, ¢ orneg
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NIekapCTBEHU MPOLYKTH.
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): nil
Eolas breise: 1. Bb3noxmutenat uma npaso npu HE0O6XO0ANMOCT C Orfies peasnHuTe cu
noTpebHOCTM Aa NPOMEHSA €AHOCTPaHHO NPOrHO3HUTE /MnaHnpaHnTe/ Konu4yecTaa no
OTOENHUTE NEKapCTBEHN NPOAYKTM OT cneundmkauusaTa, kato nma nNpaBo Aa 3asiBuU JOCTaBKa
Ha No-rofiemMun KonmyecTsa NPoAyKTU OT eAHa unu noseyvye o60cobeHn No3nLmMm B pamMKnUTE Ha
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AoroBopeHaTta ctonHocT. 2. OdepupaHaTa LeHa 3a onakoBKka Ha flekapCTBEHUS NPOAYKT €
douKCMpaHa 1 He NMoANeXn Ha NPoMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o nskniodeHne
JOoroBopeHaTa LieHa MOXe da ce U3MEHSI BbB Bpb3ka C MPOMEHN B HOPMaTUBHUTE
pasnopenbu, pecnektMBHo B Hapeabata 3a ycnosusaTa, npaBunaTa u pefa 3a perynupaHe u
perncTpmpaHe Ha ueHuTe Ha nekapcreeHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapu 2017 r. 1 cn./, npaBeLLy HEBb3MOXHO U3NbIHEHWETO Ha AoroBopa npu
AoroBopeHuTte ycnosus. 3. [loroBopeHaTta LieHa MoXe Aa ce U3MEHU N Ha OCHoBaHue 4n. 117a
ot 30Il1 B cnyyan Ye ca Hanuue 4OCTaTb4YyHO AaHHW, OT KOUTO Ce YCTaHOBSIBA HANMYMETO Ha
NPUYMHHO-CNeaCcTBEHaTa BPb3ka MeXay HaCTbNUINTE MHAIaUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NeKapCTBEHUTE NMPOAYKTW, Noanexalum Ha nigekcaums. 4. B
cny4yamn, 4e B CpOKa Ha AeNCcTBUe Ha JOroBopa AbpXaBHO perynupaHaTa ueHa B NpunoxeHve
Ne 2 Ha [103UTUBHNA flekapCTBEH CMUCHK CTaHe No-HUCKa OT JoroBopeHaTa, M3nbnHUTenar e
OJNTbXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO JOCTaBs NekapCTBEHUTE MPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NnekapCTBEH CNUCHK, CYMTaAHO OT JaTaTta
Ha npomsHaTa. B cnyyan, 4ye He yBegoMn Bb3noxutens nMcMeHo B 5—HEBEH CPOK 3a
npomMsiHaTa U He NPOMEHM LieHaTa, Bb3noxutenaT we 3annawa 4oCTaBAHUTE NeKapCTBEHN
NPOAYKTM Mo NPOMEHeHaTa LieHa, CYMTaHO OT JaTaTa Ha CboTBeTHaTa AKTyanuMsauma Ha
[MO31TMBHMA NEKapCTBEH CNUCHK. 5. Bb3noXuTensaTt nma npaBo B M3BbHPEOHN 0B6CTOATENCTBA
(3a KoUTO OBCTOATENCTBA BLINOXUTENAT € MMCMEHO YBEAOMEH OT Bb3IOXMUTENS), KOUTO
BOOAT 4O HEBB3MOXHOCT Aaf€eH NekapCTBEH NPOAYKT, YTOBOPEH C AoroBopa Aa 6vae
AO0CTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha MPOU3BOACTBOTO;
CbLLEeCTBEHO 3abaBsHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO WU/Mnn HEBPEXHO
noBedeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AOCTaBKa Ha pyr 3amMecTBall, JIekapCTBEH NPOAYKT, OTrOBapsiLl, HA TEXHUYECKUTE U3NCKBaAHWUS
B NpunoxeHneTo Kbm goroeopa, cbe cbluma ATC kog 1 INN Ha 3amecTBaLLMS NEKAPCTBEH
NPOAYKT, HA HE NO-BMCOKa eAUHUYHA LieHa OT Tas3n Ha 3aMecTBaHWs NekapCTBEH NpoaykT. B
cnyyan, Ye eQUHUYHATA LieHa Ha 3amMecTBaLlMs flekapCTBEH NPOAYKT € No-BUcoKa OT
AOroBopeHarta no AoroBop, Bb3NOXUTENAT MMa NpaBo fa npekpaTn 4oroBopa 3a obuecTBeHa
nopbYKa No OTHOLUEHME HA TO3M NPOAYKT U Aa nNpoBeae npoueaypa Ha gorosapsHe 6e3
npegsaputenHo obsiernexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBOpbT MOXe fa Ce N3MEHU
B CrlydauTe, Korato B Cpoka Ha JeWCTBME Ha AOroBopa, ce Cryyun nponsBoanTENAT, NOCOYEH
OT U3MbIIHUTENSA NO AOroBopa, Aa NPOMeHU npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanuue npeanoXxeHne oT U3NbIHUTENS 3a JOCTaBka Ha MeaMKaMeHTa B pasnmyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOpPEHUTE LieHa M YCroBUs, NpeanoXxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KlacupaH Ha MbpBO MSACTO.

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
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexasaTt pa3peLueHue 3a NpouM3BOACTBO, U34adeHOo No peda Ha 3akoHa 3a NekapCcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUSA Ha ep0 C NeKapcTBEHN NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
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paspelueHue 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOl1, kaTo ce nocoyBa: HOMEpP U JaTa Ha u3gaBaHe
Ha paspeLleHMeTo 3a NPon3BOACTBO, u3fgaaeHo no pega Ha 3JIMXM unu 3a Tbproeusi Ha egpo
C NeKkapCTBEHM NPOAYKTU NN HA yOOCTOBEPEHMETO 3@ permcTpauus 3a TbproBus Ha eapo ¢
nekapcTBEHW NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. [lokasBaHe: Ha ocHoBaHue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I 4OKYMEHTBLT, KOUTO Ce NPeAcTaBsa OT ydacTHUKA
onpenerneH 3a n3anbnHuTen, npeaun ga 6bae CKYeH JOroBop UM Npu NOMCKBaHe B Xo4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanuaHo paspelueHne 3a Npon3BOACTBO, M34aAEHO0 Mo
pena Ha 3J1MXM unu 3a TbproBusa Ha eapo C fieKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
perncTpaums 3a TbproBusi Ha e4po C NieKapCTBEHN NPOAYKTU, UMK pa3peLLeHmne 3a BHOC.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOo0CTOBEpsBALL, NPABOTO 3a TbProBusi C NIEKAPCTBEHM MPOAYKTU UNKN paspeLleHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unum ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn Ypes npsik n 6esnnateH gocTsbn Ao
HaunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectBeHaTa nopbyka Tpsabea ga
nputTexxasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa un npekypcopute (3KHBIT), koraTo yyactsaT 3a fOCTaBKa Ha flekapCTBeHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpusiokeHnss Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbarta 3a knacudmumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbabpXaLlM NeKapCTBEHU NPOAYKTU, CbAbpXaLyu
HapKkoTu4HM BewecTBa oT MNpunoxerHnsa Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusiTa u BellecTBaTa KaTo HapkoTUYHN). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha n3gaBaHe Ha NULUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoaYyKTU, CbabpXKaLln HAPKOTUYHU BeLecTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa u
BellecTBaTa KaTo HapkoTuyHW. [JokasBaHe: Ha ocHoBaHue un. 67, an. S5uun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKYeH JOroBOp UK NPy NOMCKBAHE B XO4a Ha Npoueayparta €: 3aBepeHo Konuve Ha
BanugHa nuueHsuns, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHM NPOAYKTU, ChabpXaLm
HapKoTU4HM BewecTBa oT MNpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacudumumpaHe Ha pacTeHusiTa u BellecTBaTa Kato HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konune Ha NuLeH3nsTa No NpeaxogHoTo u3pedeHne, Korato umva gocTb No
cnyxebeH NbT unn ypes3 nybnuyeH perncTbp, UM KoraTo cblyjaTa MOXe Aa 6bae ocurypeHa
ypes nNpsk n 6e3nnaTteH AOCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKW.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM UHAHCOBU FOOUHN
yYaCTHUKBT creBa Aa e peanuanpan MMHumaneH o6 obopoT, n3umcneH Ha 6asa
roguwHuTe o6opoTun, B pasmep He No-ManbK OT ABYKpaTHUSA pa3Mep Ha NporHosHaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa nNo3nuuns, 3a KoaTo nogasa odepTta. Npu nsnonssaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT e cbobpasHo BUAa v aena ot
nopbyKaTa, KouTo LWe n3nbnHaBaT. YaoctoBepsBaHe: Jlyeto unu nuuarta nonbneat yacT IV:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTune Ha obefMHEHMS, KOUTO He ca pPUANYECKN Nnua, CbOTBETCTBUETO C NOCOYEHNS
KpuTepun 3a nogbop ce Aoka3ea OT 06eMHEHNETO Y4aCTHUK, a He OT BCAKO OT nuuaTa,
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BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMaumaTta, nocoveHa B EE[Ol, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30l. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbiiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 7. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANIEHTHN Ha NOCOYEHNTE JOKYMEHTU CbOBpasHo
3aKoHOaTencTBOTO CMU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM (UHAHCOBU FOOUHN
YyYaCTHUKBT creaBa Aa e peanuanpan MuHumaneH obopoT B cdeparta, nonagaila B obxearta
Ha nopbykaTa — npogaxba Ha nekapCcTBEHN NPOAYKTU, U3YNCHEH Ha 6asa roguHnTe
0060poTKH, B pasMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nums, 3a KoATo ce nogasa odpepTa. Npu n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
oboporT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbITHABAT. YOoCcToBepsiBaHe: JlnueTo nnu nuuarta nonbneat vacTt V:
.Kputepum 3a nogbop“, 6yksa b: ,MIkoHoMu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpun
yyacTne Ha obegMHEeHNs], KOUTO He ca PUaANYECKN NLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce aoka3ea OT 06eMHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenar
MOXXE Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heo6xoauMO 3a 3aKOHOCBHOOPA3HOTO NpOBEXAaHEe Ha NpoueaypaTta, 8 UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/vunu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbIIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTEN YY4aCTHUK
C NpeacTaBsAHe Ha JOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULM NPeACTaBAT EKBMBANEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPasHo
3aKoHOOATenNcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTy 3a nosedve oT efHa
obocobeHa no3nunsl, Bb3anoXxmntenaTt He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUA 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a MMHMManeH o6opoT B cpepaTta, nonajalla B
obxBaTa Ha nopbykaTa 3a Bcsika 0bocobeHa no3numst Aa ce cymmpar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHABaHETO Ha NpeanoXeHuaTa B HacToswaTa obwecTBeHa NopbYka ce N3BbpLIBa
Bb3 OCHOBA Ha KpUTEpMSA 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I).
Cur sios: OueHsBaHETO Ha NpeasioXKeHMsITa B HacTosiwaTa obuecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30I1). OueHsBaHeTO Ha ohepTUTE LLE Ce n3BbpLUBA 3a BCAka obocobeHa nosmums
nooTAenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KoaTo e no-Hucka ¢ noseye ot 20 % ot
cpegHaTa CTOMHOCT Ha NPeasioKeHMsTa Ha OCTaHanuTe y4acTHMUM Npy AoNycHaTh Ao
oLeHsiBaHe Tpu unu nose4ve odeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHO3Ha CTOMHOCT Mpu AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTn, KoMucusTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a ob6ocobeHa
no3nuus, onpeaensiHeTo Ha U3NbIIHUTEN MEeXAY KnacupaHuTe Ha MbpPBO MACTO OhepTy e ce
N3BbpLUBa Npu cna3eaHe nanckBaHmaTa Ha yn. 58, an. 3 ot MM30r1.

406646-2026 Page 9/34



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/589505
Cainéal cumarsaide ad hoc:
Ainm: LUANC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589505
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: 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: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 14/07/2026 14:00:00 (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: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un. 197, an. 1, 1. 1 ot 3akoHa 3a
obuwecteeHuTe nopbykm (30I0M) XKanba moxe aa ce nogasa nped K3K B 10-gHeBEH Cpok OT
n3TnyaHeTo Ha cpoka no un. 100, an. 3 - cpeLly peLLleHNeTo 3a OTKpMBaHe Ha npoueaypaTa u
/vnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHU B yCrioBusaTa no obsseHata npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CNEUMANMN3NPAHA BEONMHUNUA 3A AKTUBHO NEYEHWE MO OHKOJIOIMMA"CBETA
MNUHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELAITM3NPAHA
BOJTHNUA 3A AKTUBHO JIEMEHWE MNO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTa Ha KOHKypeHunsiTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUWMATTIMSUPAHA BOJTHULIA 3A
AKTUBHO NNEYEHUE MO OHKOJIOMMA"CBETU MUHA" EOOL
Eagraiocht a phréisealann tairiscinti: CITELLMAJTIMSUPAHA BOJTHULA 3A AKTVBHO
NNEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

406646-2026 Page 10/34


https://app.eop.bg/today/589505
https://app.eop.bg/today/589505

5.1. Luchtég: LOT-0002
Teideal: Zolbetuximab, konMyecTBO Ha aKTUBHOTO nekapcTeeHo BellecTso, 100 mg (20 mg/ml)
Cur sios: MNpeameTsbT Ha o6ocobeHa no3mumsa Ne 2  Zolbetuximab® BkntouBa goctaBka Ha
nekapcTBeH NpoaykT ¢ AHatomo-TepaneBTuyeH ko /ATC-koa/ LO1FX31, MexayHapoaHo
HenaTeHTHO HanmeHoBaHue /INN/ Zolbetuximab, JlekapctBeHa bopma Powder for concentrate
for solution for infusion, KonnyecTtBo Ha akTMBHOTO nekapcTeeHo BelecTso, 100 mg (20 mg
/ml), Mpeanonaraemo konnyecTBo 3a 2 rognHn — 200 donakoHu;
Aitheantéir inmheanach: 589508

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpalHUAT CPOK 3a U3NbJIHEHME MOXeE [a Ce NPOabITKM
(nogHOBM) 4O CKNtoYBaHE Ha HOB LOrOBOP NO NPOBEAEHa criefBalla npoueaypa 3a BbanaraHe
Ha obLiecTBeHa NopbYka CbC ChLUNSA NPegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHMNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa MeceLa, KaTo B TO3M
crnyyam mecevyHuTe AOCTaBKM (NpeaMeT Ha Jorosopa), Le ca Ha 6asa U B CbOTBETCTBUE CbC
cpeaHo meceveH 06em Ha M3NbIHEHWE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KONTO e HanpaBeHO yabIKaBaHETO/MOAHOBABAHETO. YOb/KaBaHETO Ha CpoKa
Ha goroBopa (MoAHOBsIBAHETO e cbobpa3seHo ¢ uanckeaHmata Ha yn. 21, an. 1 ot 30Mwn e
npegsnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye oo
N3TU4YaHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa No3NLUMs e Hanuue
HeunspasxoaBaH (OMHaAHCOB PeCcypC MO HEro U Bb3NOXUTENAT HE € CKIYUI Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, BL3NMOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMA 3a yabikaBaHe cpoka Ha JoroBopa“, KaTo yab/MKM CpOKa Ha Aorosopa ¢ NpaBoTo Aa
Bb3/10XWN LOMBIIHUTENHM KONMYECTBA OT fIEKapCTBEHUTE NPOAYKTU, NPeaMeT Ha nopbykaTa ao
n34yeprneaHe Ha PUHAHCOBMUS pecypc MO CbOTBETHUSA LOroBOpP, HO 3a He noBeye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasung,
pasnukaTa Mexgy MakCuManHo JonycTumaTta CTOMHOCT Ha JOroBopa U u3pasxoaBaHute
b1MHaHCOBM CpeacTBa No 4OoroBopa. Bb3noxntenat moxe aa peanuavpa NnpaBoTo CU Ha
,LOMUMA 3a yabhkaBaHe Ccpoka Ha JoroBopa“ 4o N3TnyaHe cpoka Ha AoroBopa 3a BbarnaraHe
N3NbHEHNETO Ha obLecTBeHaTa nopbyka. Onumata ce peanuampa Ypes CKYBaHEeTo Ha
OOMBbIHUTENHO cropasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. An ait feidhmiochta
Seoladh poist: yn. Bacun JleBcku Ne 62
Baile: rpag bnaroesrpag
Cadd poist: 2700
Foroinn tire (NUTS): bnaroesrpag (BG413)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaiHuaT cpok 3a n3nbrnHeHne Moxe fa ce NPoabIIKN
(nogHoBW) OO CKITlOYBaHe Ha HOB OroBOP Mo NpoBefeHa crieABalla rnpoueaypa 3a BbanaraHe
Ha obLLecTBeHa NopbYka CbC ChLUNSA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeJOMIIEHME OT CTpaHa Ha Bb3NOXUTers, HO He 3a NoBeYe OT ABa MeceLa, KaTto B TO3M
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crny4an MeceyHuTe 4oCTaBKM (MpegMeT Ha JoroBopa), We ca Ha 6asa n B CbOTBETCTBUE CbC
cpeaHo meceyveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabiKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha Cpoka
Ha gorosopa (MoAHOBsIBAHETO € cbobpa3seHo ¢ uanckeaHmata Ha un. 21, an. 1 ot 30Mwn e
npegBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B crnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH PMHaAHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kaTo yabJKM CpoKa Ha A0roBopa ¢ NpaBoTo Aa
Bb310XWN LOMBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepnsaHe Ha (hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTta Mexay MakcumarHo JornycTuMaTta CTOMHOCT Ha AOroBopa M U3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bb3noxmntenat moxe aa peanuavpa NpaBoTo CU Ha
,OMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obLecTBeHaTa nopbyka. Onumara ce peanuampa Ypes CKYBaHEeTo Ha
AOMBIHUTENHO cropasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a aireamh: 105 096,66 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: Hactoswara obuiectBeHa Nopbyka ce OTKpMBa 1 Bbarnara nepuoanyHo, ¢ orneg
noTpebHocTMTEe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapCTBEHU MPOLYKTHU.
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): nil
Eolas breise: 1. Bb3noxmutenat uma npaso npu He0O6Xo0ANMOCT C orfea peasnHuTe cu
noTpebHOCTM Aa NPOMEHSA €AHOCTPaHHO NPOrHO3HUTE /MnaHnpaHnTe/ Konu4ecTaa no
OTAENHUTE NekapCTBEHU NPOAYKTM OT cneunukaumara, kKato Mma npaBo Aa 3asBu 4OCTaBKa
Ha No-ronemMun KonmyecTsa NPoAyKTU OT eAHa Unu noseye o60cobeHn No3nLmMM B paMKnUTE Ha
AoroBopeHarta ctonHocT. 2. OdepupaHaTa LeHa 3a OnakoBKa Ha fIeKapCTBEHUS NPOAYKT €
dukcnpaHa n He NOANEXN Ha NPOMSIHA 3a CPOKa Ha AencTeme Ha gorosopa. 1o nsknoyeHne
AOroBopeHarta LeHa MOXe Aa ce U3MEHS BbB Bpb3Kka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapenbarta 3a ycnoBsusita, npasunaTa v peaa 3a perynvpaHe u
pernctpuvpaHe Ha ueHuTe Ha nekapctseHute npogyktn ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwu 2017 r. n cn./, npaBeLmn HEBb3MOXHO U3NbIIHEHNMETO Ha LOroBopa npu
aoroBopeHuTe ycnosus. 3. [loroBopeHaTta LieHa MOXe Aa ce U3MEHU N Ha OCHOBaHue 4n. 117a
oT 30Tl B cnyyan 4ye ca Hanuvue 4OCTaTbYyHO JaHHKU, OT KOUMTO Ce YCTaHOBSIBA HANM4mMeTo Ha
NPUYMHHO-CNEeACTBEHAaTa BPb3ka MeXAy HaCTbNUINTE MHAIAUMOHHN NPOLIECU U
yBernvyeHaTta CTOMHOCT Ha NeKapCTBEHUTE NPOAYKTU, Nnoanexalum Ha nHaekcauus. 4. B
cny4yamn, 4Ye B CpOKa Ha AeNcTBue Ha 4OroBopa AbpXaBHO perynupaHaTa ueHa B NpunoxeHve
Ne 2 Ha Mo3nTUBHUSA NeKapCTBEH CMUCHK CTaHe No-HUCKa OT AoroBopeHarta, N3nbnHuTtenaTt e
OJSTbXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO JOCTaBs fekapCTBEHUTE NMPOAYKTH, B
CbOTBETCTBUE C onpeaeneHara LeHa B [o3nTUBHUA NekapCTBEH CNUCHK, CYMTAHO OT AaTtaTa
Ha npomMsHaTa. B cnyyan, ye He yBegomu Bb3noxuntenss nIMICMeHO B S—AHEBEH CPOK 3a
npoMsHaTa u He MPOMEHU LeHaTa, Bb3noxuTenaT we 3annaila A0CTaBAHUTE NeKapCTBEHU
NPOAYKTX Mo NPOMEHeHAaTa LieHa, CYMTaHO OT JaTaTa Ha CbOoTBeTHaTa AKTyanusauma Ha
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Mo3NTUBHMA NEKAPCTBEH CNUCHK. 5. Bb3NoXnTenat nma npaeo B U3BbLHPeOHN obcToATencTea
(3a kOMTO OBCTOATENCTBA Bb3NOXUTENSAT € MMCMEHO YBEAOMEH OT Bb3M0OXUTENS), KOUTO
BOAST 4O HEBB3MOXHOCT AafeH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa bvae
AOCTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NMPOM3BOACTBOTO;
CbLLECTBEHO 3abaBsiHe Ha BHOCA, KOETO HE e pe3ynTaT Ha BUHOBHO W/UIn HEBPEXHO
noBeAEeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AOCTaBKa Ha Apyr 3amMmecTBall, JiekapCTBEH NPOAYKT, OTroBapsiLl, HA TEXHUYECKUTE U3NCKBaHUS
B MprnoxeHneTo KbM goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBaLLmMA nekapCcTBEH
NPOAYKT, HAa He NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMecTBaHus fiekapCTBEH NpoaykT. B
cny4yam, Ye eauMHUYHaTa LieHa Ha 3amMecTBalMs NIeKapCTBEH NPOAYKT € NOo-BUCOKa OT
AOroBopeHarta no JoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn JoroBopa 3a obLecTBeHa
nopbyka No OTHOLLEHME Ha TO3M MPOAYKT 1 Aa NpoBeae npoueaypa Ha goroBapsiHe 6e3
npegsaputenHo obsisnexve no un. 79, an. 1, 1. 4 ot 30I1. 6. [loroBopbT MOXe Aa ce N3MeHU
B CriyvauTe, KOrato B Cpoka Ha LEeWCTBME Ha AOroBopa, ce Cryyun NnponsBoaANTENAT, NOCOYEH
OT U3NBLIIHUTENSA NO AOroBopa, Aa NPOMEHN npeanaraHTe pasdacoBku (6pon B onakoeka), 1
€ Hanvue NpeanioXXeHne oT U3NbIHUTENSA 3a AOCTaBka Ha MeanKaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3anasBaHe Ha YroBOpPEHUTE LieHa 1 YCroBUs, NpeanoxeHa B oeprara,
C KOSITO YY4aCTHUKBLT € KlacupaH Ha MbpBO MSCTO.

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
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexaBaT paspelleHue 3a NpoM3BOACTBO, U34aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyauTe no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBUS Ha €4pO C fIekapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUS KPUTEPUIA Ce Aeknapupa C
nonwbneBaHe Ha yacT |V, 6yksa ,A“ ot eEE[JOlN, kaTo ce noco4yBa: HOMep 1 AaTa Ha usgaBaHe
Ha paspeLleHMeTo 3a NPoM3BOACTBO, M3gaaeHo no peaa Ha 3JTMXM unu 3a Tbprosusi Ha egpo
C NeKkapCTBEHM NPOOYKTU NN Ha yOOCTOBEPEHMETO 3a perncTpaumns 3a TbproBust Ha eapo ¢
nekapcTBEHM NPOOYKTU, NN Ha pa3peLLeHneTo 3a BHoc. [loka3BaHe: Ha ocHoBaHwue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I 4OKYMEHTBLT, KONTO CE NPEeACTaBA OT ydacTHMKA
onpeaeneH 3a u3nbnHuTen, npeaun ga 6bvae CKNoYeH JOroBOp MM NpuU NOMCKBaHe B X0A4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanvaHo paspelleHue 3a Npou3BOACTBO, M34aAeHo Mno
peaa Ha 3JTMXM vnu 3a TbproBusa Ha e4po C NekapCTBEHM NPOAYKTU NN yOOCTOBEPEHME 3a
perncrTpaums 3a TbproBusi Ha egpo C fiekapCTBEHU NPOAYKTU, UMK pa3peLleHne 3a BHOC.
Bb3noxuTenaT He n3MckBa 3aBepeHO KONne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yAoCTOBEpSBALL, NPABOTO 3a TbProBUsi C NeKapCTBEHM NPOAYKTU UNKU paspeLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UK KoraTo CbLluMTe MoraT fga 6baaT ocurypeHn Ypes npsk n 6esnnateH JocTsbn 4o
HaumMoHanHuTe 6a3n AaHHW Ha ObPXXaBUTE YNEHKN.
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Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
nputexaeaT NULUEH3MUs, n3gageHa no pega Ha 3akoHa 3a KOHTPOS Ha HAapKOTUYHUTE
BellecTBa un npekypcopute (3KHBIT), koraTo yyacTeaT 3a fOCTaBKa Ha fiekapCTBEHU
NPOAYKTU, CbAbpXKalln HApKOTUYHKM BellecTBa oT npunoxeHnsa Ne 2 u Ne 3 kbM un. 3, T. 2 N T.
3 ot Hapepnbata 3a knacuduumpaHe Ha pacTeHusTa 1 BewecTBaTa KaTo HapKOTUYHW. (BaXK
camMo 3a 060cobeHnTe NO3MLMK, ChabpXKaLLM NEeKapCTBEHM NPOAYKTU, ChAbpKaLm
HapKoTu4HM BewecTBa oT MNpunoxerHns Ne 2 n Ne 3 kem un. 3, 1. 2 n 1. 3 ot HapenbaTa 3a
KnacudumumpaHe Ha pacTeHusiTa u BellecTBaTa KaTo HapkoTUYHN). YAOCTOBEPSABaHE:
CbOoTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbnBaHe Ha yacT |V, byksa ,A®
ot eEEJOI1, kaTo ce noco4yBa: HOMepP 1 gaTa Ha n3gaBaHe Ha NMUEeH3usaTa, n3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHM NPoaYyKTH, CbAbp KAl HAPKOTUYHM BELLeCcTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 1. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacTeHusiTa 1
BellecTBaTa KaTo HapkoTU4HW. [lJokasBaHe: Ha ocHoBaHue un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBs OT yYacTHUKa onpeaeneH 3a U3nbiHUTen, npeau
Aa 6bae cknoYveH 4oroBop UnNm Npy NOMCKBaHE B Xo4a Ha npoueaypaTta e: 3aBepeHo Konve Ha
BanuaHa nuueHsunsa, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHW NPOAYKTU, ChAbpXaLlm
HapKoTU4HM BewecTBa OT NpunoxerHns Ne 2 n 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacuduumpaHe Ha pacTeHusaTa 1 BeLecTBaTa KaTo HAPKOTUYHWU. Bb3NOXUTENAT HE N3NUCKBA
3aBEepPEHO Konme Ha NuueH3unsaTa No NpeaxoaHoTo n3peyveHmne, korato uMa 4ocTbn no
cnyxebeH NbT unu Ypes NyenmyeH perncTbp, UNn KoraTo chliata Moxe Aa 6bae ocurypeHa
ypes npsk 1 6esnnarteH A4oCTbN 40 HauMoHanHuTe 6a3n JaHHM Ha ObpPXXaBUTE YIIEHKM.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe TpY NPUKITOYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT cneBa fa e peanusupan MmHumaneH obuy obopoT, nsumcrneH Ha 6asa
roauwHuTe o60poTH, B pa3amep He No-Manbk OT ABYKPaTHUSA pa3Mep Ha NporHo3HaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3nums, 3a KosSTo nogasa odepTa. [pu nsnonssaHe
Ha NOAV3NbIHUTENM U3UCKBAHETO 3a MUHMManeH o6l 06opoT e cbobpasHo Buaa v aena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpun
yyacTne Ha obeMHEeHNs, KOUTO He ca PUaANYECKN NLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06eMHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenar
MOXXE Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heo6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoleaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMEHTW no yn. 62, an. 1, 1.3 u/unu 1.4 ot 30l1. [Joka3BaHe: Ha eTan nognnuceaHe Ha
AOroBOp 3a U3NbJIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 32 U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxagecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOATENCTBOTO CU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe Tpy NPUKITYUIM (PUHAHCOBU FOANHN
YyYaCTHUKbLT crneaBa Aa e peanuanpan MuHumarneH obopoT B cdeparta, nonagaila B obxearta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U3YUCIEH Ha 6a3a roguHuTe
060opoTn, B pa3mep He No-manbK OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa o6ocobeHa
no3uums, 3a KoATo ce nogasa odepTa. [pn n3nonssaHe Ha NOAUIMbIHUTENN U3NCKBAHETO 3a
obopoT B chepaTa, nonagalla B obxsata Ha nopbykaTta, € cbobpasHo Buaa u gena ot
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nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vact 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMun4ecko n ouHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHNs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce Aokassa OT 006eANHEHNETO y4aCTHUK, @ HEe OT BCAKO OT nuuara,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba UHopMauumaTta, nocoveHa B EE[JOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueayparta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n.62, an.1, 1.3 u/unu 1.4 ot 30Tl. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3nbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTU no yn. 62, an. 1, 1. 3 u/unu 1. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANIEHTHN Ha NOCOYEHNTE JOKYMEHTU CbOBpasHo
3aKOHOAATENCTBOTO CU. BaxkHO: AKO y4acTHMKBT nogasa oepTu 3a noBeye oT eaHa
obocobeHa no3nuust, Bb3noxmntenaTt He N3NCKBA MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MMH1UManeH obuy obopoT, pecn. 3a M1MHMManeH o6opoT B cpepaTta, nonagalla B
obxBaTa Ha nopbykaTta 3a Bcsika obocobeHa no3unums ga ce cymupar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHsaBaHeTO Ha NpeanoXeHusaTa B HacTodAwaTa obLiecTBeHa nopbyka ce M3BbpLIBa
Bb3 OCHOBA Ha KpUTepus 3a BbanaraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I1).
Cur sios: OueHsiBaHETO Ha NpeanoXeHnaTa B HacTosiwaTa obLiecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hav-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHsaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6bocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOATo e no-Hucka c noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe ydacTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptn nnu e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpK AONYyCHAaTU O OUEeHsABaHe eaHa unun Ase ogepTu, KOMUCKSATA Lie
NPUNoXu namnckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO OPepTy Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

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/589505
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589505
Na teangacha inar féidir tairiscinti no6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: 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: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
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Eolas faoi oscailt phoibli:

Data oscailte: 14/07/2026 14:00:00 (UTC+03:00) Am Sambhraidh 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: nil

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: CvrnacHo un. 197, an. 1, T. 1 ot 3akoHa 3a
obuwecteeHuTe nopbykm (30I0M) XKanba moxe aa ce nogasa nped K3K B 10-gHeBeH Cpok oT
n3TnyaHeTo Ha cpoka no un. 100, an. 3 - cpeLly peLLleHNeTo 3a OTKpMBaHe Ha npouegypaTa u
/vnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHM B yCrioBusaTa no obsaseHarta npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CNEUMANMN3NPAHA BEONMHUUA 3A AKTUBHO NEYEHWE MO OHKOJIOIMMA"CBETA
MNHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELVAITM3NPAHA
BOJTHNUA 3A AKTUBHO JIEMEHWE MNO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmra Ha KOHKypeHunsiTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUWMATTIMSNPAHA BOJTHULIA 3A
AKTUBHO NIEYEHUE MO OHKOJIOMMA"CBETU MUHA" EOOL
Eagraiocht a phréisealann tairiscinti: CITELLWAJTIMSUPAHA BOJTIHULA 3A AKTVBHO
NEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

5.1. Luchtoég: LOT-0003
Teideal: Zolbetuximab, konMyecTBO Ha aKTUBHOTO nekapcTBeHo BelecTso, 300 mg (20 mg/ml)
Cur sios: NpeameTsbT Ha 06ocobeHa no3mumsa Ne 3 ,Zolbetuximab® BkntouBa goctaBka Ha
nekapcTBeH NpoaykT ¢ AHatomo-TepaneBTuyeH ko /ATC-kog/ LO1FX31, MexayHapoaHo
HenaTeHTHO HanmeHoBaHue /INN/ Zolbetuximab, JlekapctBeHa bopma Powder for concentrate
for solution for infusion, KonnyecTtBo Ha akTMBHOTO nekapcTeeHo BelecTso, 300 mg (20 mg
/ml), NMpeanonaraemo konn4yecTBo 3a 2 rognHn — 600 onakoHw.
Aitheantdir inmheanach: 589509

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpalHUST CPOK 3a U3MbJTHEHME MOXeE [a Ce NPOabITKM
(nogHoBW) OO CKIOYBaHe Ha HOB LOroBOp Mo NpoBeAeHa crieABalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC ChLUNSA NPeaMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBe[JOMfeHNE OT CTpaHa Ha Bb3MNOXUTENs, HO He 3a NoBeYe OT ABa Mecela, KaTo B TO3M
crny4an MeceyHuTe OOCTaBKM (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a n B CbOTBETCTBUE CbC
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cpeaHo MeceyeH ob6em Ha M3NbIIHEHWE Ha LOCTaBKM MO 4OroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO ya4bKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha vn. 21, an. 1 ot 30Mu e
npeaBuaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBMEe Ha AOoroBopa 3a CbOTBETHaTa No3nuus e Hanvue
HeunapasxoaBaH OMHaHCOB PECYPC MO HErO U BLIMOXUTENAT HE € CKITHYUIT Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoOTo Ha
,LOMLUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yAbIMKM CpOKa Ha AOroBopa C NpaBoTo Aa
Bb3M0XN JONBIIHUTENHW KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata go
n3yepriBaHe Ha PUHaAHCOBUSA PeCYpPC NO CbOTBETHUS LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasug,
pasnukaTa Mexay MakCuManHo JonycTumaTta CTOMHOCT Ha JOroBopa W n3pasxoaBaHuTe
(bMHaAHCOBM CpeacTBa No 4OoroBopa. Bbanoxntenar moxe aa peanuampa npaBoTo CU Ha
,LOMUMA 3a yabmkaBaHe Ccpoka Ha JoroBopa“ 4o n3tnyaHe Cpoka Ha AoroBopa 3a BbanaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKYBaHETO Ha
AOMbITHUTENHO CriopasymMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. An ait feidhmiochta
Seoladh poist: yn. Bacun Jlesckn Ne 62
Baile: rpag bnaroesrpas
Caod poist: 2700
Foroinn tire (NUTS): bnaroesrpag (BG413)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaiiHnat cpok 3a na3nbfiHEHNE MOXE Aa ce NPOabITKN
(nogHOBM) 4O CKNtoYBaHE Ha HOB 4OrOBOP NO NPOBEAEHa crieABalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpeaMeT Bb3 OCHOBaA Ha e4HOCTPaHHO MMCMEHO
yBeAOMIIEHMNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe AoCTaBkM (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo meceyveH o6em Ha M3NbIHEHME Ha LOCTaBKM MO AOroBOpa MM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO € HanpaBeHO yabiKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO € cbobpaseHo ¢ uanckBaHmata Ha yn. 21, an. 1 ot 30Mwn e
npegBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha AoroBopa“, kaTo yabJKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBa OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykaTa ao
n3yepneaHe Ha hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakcumarnHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoaBaHuTe
bMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxmntenat moxe aa peanuampa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obuiecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHEeTo Ha
AONBIHUTENHO cropasymMeHue npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.
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5.1.5. Luach
Luach measta gan CBL a aireamh: 945 870,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: HacTtosiwaTta obuectBeHa nopbyka ce OTKpUBa 1 Bb3nara nepmoanyHo, ¢ orneq
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHME OT AOCTaBKa Ha NekapCTBEHN NPOOYKTMU.
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): nil
Eolas breise: 1. Bb3noxmutenat uma npaso npu He0O6XoANMOCT C orfied peanHuTe cu
noTpebHOCTM Aa NPOMEHS e4HOCTPaHHO NPOrHO3HMTE /NNaHnpaHnTe/ Konn4yecTea no
OTAENHUTE NekapCcTBEeHU NPOAYKTU OT cneundukaumnaTa, kKato Mma npaso Aa 3asBu 4oCTaBKa
Ha No-rofiemMun KonmyecTBa NPoayKTM OT eaHa unu nosevye 060cobeHn No3numm B paMkuTe Ha
AoroBopeHarta ctonHocT. 2. OdepupaHaTa LeHa 3a onakoBKa Ha flekapCTBEHUS NPOAYKT €
duKCcMpaHa 1 He NMoANneXun Ha NPoMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o nskniodeHne
AOroBopeHarta LeHa MOXe Aa ce U3MEHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B HapeabaTa 3a ycnosusaTa, npaBunaTa u pefa 3a perynupaHe u
pernctpupaHe Ha ueHuTe Ha nekapctseHute npogyktu ot 30.04.2013 r./usm. n gon. [1B. 6p. 8
oT 24 aHyapu 2017 r. n cn./, npaBeLLy HEBb3MOXHO U3NbIHEHWETO Ha AoroBopa npu
aoroBopeHuTte ycnosus. 3. [loroBopeHaTta LieHa MoXe Aa ce U3MEHU 1 Ha OCHOBaHue 4n. 117a
ot 30Tl1 B cnyyan Yye ca Hanuue 4OCTaTb4YyHO AaHHW, OT KOMTO CEe YCTaHOBSIBA HANMYMETO Ha
NPUYMHHO-CNeACTBEHATa BPb3Ka MeXay HaCTbNUINTe MHAIaUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NeKapCTBEHUTE NPOAYKTU, Noanexalum Ha nigekcaums. 4. B
cny4yamn, 4e B CpOKa Ha AeNcTBUe Ha JOroBopa AbpXaBHO perynupaHaTa ueHa B NpunoxeHve
Ne 2 Ha [03nTUBHNA NEeKapCTBEH CMUCHK CTaHe MO-HUCKa OT JoroBopeHaTa, M3nbnHutTenaT e
ONTbXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO JOCTaBs NekapCTBEHUTE MPOAYKTH, B
CbOTBETCTBME C onpeaeneHaTa LeHa B [103nTuBHNA NnekapCTBEH CNUCHK, CYMTaAHO OT JaTaTta
Ha npomMsHaTa. B cnyyan, ye He yBegomu Bb3noxuntenss nMICMeHO B S—HEBEH CPOK 3a
npomMsiHaTa U He NPOMEHU LieHaTa, Bb3noxutenaT we 3annawa 40CTaBAHUTE NeKapCTBEHN
NPOAYKTX Mo NPOMEHeHaTa LieHa, CYMTaHO OT AaTaTa Ha CbOoTBeTHaTa AKTyanusauma Ha
[MO31TMBHMA NEKapCTBEH CNUCHK. 5. Bb3noXuTensaTt nma npaBo B M3BbHPEOHN 0B6CTOATENCTBA
(32 kOMTO OBCTOATENCTBA BBb3NOXUTENAT € MMCMEHO YBEAOMEH OT Bb3NOXUTENS), KOUTO
BOOAT 0O HEBB3MOXHOCT Aaf€eH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa 6vae
AO0CTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NMPOU3BOACTBOTO;
CbLLEeCTBEHO 3abaBsHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO WU/MNnn HEBPEXHO
noBedeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AOCTaBKa Ha Apyr 3amMecTBall, JIeKapCTBEH NPOAYKT, OTrOBapsiLL, HA TEXHUYECKUTE U3UCKBaAHUS
B NpunoxxeHneTo Kbm goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBaLLMA NEKAPCTBEH
NPOAYKT, HA He NO-BMCOKa eAUHUYHA LieHa OT Tasn Ha 3aMeCcTBaHWs NekapCTBEH NpoaykT. B
cnyyan, Ye eQUHUYHATA LieHa Ha 3amMecTBaLLms fIekapCTBEH NPOAYKT € MNOo-BUcoKa OT
AOroBopeHarta no 4oroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn goroBopa 3a obuecTBeHa
nopbYka No OTHOLLEHME HA TO3M NPOAYKT U Aa NpoBeae npoueaypa Ha gorosapsHe 6e3
npegsaputenHo obsienexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBopbT MOXe fa Ce N3MEHU
B CriydauvTe, Korato B Cpoka Ha AeWCTBME Ha A0roBopa, ce Cryyun NnponsBoaAnTENAT, NOCOYEH
OT M3NBbIHUTENS NO 4OroBopa, Aa NPOMEHN npegnaraHuTe pasdgacoBku (6por B onakoBka), u
€ Hanvue nNpeasioxXeHne oT U3NbIHUTENA 3a AOCTaBka Ha MenKaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa U YCrOBUs, NpeanoXxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSACTO.
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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
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexasaTt pa3pelleHve 3a Npou3BOACTBO, U3AafdeHO No peaa Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3/1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUA Ha epo C NekapcTBeHN NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha eapo C nekapcTBeHn Npoayktu (cryqamnte no yn. 195, an. 1 n an. 2 ot 3/1MXM), unu
paspelueHue 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JMTMXM. YpocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOI1, kaTo ce nocoyBa: HOMeEpP U JaTa Ha u3gaBaHe
Ha paspeLueHVeTo 3a NPon3BOACTBO, M3fgaaeHo no pega Ha 3JTMXM unu 3a Tbproeust Ha egpo
C NekapCcTBEHU NPOaYKTN UNN Ha yOOCTOBEPEHNETO 3a pernctpauus 3a TbproBus Ha eapo C
nekapcTBeHW NPoaYKTU, NN Ha pa3peLleHneTo 3a BHoc. [loka3BaHe: Ha ocHoBaHwue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I 4OKYMEHTBLT, KOUTO Ce NPeAcTaBsa OT ydacTHUKa
onpeaeneH 3a U3nbnHuTen, npeau ga 6bae CknoYeH JOroBop My Npu NoucKkBaHe B XoA4a Ha
npoueaypara e: 3aBepeHo Kornve Ha BanvaHo paspelleHue 3a Npou3BoACTBO, U3aAeHo MNo
pena Ha 3J1MXM vnu 3a TbproBusa Ha efpo C NekapCTBEHU NPOAYKTN UNN yOOCTOBEPEHME 3a
perncrTpaums 3a TbproBusi Ha egpo C fieKapCTBEHU NPOAYKTU, UMK pa3peLleHne 3a BHOC.
Bb3noxuTenaT He n3MCcKBa 3aBepeHo Konne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBepsABaLL, NPaBOTO 3a TbProBus C NeKapCTBEHW NPOAYKTU UNW paspeLleHne 3a
NpPOM3BOACTBO UMM BHOC, KOraTo MMa AO0CTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
WNW KoraTo CcbLyMTe MoraT Aa 6baaTt ocurypeHu Ypes npsk 1 6esnnateH 4ocTbn A0
HaunoHanHuTe 6a3n JaHHW Ha ObpPXaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil dbhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obLiectBeHaTa nopbyka Tpsabea ga
npuTexxasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBEHU
NPOAYKTU, CbAbpXKalLM HApPKOTUYHKM BelecTBa OoT npurioxxeHnss Ne 2 n Ne 3 kemM un. 3, T. 2 U T.
3 o1 Hapegbata 3a knacudmumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbabpXKaLlM NeKkapCTBEHU NPOAYKTU, CbAbpXaLyu
HapKkoTu4HM BewecTBa oT NpunoxerHns Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusTa 1 BellecTBaTa KaTo HapkoTUYHN). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce nocoyBa: HOMEpP 1 AaTa Ha n3gaBaHe Ha NUUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoayKTU, CbabpXKally HAPKOTUYHU BeLecTBa OT
npunoxexust Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapepgbara 3a knacuguunpaHe Ha pacteHusiTa u
BellecTBaTa KaTo HapkoTu4HW. [JokasBaHe: Ha ocHoBaHue un. 67, an. Suun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKYeH JOroBop UK NPy NOMCKBAHE B XO4a Ha Npoueayparta €: 3aBepeHo Konuve Ha
BanugHa nuueHsuns, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHM NPOAYKTU, CbhabpXaLm
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
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KnacudpuumMpaHe Ha pacTeHusiTa U BelecTBaTa kKaTo HapkoTUYHU. Bb3noXxntensaTt He nanckea
3aBepeHO Konue Ha NULEH3UsTa No NPeaxodHOTO N3peveHne, Korato nmva AocTbn Nno
cnyxebeH NbT UM Ype3 NybnuyeH perncTbp, Unn KoraTo cbLyaTa Moxe aa 6bae ocurypeHa
ypes npsik 1 6e3nnaTeH 4OCTbN A0 HaUMOHanHWTe 6a3n AaHHM Ha AbPXKaBUTE YNEHKMN.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe TPy NPUKITYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT cneBa fa e peanusupan MmHumaneH obuy obopoT, nsumcrneH Ha 6asa
roauwHuTe o60poTH, B pasamep He No-ManbK OT ABYKPaTHUSA pa3Mep Ha NporHo3HaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3nums, 3a KosaTo nogasa odepta. [pu nsnonssaHe
Ha NOAU3NbIHUTENM N3UCKBAHETO 3a MUHMManeH obL 06opoT e cbobpasHo Buaa v aena ot
nopbykaTa, KOMUTO LLe U3NbITHABAT. YOoCcToBepsiBaHe: JlnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MikoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpun
y4yacTne Ha obegMHEHNs, KOUTO He ca PUaNYECKN NnLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06e4MHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrosusaTa Ha Yn. 67, an. 5 ot 30l1, Bb3noxutenaT
MOXXE da U3MCKBAa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heo6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoueaypaTta, a UMEHHO: NpeAcTaBsiHe
Ha OOKYMEeHTW no yn. 62, an. 1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognnuceaHe Ha
AOroBOp 3a U3NbIIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxagecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOATENCTBOTO CHU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe TpY NPUKITYUIM (PUHAHCOBU FOANHN
YyYaCTHUKBLT crnefBa fa € peanusupan MmHumaneH obopoT B cpepaTta, nonagalla B obxeaTta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U34UCIEH Ha 6a3a roguHuTe
060poTKn, B pasMmep He No-ManbK OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoaTo ce nogasa odepTa. Npu n3anonssaHe Ha NOAN3MbIHUTENN N3NUCKBAHETO 3a
oboporT B chepata, nonagalla B obxsata Ha nopbykaTta, € cbobpasHo Buaa u gena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 ouHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHNs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 006eANHEHNETO y4aCTHMK, @ HEe OT BCAKO OT nuuarta,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe nNpeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMauumaTta, nocoveHa B EE[Ol, koraTto ToBa €
HeobxoaAnMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueayparta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n.62, an.1, 1.3 u/unu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsaHe Ha JOKYMEHTU no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKOHOAATENCTBOTO CU. BaxkHO: AKO y4acTHMKBT nogasa oepTu 3a noBeye oT eaHa
obocobeHa no3nuust, Bb3noxmntenaTt He N3NCKBa MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a M1MHMManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbuykaTta 3a Bcsika 0bocobeHa no3unums aa ce cymupar.

5.1.10. Critéir dhamhachtana
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Critéar:

Cineal: Praghas

Ainm: OueHABaHETO Ha NpeanoXeHnaTa B HacToswaTa obwecTBeHa Nopbyka ce N3BbpLuBa
Bb3 OCHOBA Ha KpUTepuUs 3a Bb3naraHe ,Han-Hucka ueHa” (4n. 70, an. 2, 1. 1 ot 30I).

Cur sios: OueHsBaHETO Ha NpeasioXKeHMsITa B HacTosiLwaTa obuecTBeHa nopbyka ce
N3BbpLUBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 7. 1 oT
30I1). OueHsBaHeTo Ha ochepTUTE LLE Ce U3BbPLUBA 3a BCAka obocobeHa nosmums
NnooTAeNHO. AKO y4acTHUK Npeasnioxun obLua LeHa, KoATo e no-Hucka ¢ noseye ot 20 % ot
cpedHaTa CTOMHOCT Ha NPeasioKeHMsATa Ha OCTaHanuTe y4yacTHMUM Npy AonycHaTh Ao
OLEHsIBaHe Tpy Unn noseye ohepTn Unm e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHO3Ha CTOMHOCT MpuW AOMNyCHAaTK A0 OLeHsBaHe eaHa unu ase oepTn, KoMmcusaTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3nuus, onpeaensiHeTo Ha U3NbIIHUTEN MEXAY KnacMpaHuTe Ha MbpPBO MACTO 0hepTH Le ce
n3BbpLUBa Npu cna3BaHe nsnckBaHmata Ha yn. 58, an. 3 ot MMM30r1.

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/589505
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589505
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: 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: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 14/07/2026 14:00:00 (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: nil

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 athbhreithniuchain: Komucus 3a 3awura Ha KOHKypeHumaTa
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Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un. 197, an. 1, 1. 1 ot 3akoHa 3a
obuwectBeHuTe nopbykm (300M) XKanba moxe aa ce nogasa nped K3K B 10-gHeBeH cpok oT
n3TnyaHeTo Ha cpoka no un. 100, an. 3 - cpeLly peLeHNeTo 3a OTKpMBaHE Ha npoueaypaTa u
/nnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHM B ycrioBusaTa no obsseHarta npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CNeyMANN3NPAHA BEOJTHUNLIA 3A AKTMBHO JIEYEHWE MO OHKONOTIMA"CBETA
MNHA" EOOL

Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CTTELVATTUSVUPAHA
BOJNTHNUA 3A AKTUBHO JIEYMEHWE MO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTa Ha KOHKypeHunsiTa

Eagraiocht a thaigheann iarratais ar rannphairtiocht: CITELUIMATTIMSUPAHA BEOJTHULIA 3A
AKTUBHO NNEYEHUE MO OHKOJIOMMA"CBETU MUHA" EOOL

Eagraiocht a phroisealann tairiscinti: CMELIMANTM3NPAHA BEONMHNLA 3A AKTUBHO
NNEYEHME MO OHKONOIMA"CBETU MMHA" EOO[

5.1. Luchtég: LOT-0004
Teideal: Vismodegib
Cur sios: NpegmeTbT Ha 06ocobeHa nosnuma Ne 4 ,Vismodegib“ BkntoBa focTaBka Ha
nekapcTBeH NpoaykT ¢ AHatomo-TepaneBTudeH koa /ATC-koa/ L01XJ01, MexagyHapogHo
HenaTeHTHO HaumeHoBaHue /INN/ Vismodegib, JlekapctBeHa cbopma Capsule, hard,
KonunyecTBo Ha akTMBHOTO nekapcTeBeHo BellecTtBo, 150 mg, MNpeanonaraemo KoNM4ecTBoO 3a
2 rognHu — 2184 caps
Aitheantdéir inmheanach: 589510

5.1.1. Cuspéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpalHUAT CpOK 3a U3NbJIHEHME MOXe [a Ce NPOabITKM
(nogHoOBW) OO CKIOYBaHe Ha HOB LOroBOpP Mo NpoBeAeHa credBalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBe[JOMSIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO He 3a NoBeYe OT ABa Mecela, KaTo B TO3M
cnyyam mecevHuTe AOCTaBKM (NpeaMeT Ha JoroBopa), Le ca Ha 6a3a u B CbOTBETCTBUE CbC
cpeaHo MeceyeH ob6em Ha M3NbIHEHWE Ha LOCTaBKM Mo 4OroBOpa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KONTO e HanpaBeHO ya4bIKaBaHETO/NMOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € CbobpaseHo € n3nckBaHusaTa Ha yn. 21, an. 1 ot 30lMNwun e
npeaBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
n3TMYaHe Ha Cpoka Ha AeNCTBME Ha JOroBopa 3a CbOTBEeTHATa No3nunsa e Hanuue
HeunspasxoaBaH (OMHaAHCOB PEeCypPC MO HEro U Bb3NOXUTENAT HE € CKITKYUI Apyr 4OroBop 3a
Bb3raraHe Ha 4OCTaBKuTe, NpegMeT Ha JOroBopa, Bb3MOXUTENAT CU 3ana3Ba NpaBoTo Ha
,LOMUMA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yaAb/KM CpOKa Ha A0rosopa ¢ NpaBoTo Aa
BBb3MOXM JONBAHUTENHW KONMYECTBA OT NeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata Ao
n34yeprneaHe Ha PUHAHCOBMKS Pecypc MO CbOTBETHUSA LOrOBOpP, HO 3a He noBeye oT 12
(nBaHapgecet) meceua. NMoa ,HenspasxoaBaH PUHAHCOB pecypc” Bb3NOXUTENAT UmMa Nnpeasua
pasnukaTa Mexgy MakCuManHo JonycTumaTta CTOMHOCT Ha JOroBopa U u3pasxoaBaHuTte
bnHaHCOBM cpeacTBa No AoroBopa. Bb3noxutensaT Moxe fa peanuanpa npaBoTo CU Ha
,LOMUMA 3a yabkaBaHe Cpoka Ha JoroBopa“ 4o n3TnyaHe Cpoka Ha AoroBopa 3a BbarnaraHe
N3NbITIHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKIYBaHETO Ha
OOMBbIHUTENHO cnopasymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.
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5.1.2. An ait feidhmiochta
Seoladh poist: yn. Bacun JleBckn Ne 62
Baile: rpag bnaroesrpag
Caod poist: 2700
Foroinn tire (NUTS): Bnaroesrpag (BG413)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaiHnat cpok 3a nanbfHeHNe MOXe Aa ce NPoabIKN
(nogHOBM) 4O CKNtOYBaHE Ha HOB 4OrOBOP NO NPOBeAEHa criefBalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MUCMEHO
yBeAOMIIEHMNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa MeceLa, KaTo B TO3M
crny4an MeceyHuTe JoCTaBKM (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo meceveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO € HanpaBeHo yabiKaBaHEeTO/NOAHOBABAHETO. YAbiKaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO e cbobpaseHo ¢ uanckBaHmata Ha yn. 21, an. 1 ot 30Mwn e
npegBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3sa NpaBoOTO Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kKaTo yabJKM Cpoka Ha A40oroBopa ¢ NpaBoTo Aa
Bb310XWN JOMBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata Ao
n3yepnsaHe Ha hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonaBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasus,
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AoroBopa M U3pa3xoABaHuTe
PMHaAHCOBM CpeacTBa No 4OoroBopa. Bb3noxntenat Moxe aa peanuampa npaBoTo CU Ha
,OMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha A40roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obLlecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHETo Ha
OOMbIHUTENHO crnopasymMeHue npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a direamh: 249 439,44 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: HacTtosiwarta obuectBeHa nopbyka ce OTKpUBa M Bb3nara nepmoanyHo, ¢ orneq
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHME OT AOCTaBKa Ha NekapCTBEHN NPOOYKTMU.
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): nil
Eolas breise: 1. Bb3noxutenat uma npaso npu He0O6XoANMOCT C Orfieq peanHuTe cu
noTpebHOCTM Aa NPOMEHs e4HOCTPaHHO NPOrHO3HMUTE /NMNaHnpaHnTe/ KonnyecTea no
OTOENHUTE NEKapCTBEHN NPOAYKTM OT cneundmkauusaTa, kaTto nma NpaBo Aa 3asiBU JOCTaBKa
Ha No-rofiemMun KonmyecTBa NPoayKTM OT eaHa unu nosevye 060cobeHn No3nLmm B paMkuTe Ha
AoroBopeHarta ctonHocT. 2. OdepupaHaTa LeHa 3a onakoBka Ha flekapCTBEHUS NPOAYKT €
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douKcMpaHa 1 He NMoAsneXun Ha NPoMsiHa 3a CpoKa Ha AencTeue Ha gorosopa. 1o nskniodeHne
AOroBopeHarta LieHa MOXe Aa ce U3MEHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnekTMBHo B Hapeabarta 3a ycnosusita, npasunaTa v peaa 3a perynvpaHe u
pernctpmpaHe Ha ueHuTe Ha nekapctseHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwv 2017 r. n cn./, npaBeLn HEBb3MOXHO U3NbIHEHNETO Ha JOroBopa npu
porosopeHuTe ycrnosu4. 3. [loroBopeHaTta LeHa MoXe fa ce U3MeHU U Ha ocHoBaHwue ur. 117a
ot 30Il1 B criyyan Ye ca Hanuue JOCTaTbyHO AaHHW, OT KOUTO Ce YCTaHOBSIBA HaNMYneTo Ha
NPUYNHHO-CNEACTBEHATa BPb3Ka MeXAy HAaCTbNUINTE MHANAUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTU, noasnexalum Ha nigekcaums. 4. B
cny4yam, 4Ye B CpOKa Ha AeNCcTBME Ha LOroBopa AbpXaBHO perynupaHaTa ueHa B MpunoxeHve
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe Mo-HUCKa OT JoroBopeHaTa, M3nbnHutenaT e
ONTbXXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO LOCTaBs NeKapCTBEHUTE NMPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NekapCTBEH CNUCHK, CYMTaAHO OT JaTtaTta
Ha npomsaHaTa. B cnyyan, 4ye He yBegomun Bb3noxutens nMcmMeHo B 5—HEBEH CPOK 3a
npomMsiHaTa U He NPOMeHU LieHaTa, Bb3noxuTensar we 3annawa AoCTaBAHUTE NieKapCTBEHN
NPOAYKTX Mo NPOMEHEHATa LieHa, CYMTaHO OT AaTaTa Ha CbOTBETHaTa AKTyanusaumsa Ha
[Mo3NTUBHMA NEKAPCTBEH CNUCHK. 5. Bb3NoxXuTenar nma npaso B U3BbLHPeOHN obcToATencTea
(3a kOMTO OBCTOATENCTBA Bb3NOXUTENSAT € NMMCMEHO YBEAOMEH OT Bb30XUTENS), KOUTO
BOAST 4O HEBB3MOXHOCT AafeH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa bvae
AOCTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NMPOM3BOACTBOTO;
CblLECTBEHO 3abaBsiHe Ha BHOCA, KOETO HE e pe3ynTaT Ha BUHOBHO W/UIn HEBPEXKHO
noBeAEeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AO0CTaBKa Ha apyr 3amMmecTBall, JiekapCTBEH NPOAYKT, OTroBapsiL, HA TEXHUYECKUTE U3NCKBaHUS
B MpnnoxeHneTo KkbM goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBaLLmSA nNnekapCcTBEH
NPOAYKT, Ha He NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMeCcTBaHuUs flekapCTBEH NpoaykT. B
cnyyam, Ye eQuHUYHaTa LieHa Ha 3amMecTBaLlMs NIeKapCTBEH NPOAYKT € NOo-BUCOKa OT
AOroBopeHarta no JoroBop, Bb3NOXUTENAT MMa NpaBo ga npekpaTn JoroBopa 3a obLiecTBeHa
nopbyka No OTHOLLEHME Ha TO3M MPOAYKT 1 Aa NpoBeae npoueaypa Ha goroBapsiHe 6e3
npegsaputenHo obsisnexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBopbT MOXe Aa ce N3MeHU
B CriyvauTe, Korato B Cpoka Ha LEeWCTBME Ha AOroBopa, ce Cryyun NnponsBoaANTENAT, NOCOYEH
OT U3NBLIIHUTENSA NO AOroBoOpa, Aa NPOMEHN npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue NpeanioxXeHne oT U3NbIHUTENSA 3a AOCTaBka Ha MeanKaMeHTa B pasnuyHa
pa3dacoBka, HO Npu 3anasBaHe Ha YroBOpPEeHUTE LieHa 1 YCroBus, NpeanoxeHa B oeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSCTO.

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
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsabea ga
npuTexaBaT paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBUS Ha €4p0 C fIeKapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
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3IMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUS KPUTEPUIA CE AeKknapupa ¢
nonbnsaHe Ha yacT |V, 6yksa ,A“ ot eEE[IOl, kaTo ce noco4yBa: HOMep 1 AaTa Ha usgaBaHe
Ha paspeLueHneTo 3a NPOM3BOACTBO, nsganeHo no peaa Ha 3J1MXM unu 3a TbproBusa Ha egpo
C NeKapCTBEHM NPOAYKTU UM Ha yOOCTOBEPEHMETO 3a pPerncTpaumns 3a TbproBusi Ha eapo C
nekapcTBEHW NPOAYKTU, UM Ha pa3peLleHneTo 3a BHoC. [loka3BaHe: Ha ocHoBaHue yn. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30IN 4OKYMEHTBLT, KONTO CE NPEeACTaBA OT ydacTHMKA
onpeaeneH 3a U3nbnHuTen, Nnpeaun ga 6bae CKNYeH JOroBOp MM NP NOMCKBaHe B X0A4a Ha
npouenyparta e: 3aBepeHoO KOonve Ha BanvaHo paspeLleHme 3a Npom3BOACTBO, U34aaeHo no
pena Ha 3J1MXM unu 3a TbproBusa Ha egpo C fekapCTBEHN NPOAYKTU UM yOoCTOBEPEHME 3a
pernctpaums 3a TbproBus Ha egpo C nekapCTBEHW NPOAYKTU, UK paspeLleHmne 3a BHOC.
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 4ocTtbn 4o
HaumMoHanHuTe 6a3n AaHHW Ha ObPXXaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexaeaT NULEH3Us, n3gageHa no pega Ha 3akoHa 3a KOHTPOS Ha HAPKOTUYHUTE
BeLlecTBa un npekypcopute (3KHBIT), koraTo yyacteaT 3a fOCTaBKa Ha fiekapCTBEHU
NPOOYKTU, CbAbpXKally HApKOTUYHKM BelecTBa oT npunioxxeHnss Ne 2 u Ne 3 kbM un. 3, T. 2 N T.
3 ot Hapepnbara 3a knacuduumpaHe Ha pacTeHusTa 1 BewecTBaTa KaTo HapKOTUYHW. (BaXK
camMo 3a 060cobeHnTe NO3MLMK, ChabpXKaLLM NEeKapCTBEHM NPOAYKTU, ChAbpKaLim
HapKoTu4HM BewecTBa oT MNpunoxerHns Ne 2 n Ne 3 kem un. 3, 1. 2 n 1. 3 ot HapenbaTa 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABaHE:
CbOoTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbnsaHe Ha yacT |V, byksa ,A®
ot eEEJOI1, kaTo ce noco4yBa: HOMep 1 gaTa Ha n3gaBaHe Ha NMUEeH3usaTa, n3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHM NPOaYKTU, CbAbp KAl HAPKOTUYHM BeLLeCcTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 1. 2 n 3 ot Hapenbara 3a knacuguunpaHe Ha pacTeHusiTa 1
BellecTBaTa KaTo HapkoTU4HW. [lJokasBaHe: Ha ocHoBaHue un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHUKa onpefeneH 3a U3nbiHUTen, npeau
Aa 6bae ckYeH 4oroBop UM Npu NOMCKBaHE B Xo4a Ha npoueaypaTta e: 3aBepeHo Konve Ha
BanuaHa nuueHsunsa, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHW NPOAYKTU, ChAbpXaLlm
HapKoTu4HM BewecTBa oT NpunoxerHns Ne 2 n 3 kbm un. 3, T. 2 u 3 ot Hapepbara 3a
KnacuduumpaHe Ha pacTeHusaTa 1 BeLeCcTBaTa KaTo HAPKOTUYHWU. Bb3NOXUTENAT HE N3NCKBA
3aBEpPEHO Konme Ha NuueHausaTa No NpeaxoaHoTo n3peyvyeHmne, korato uMa 4ocTbn no
cnyxebeH NbT unu Ypes NnyenmyeH perncTbp, UNn KoraTo chliata Moxe ga 6bae ocurypeHa
ypes npsk 1 6esnnarteH A4oCTbN 40 HauMoHanHuTe 6a3n JaHHM Ha AbpPXaBUTE YIIEHKM.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe Tpy NPUKITYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT cneBa fa € peanuanpan MmHumaneH obuy obopoT, nsumcrneH Ha 6asa
roauwHuTe o60poTH, B pasamep He No-ManbK OT ABYKPaTHUSA pa3Mep Ha NporHo3HaTta
CTOMHOCT Ha CboTBeTHaTa obocobeHa no3nums, 3a KosSTo nogasa odepTa. [pu nsnonssaHe
Ha NOAU3NbIHUTENM N3UCKBAHETO 3a MUHMManeH o6 06opoT e cbobpasHo Buaa v aena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpwn
y4yacTne Ha obegMHEHNs], KOUTO He ca PUaNYECKN NnLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce aoka3ea OT 06e4MHEHNETO YH4ACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenar
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MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odbepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMauumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NpOBEXAaHEe Ha NpoueaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMEeHTW no yn. 62, an. 1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognnuceaHe Ha
AOroBOp 3a U3NbJIHEHME, 0BCTOATENCTBOTO CE A0Ka3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsAHe Ha AOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxagecTtpaHHute
YyYaCTHULM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOATENCTBOTO CU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe TPy NPUKITYUIU (PUHAHCOBU FOANHN
YyYaCTHUKBLT crneBa fa € peanusupan MmHumaneH obopoT B cpepaTta, nonagalla B obxeaTta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U3YUCIEH Ha 6a3a roguwHuTe
060opoTKn, B paaMmep He No-ManbK OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogaesa odepTa. Npu n3anonssaHe Ha NOAN3MbIHUTENN N3NUCKBAHETO 3a
oboporT B chepata, nonagalla B obxsata Ha nopbykaTta, € cbobpasHo Buga u gena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: Jluueto nnm nuuarta nonbneat vacT 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MlkoHoMun4ecko n puHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHNs, KOUTO He ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 06eANHEHNETO y4aCTHMK, a HEe OT BCAKO OT nuuara,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobXxoanMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n.62, an.1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsaHe Ha JOKYMEHTU no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKOHOAATENCTBOTO CU. BaxkHO: AKO y4acTHMKBT nogasa odepTu 3a noBeye oT eaHa
obocobeHa no3nuust, Bb3noxntenaTt He N3NCKBa MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a M1MHMManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbuykaTta 3a Bcsika obocobeHa no3unums aa ce cymupar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHsaBaHeTO Ha NpeanoXeHusaTa B HacTodAwaTa obLiecTBeHa nopbyka ce M3BbpLuBa
Bb3 OCHOBA Ha KpUTEpuUs 3a BbanaraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I1).
Cur sios: OueHsiBaHETO Ha NpeanoXeHnaTa B HacTosiwaTa obLiecTBeHa Nnopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka c noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe y4acTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptTn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT Mpu AONYyCHAaTU O OUEHsABaHe eaHa nunn Ase ogepTn, KOMUCKSATA Lie
NPUNoXu namckeaHmaTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO OPepTy Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

5.1.11. Doiciméid solathair
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Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/589505
Cainéal cumarsaide ad hoc:

Ainm: LAWC EOINT

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589505
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: 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: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 14/07/2026 14:00:00 (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: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha KOHKypeHUunsaTa
Eolas faoi spriocdhatai athbhreithnithe: CbvrnacHo un. 197, an. 1, 7. 1 oT 3akoHa 3a
obuwecTteeHnTe nopbukm (30I1) Kanba moxe aa ce nogasa npea K3K B 10-aHeBeH Cpok OT
N3TMYaHeTO Ha cpoka no 4s. 100, an. 3 - cpeLly peLleHMeTO 3a OTKpMBaHe Ha npouenypara u
/vnn pelweHneTo 3a ogobpsaBaHe Ha NPOMEHUN B yCroBusATa no obsseHaTa npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CMNeyMANN3NPAHA BEOJTHUNLIA 3A AKTMBHO JIEYEHWE MO OHKONOTIMA"CBETH
MNHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELWAITM3VNPAHA
BOJTHNUA 3A AKTUBHO JIEYMEHWE MNO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awimTta Ha KOHKypeHunsiTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUWATTIMSNPAHA BOJTHULIA 3A
AKTUBHO NIEYEHWE MO OHKOJIOM'MA"CBETU MUHA" EOOL
Eagraiocht a phréisealann tairiscinti: CITELLWAJTIMSUPAHA BOJIHULA 3A AKTVBHO
NEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

5.1. Luchtég: LOT-0005
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Teideal: Ivosidenib

Cur sios: NpeameTsbT Ha o6ocobeHa nosmuma Ne 5 ,Ivosidenib” BkntouBa goctaBka Ha
nekapcTBeH NpoaykT ¢ AHatomo-TepanesTuyeH ko /ATC-kog/ LO1XX62, MexayHapogHo
HenaTteHTHO HanmeHoBaHue /INN/ Ivosidenib, JlekapcTBeHa popma Film-coated tablet,
KonunyecTBo Ha akTMBHOTO fnekapcTBeHO BellecTBo, 5 mg/ml - 20 ml, Npegnonaraemo
Konu4yecTBo 3a 2 rogmHu — 1440 TabneTku;

Aitheantdoir inmheanach: 589511

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpallHUAT CpoK 3a U3NbIIHEHNE MOXE [a Ce NPOABITKN
(nogHOBM) 4O CKNtoYBaHE Ha HOB LOroBOP NO NPOBeAEHa crefBalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC ChLUNSA NPpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe AOCTaBKM (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo meceveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabiKaBaHeTO/MOAHOBABAHETO. YAbMKaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO € cbobpa3seHo ¢ uancksaHmdata Ha yn. 21, an. 1 ot 30Mwn e
npeABMAEHO OT Bb3NOXUTENSA B NPOrHO3HaTa CTOMHOCT Ha nopbuykarta). 1.2. B cnyyan ye oo
N3TU4YaHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3sa NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha JoroBopa“, kaTo yabIKM Cpoka Ha AoroBopa € NpaBoTo Aa
Bb310XWN JOMBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NPeaMeT Ha nopbykata Ao
n3yepnsaHe Ha (hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(nBaHageceT) meceua. oA ,HenspasxoaBaH PUHAHCOB pecypc” Bb3NOXUTENAT umMa npeasua
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoaBaHuTe
(bMHaAHCOBM CpeacTBa No 4OroBopa. Bb3noxutenat Moxe aa peanuampa npaBoTo CU Ha
,OMUMSA 3a yabihkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha 40roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obuecTBeHaTa nopbyka. Onunara ce peanuampa Ypes CKYBaHETOo Ha
AOMBbITHUTENHO CnopasymMeHune npu ycnosuaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. An ait feidhmiochta
Seoladh poist: yn. Bacun Jlescku Ne 62
Baile: rpag bnaroesrpag
Cad poist: 2700
Foroinn tire (NUTS): bnaroesrpag (BG413)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaHuaT cpok 3a n3nbnHeHne Moxe fa ce NPoabIKN
(nogHOBM) OO CKNOYBaHE Ha HOB 4OrOBOP MO NPOBeAeHa criefpalla npoueaypa 3a Bb3naraHe
Ha obLLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeJOMIIEHME OT CTpaHa Ha Bb3MNOXUTENS, HO He 3a NoBeYe OT ABa MeceLa, KaTo B TO3M
crny4an MeceyHuTe JOCTaBKU (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a 1 B CbOTBETCTBUE CbC
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cpeaHo MeceyeH ob6em Ha M3NbIIHEHWE Ha LOCTaBKM MO 4OroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO ya4bKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha vn. 21, an. 1 ot 30Mu e
npeaBuaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBMEe Ha AOoroBopa 3a CbOTBETHaTa No3nuus e Hanvue
HeunapasxoaBaH OMHaHCOB PECYPC MO HErO U BLIMOXUTENAT HE € CKITHYUIT Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoOTo Ha
,LOMLUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yAbIMKM CpOKa Ha AOroBopa C NpaBoTo Aa
Bb3M0XN JONBIIHUTENHW KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata go
n3yepriBaHe Ha PUHaAHCOBUSA PeCYpPC NO CbOTBETHUS LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasug,
pasnukaTa Mexay MakCuManHo JonycTumaTta CTOMHOCT Ha JOroBopa W n3pasxoaBaHuTe
(bMHaAHCOBM CpeacTBa No 4OoroBopa. Bbanoxntenar moxe aa peanuampa npaBoTo CU Ha
,LOMUMA 3a yabmkaBaHe Ccpoka Ha JoroBopa“ 4o n3tnyaHe Cpoka Ha AoroBopa 3a BbanaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKYBaHETO Ha
AOMbITHUTENHO CriopasymMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a aireamh: 240 122,59 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: HacTtosilwara obwectBeHa nopbyka ce OTKpUBa M Bb3nara nepnoanyHo, ¢ orneg
noTpebHocTUTEe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapCTBEHU NPOOYKTMU.
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): nil
Eolas breise: 1. Bb3noxmutenat uma npaBo npn He06Xo0ANMOCT C Ornea peanHuTe cu
noTpebHOCTM Aa NPOMEHS eHOCTPaHHO MPOrHO3HUTE /NMnaHnpaHnTe/ KonnyecTasa no
OoTOEeNHUTE NekapcTBeHn NPOAYKTM OT cneundurkauusaTa, kKaTto Mma NpaBo Aa 3asiBU JOCTaBKa
Ha No-rofiemMun KonmyecTsa NpPoayKTu OT eaHa unu nosevye o60cobeHn No3numm B paMKkuTe Ha
porosopeHarta cTomHocT. 2. OdeprpaHaTa LeHa 3a onakoBka Ha fekapCTBEHUS NPOAYKT €
douKCcMpaHa 1 He NoAneXun Ha NPoMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o uskniodeHne
[OroBopeHara LieHa MoXe [ja Ce U3MEHS BbB Bpb3ka C MPOMEHN B HOPMAaTUBHUTE
pasnopenbu, pecnektMBHo B Hapeabata 3a ycnosusTa, npaBunaTa u pefa 3a perynupaHe u
pernctpmvpaHe Ha ueHuTe Ha nekapcteeHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwv 2017 r. n cn./, npaBeLn HEBb3MOXHO U3NbIIHEHNETO Ha JOroBopa npu
porosopeHuTe ycnosus. 3. [JoroBopeHaTa LieHa MOXe Aa ce U3MeHU U Ha ocHoBaHue 4n. 117a
ot 301 B cnyyan Yye ca Hanuue 4OCTaTbyHO AaHHW, OT KOMTO Ce YCTaHOBSIBA HANMYNETO Ha
NPUYNHHO-CNeACTBEHATa Bpb3ka MexXay HacTbNunmMTe MHMNaUMOHHM NPoLEeCU U
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTU, Noanexalum Ha nigekcaums. 4. B
crny4an, 4e B CpoOKa Ha AeWCTBME Ha JOroBopa ObpXKaBHO perynupaHarta ueHa B [NpunoxeHune
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe MO-HUCKa OT JOoroBopeHaTa, M3nbnHutTenaT e
ANbXeH CBOEBPEMEHHO [ia NPOMEHU LieHaTa, Ha KOSITO JOCTaBA fIekapCTBEHUTE NPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NekapCcTBEH CNUCHK, CYMTAHO OT JaTaTta
Ha npomMsiHaTa. B cnyyan, ye He yBegomu Bb3noxuntensi IMCMeHO B S—AHEBEH CPOK 3a
npomMsiHaTa U He NPOMEHU LieHaTa, Bb3noxuTenaT we 3annawa 4oCTaBAHUTE NeKapCTBEHN
NPOAYKTM MO NPOMEHeHaTa LeHa, CYMTaHo OT AataTta Ha CboTBeTHaTa AKTyanuaaums Ha
[MO3nTMBHMSA NeKapCTBEH CNUCHK. 5. Bb3nNoXuTensaTt nma npaBo B U3BbHPEOHU 0BCTOATENCTBA
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(3a KonTO OBCTOATENCTBA BLINOXUTENAT € MMCMEHO YBELOMEH OT Bb3OXMUTENS), KOUTO
BOOAT 0O HEBB3MOXHOCT Aaf€eH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa 6bvae
AOCTaBsH (Hanp. cnupaHe OT NPOM3BOACTBO; BPEMEHHO OrpaHMyaBaHe Ha NPoM3BOACTBOTO;
CbLLEeCTBEHO 3abaBsHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO WU/Mnn HEBPEXHO
noBefEeHUs Ha CTpaHUTe MO A0roBopa; U3TErnsiHe OT TbproBckaTa Mpexa v ap.) Aa 3asaBsaBa
AOCTaBKa Ha Apyr 3amMecTBall, JIekapCTBEH NPOAYKT, OTrOBapsiLL, HA TEXHUYECKUTE U3NCKBaAHUS
B NpunoxxeHneTo Kbm goroeopa, cbe cbluma ATC kog 1 INN Ha 3amecTBaLLMS NEKAPCTBEH
NPOAYKT, HA He NO-BMCOKa eAUHUYHA LieHa OT Tas3n Ha 3aMeCcTBaHWs NekapCTBEH NpoaykT. B
crny4yan, 4e eaAMHMYHaTa LieHa Ha 3aMeCcTBaLLMsA NEKapCTBEH NPOAYKT € No-BUCoKa OT
AOroBopeHarta no AoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn LoroBopa 3a obuecTBeHa
nopbYKa No OTHOLLEHME HA TO3M NPOAYKT U Aa nNpoBeae npoueaypa Ha gorosapsiHe 6e3
npegsaputenHo obsiernexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBOpbT MOXe fa Ce N3MEHU
B CnyyauTe, KoraTto B CpoKa Ha AEeNCTBUE Ha A0roBopa, Ce Criyyn npom3BoauTENAT, NOCOYEH
OT M3MbISIHUTENSA NO AOroBopa, Aa NPOMeHn npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue nNpeanoXxeHue oT U3NbIHUTENS 3a AOCTaBka Ha MeaukaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa U YCroBUs, NpeanoXxeHa B odeprara,
C KOSAAITO YYACTHUKBT € KnacupaH Ha NbpBO MSACTO.

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
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexxasaT paspeLleHne 3a NPOoM3BOACTBO, N3aafeHo no peda Ha 3akoHa 3a NnekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) unu 3a
TbProBus Ha eapo C NekapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLleHue 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YpocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHNSA KPUTEPUIA Ce AeKrnapupa C
nonbniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOI1, kaTo ce nocoyBa: HOMEpP U JaTa Ha u3gaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3J1MXM vnu 3a TbproBusa Ha egpo
C NnekapCTBEHW NPOAYKTU U Ha yOOCTOBEPEHMETO 3a perucTpauuns 3a TbproBusi Ha eapo C
nekapcTBEHW NPOAYKTU, UNN Ha paspeLleHneTo 3a BHoc. [lokasBaHe: Ha ocHoBaHue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I 4OKYMEHTBLT, KOWTO Ce NPeAcTaBsa OT ydacTHUKA
onpeaeneH 3a U3nbnHuUTen, npeau ga 6bae CknoYeH JOroBop My Npu NoucKBaHe B XoA4a Ha
npouenypara e: 3aBepeHO Konve Ha BanvaHo paspelleHme 3a Npon3BoACTBO, U34aaeHo no
pena Ha 3J1MXM unu 3a TbproBnsa Ha eapo C fIeKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
pernctpaums 3a TbproBusa Ha egpo C nekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noXuTenaT He N3MCcKBa 3aBepeHO KONne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpSBaLL, NPaBOTO 3@ TbProBuUS C fIeKkapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPOV3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrsp,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHn ypes npsik n 6esnnateH gocTsbn 4o
HauunoHanHuTe 6a3n gaHHU Ha ObPXKaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil abhartha
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Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBeHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpusiokeHnss Ne 2 n Ne 3 keM un. 3, 1. 2 n T.
3 o1 Hapepgbarta 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbabpXKaLlM NeKkapCTBEHU NPOAYKTU, CbAbpXallu
HapKkoTu4HM BewecTBa oT MNpunoxerHnsa Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha NUUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoaYyKTU, CbabpXKally HAPKOTUYHU BeLecTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa u
BellecTBaTa KaTo HapkoTuyHW. [JokasBaHe: Ha ocHoBaHue un. 67, an. S5uun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOMTO Ce NpeAcTaBsa OT yYacTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKYeH JOroBOp UK NPy NOMCKBAHE B XO4a Ha npoueayparta €: 3aBepeHo Konuve Ha
BanugHa nuueHsuns, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHM NPOAYKTU, CbhabpXaLm
HapKoTU4HM BewecTBa oT MNpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacuduumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konue Ha NnLeH3usTa No NpeaxogHoTo u3pedeHne, korato uma gocTb No
cnyxebeH NbT unn Yypes nybnuyeH perncTbp, Unm KoraTo cblyaTa MoXe aa 6bae ocurypeHa
ypes npsk 1 6e3nnaTteH AOCTbN 4O HAUUOHaNHUTE 6a3n JaHHW Ha AbPXKaBUTE YNEHKN.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM UHAHCOBU FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pa3Mep Ha NporHosHaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a KosaTo nogasa odepTa. [pn nsanonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 060poT e cbobpasHo BUAa v aena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 ouHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHWs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce Aokassa OT 006eANHEHNETO y4aCTHMK, @ HEe OT BCAKO OT nuuara,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHdopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30l. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeLCTaBAT EKBUBANIEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM UHAHCOBU FOOUHN
YyYaCTHUKbLT crneaBa fAa e peanuanpan MuHumaneH obopoT B cdeparta, nonagaila B obxeata
Ha nopbykaTa — npogaxba Ha nekapcTBEHN NPOAYKTU, U3YNCHEH Ha 6asa roguHnTe
0060poTKH, B pasMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
nosuums, 3a KosaTo ce nogasa odepta. Mpn nanonssaHe Ha NOAU3NBITHATENU N3NCKBAHETO 3a
oboporT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JnueTo nnu nuuarta nonsneat vact 1V:
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.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomu4ecko n puHaHcoBo cbeTosHne” oT EEQOTN. Mpwn
y4yacTne Ha obegMHEHNs], KOUTO He ca PUaANYECKN NLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06eMHEHNETO YH4ACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHuWe 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenar
MOXXE Aa U3NCKBa MO BCSKO BPEME cried OTBapsIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoueaypaTta, 8 UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/vunu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbIIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTM No yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxxgecTtpaHHute
YyYaCTHULM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOAaTencTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofaBa oepTy 3a nosede oT efiHa
obocobeHa no3nuns, Bb3anoXxntenaTt He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUSA 3a
peanuavpaH MuH1UManeH obuy obopoT, pecn. 3a M1MHMUManeH o6opoT B cpepaTta, nonagalla B
obxBaTa Ha nopbykaTta 3a Bcsika 0bocobeHa no3unumst Aa ce cymmpar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHABaHETO Ha NpeanoXeHnaTa B HacToswaTa obwecTBeHa NopbYyka ce N3BbpLIBa
Bb3 OCHOBA Ha KpUTEpMA 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I).
Cur sios: OueHsBaHETO Ha NpeasioXKeHMsITa B HacTosiwaTa obuecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30I1). OueHsBaHeTO Ha ohepTUTE LLE Ce n3BbpLUBa 3a BCska obocobeHa nosmums
nooTAenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KoaTo e no-Hucka ¢ noseye ot 20 % ot
cpegHaTa CTOMHOCT Ha NPeasioKeHMsTa Ha OCTaHanuTe y4acTHUUM Npy AonycHaTh Ao
oLeHsiBaHe Tpu unu nose4ve oeptTn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHO3Ha CTOMHOCT NMpY AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTn, KoMucusaTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a ob6ocobeHa
no3nuus, onpeaensiHeTo Ha U3NbIIHUTEN MEeXAY KnacupaHuTe Ha MbpPBO MACTO OhepTy e ce
N3BbpLUBa Npu cna3eaHe nanckBaHmaTa Ha yn. 58, an. 3 ot Mr30r1.

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/589505
Cainéal cumarsaide ad hoc:
Ainm: LUAKNC EOINM

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589505
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: 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: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
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https://app.eop.bg/today/589505
https://app.eop.bg/today/589505

Data oscailte: 14/07/2026 14:00:00 (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: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmta Ha KOHKypeHunaTa
Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un. 197, an. 1, 7. 1 ot 3akoHa 3a
obuwecteeHuTe nopbykm (30I0M) XKanba moxe aa ce nogasa nped K3K B 10-gHeBeH Cpok oT
n3TnyaHeTo Ha cpoka no un. 100, an. 3 - cpeLly peLLueHNeTo 3a OTKpMBaHe Ha npoueaypaTa u
/vnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHU B yCrioBusaTa no obsseHarta npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CNEUMANMN3NPAHA BEONMHUNUA 3A AKTUBHO NEYEHWE MO OHKOJIOIMA"CBETA
MNHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELAITM3VNPAHA
BOJTHNUA 3A AKTUBHO JIEMEHWE MNO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTa Ha KOHKypeHuusiTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUIWMATTIMSPAHA BOJTHULIA 3A
AKTUBHO NIEYEHME MO OHKOJIOMMA"CBETU MUHA" EOOL
Eagraiocht a phréisealann tairiscinti: CIIELLIVAJTIMSUPAHA BOJIHULA 3A AKTVBHO
NNEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: CIMELUMANU3VPAHA BEOJIHULUA 3A AKTUBHO JIEHYEHWE MO OHKONOI A"
CBETW MMHA" EOO[J
Uimhir chlaruchain: 101533900
Seoladh poist: BACUI1 JIEBCKW Ne.62
Baile: rp. brnaroesrpag
Cad poist: 2700
Foroinn tire (NUTS): bnaroesrpag (BG413)
Tir: An Bhulgair
Pointe teagmhala: CoHa Knucypcka
R-phost: song_klisurska@abv.bg
Teil.: +359 877009717
Seoladh idirlin: http://www.sbalo-svetimina.com
Praoifil an cheannaitheora: https://app.eop.bg/buyer/18369
Réil na heagraiochta seo:
Ceannaitheoir
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Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair
Eagraiocht a sholathraionn rochtain as line ar na doicimeéid solathair
Eagraiocht a fhaigheann iarratais ar rannphairtiocht

Eagraiocht a phroisealann tairiscinti

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

Eolas faoin bhfégra

Aitheantdir/leagan an fhégra: 7e70e349-9dc4-46ac-ac0a-6e268a980369 - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhégra: 12/06/2026 12:38:01 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fogra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 406646-2026

Uimhir eagrain 1O S: 113/2026

Data foilsithe: 15/06/2026
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