See the notice on TED website

406646-2026 - AlaywVvIouoGg

BouAyapia — PapHaKEUTIKA TTPOIOVTA — ., JlocTaBKa Ha NPOTUMBOTYMOPHMU JIeKapCTBEHU NPOAYKTU
3a HyxauTte Ha CBAJIO ,,Ceetn MuHa“ EOO/, rp. BnaroeBrpap -BTopa 4act“ no o6ocob6eHu
no3muyun“

OJ S 113/2026 15/06/2026

MpokApuén ocuufacng N cUNBACNG TTAPAXWPNONG — TUTTOTTOINHUEVO KABEOTWG

AyaBd

1. AyopaoTiig

1.1. AyopaoTig
Emionun ovopaagia: CNELMANM3NPAHA BEOJTHNLUA 3A AKTUBHO JIEMEHUE MO
OHKOJTIOM'MA"CBETU MUHA" EOO[
Email: song_klisurska@abv.bg
NouIkA poper) ayopaoTr): Opyaviopog dnuoaciou dikaiou
ApaoTtnpidéTnTa TNG avabétouoag apxng: Yyeia

2. Aiodikaoia

2.1. Aiadikaocia
TitAog: ,JJocTaBka Ha NPOTUBOTYMOPHM NeKapCTBEHN NpoaykTn 3a HyxauTte Ha CBAJIO ,,CeeTun
MwuHa“ EOOL, rp. Bnaroesrpapg -BTopa YacTt” no o6ocobeHn nosnunn®
Mepiypaen): NMpeameTbT Ha obwecTBeHaTa nopbyka ,JJocTaBka Ha NPOTUBOTYMOPHM
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;
AvayvwpioTiké dladikaciag: 178d966d-542e-4452-a5ef-9a199883c620
EowTtepikd avayvwploTiko: 589505
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Eidog dladikaoiag: AVOIKTA
H diadikaaia emmiTaxuveral: oxl

21.1. ZKomog
Xapaktipag TG oupPBaong: Ayaba
Kupia tagivounon (cpv): 33600000 PapuakeuTIKA TTPOIOVTO

2.1.2. Toémrog ekTéAeong
Taxudpouikr) dicuBuvon: yn. Bacun JleBcku Ne 62
MoAn: rpag bnaroesrpag
TayxudpouIKOg KwdIkag: 2700
YTmrodiaipeon xwpag (NUTS): bnaroesrpag (BG413)
Xwpa: BouAyapia

21.3. Aiia
EkTipwpevn agia xwpig GIMA: 1 953 671,89 EUR

2.1.4. Tevikég TTAnpooOpiEg
MpbdoBeTeg TANPOYOpIES: 1. Branoxutenat onpegens kato NOAXOOALLA N OBEKTUBHA
BA3A 3a cpaBHeHMe, KOATO LLe 13Mnon3Ba BbB Bpb3ka ¢ un. 72, an. 1, 1. 2 ot 30l nporHo3Ha
CTOMHOCT Ha o6ocobeHaTta No3nuns. 2. Y4acTHUKBT, onpedeneH 3a U3nbiHUTen Ha
obuiecTBeHaTa nopbyka € ANbXeH, npeau NoAnMcBaHeTo Ha AOroBopa, Aa npeacraBsu
rapaHuus 3a u3nbiHeHne Ha gorosopa B pasmep Ha 3 /Tpu/ % OT CTOMHOCTTa Ha Aorosopa
6e3 [AC. 2.1. NapaHuuaTa 3a n3nbrHeHne Ha goroBopa TpsbBa Aa 6bae npeacTaBeHa no
enaHue Ha yyacTHuKa B egHa ot coopmute npeasugenun B Un. 111 ot 30r1. MapaHumarta no
yn. 111, an. 5, 1. 3 ot 30[1 moxe fga ce NnpeacTaBu camo Korato CTOMHOCTTa Ha rapaHumaTta
3a U3NbIIHEHME € paBHa unu no-marnka ot 500 000 nea nnu 255 645,94 (oBecTta netgecet n
neT XMNaam LWeCcTCTOTUH YeTUpUaeceT 1 NeT eBpo 1 AeBETAECET U YeTMPU EBPO LIEHTA) €BPO
(Ha ocHoBaHue un. 111, an. 7 ot 30I1). 2.2. KoraTto rapaHuusita e nog popmarta 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.

Nouikn Bdon:

Odnyia 2014/24/EE

2.1.5. Opol dnuociwv cuppdoswyv
Opoi uttoBoARg:
MéEyI0TOG apIBUOS TTAPTIOWY YIA TIG OTTOIEG £VAG TTPOCPEPWY PTTOPET VA UTTORAAEI TIPOOQOPEG:
5
‘Opol Tng oupBaong:
MéyioTog apiBudg TapTidwyV yia TIG OTToiEG UTTOPOUV va avaTeBouv cuuBdoeig o€ Evav
TTPOoPEPOVTA: 5
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2.1.6. Aodyol amokAsiopou
Mnyég Twv Adywv atrokAeiopou: MNMpoknpuén
2UPHETOXN O€ eyKANUATIKA opydvwaon: KaHoMaaTbT UM Y4aCTHUKBT € OCbAEH C Brisiana B
cvna npucbaa 3a npecrbnnexne no yn. 321 vnu un. 321a ot HakasatenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30IM) unu 3a aHanorMyHo NpecTbNfeHe B Apyra AbpXXaBa YeHka unm Tpeta
cTtpaHa (4n. 54, an. 1, 7. 2 ot 300N)
Alo@Bopd: KaHonaaTsbT UM y4acTHUKBT € OCbAEH C BNA3Ma B cuna npucbaa 3a
npectbnnenue no 4n. 301-307 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 300) unu 3a
aHanornm4yHo NpecTbnieHne B Apyra AbpaBa YneHka unn tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot
30MM)
ATTaTN: KaHamaaTsT nnm y4acTHUKBT € OCbAEH C BNsA3Na B cuia npucbaa 3a npectbhnfieHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B Apyra Abp)KaBa YneHka nnm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I01)
TPOUOKPATIKA EYKAANOTA ) EYKAAPOTA CUVOEOUEVA UE TPOPOKPATIKEG OPACTNPIOTNTEG:
KaHangatsT unu y4acTHUKBT € OCbAEH C BMsidna B cura npucbaa 3a NpecTbhnneHme no yn.
114a - 1141 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) nnn 3a aHanorM4HoO
npecTbnneHne B Apyra AbpKaBa YneHka nnm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30Tl1; no un.
108a ot HakasaTenHus kogekc (u3m. n gon., obH. 1B, 6p. 84 o1 06.10.2023 r. — pegakums B
cuna o 30.01.2026 r.) kato npecTbnneHne, BkNo4eHo B o6xBaTta Ha un. 57, naparpad 1 ot
Oupektnea 2014/24/EC)
NopigoTroinon €06dwv atrd TTapAavoueg dpacTnPIOTNTEG 1 XpNHaToddTNon TG TPOPOKPATIAG:
KaHomaaTsT Unm y4acTHUKBT € OCbAEH C BRs3na B cuia npucbaa 3a NpecTbhfieHne no yn.
253-260 ot HakasatenHus kogekc (un. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanorn4yHo
npecTbneHne B Apyra Abp)XaBa YreHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Maidikr epyacia Kal GAAEG HOPPEC euTTOPiag avOpwTTwY: KaHanaaTbT UNN y4aCcTHUKBLT €
OCbEH C BMisi3Na B cuna npucbaa 3a npecrbnnenune no yn. 159a-159r ot HakasatenHus
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) nnn 3a aHanorM4HO NpecTbNNeHne B Apyra Abpxasa
yfieHKka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)
MapdaBaon uttoxpéwaong TTou oXeTiCeTal e TNV KATABOAN @Opwv: KaHanaatsbT Unm y4acTHUKLT
UMa 3a4biMKeHUs 3a JaHbumM No cMuchna Ha yn. 162, an. 2, 1. 1 oT JJaHbYHO-OCUTypUTESTHUS
npoLecyarneH KOAeKC U NMUXBUTE NO TSX KbM AbpXaBaTa unu kbM obLimMHaTa no ceganuieto
Ha Bb3MOXUTENSA U Ha KaHOMAATa UK y4acTHUKA, WY aHanormyHu 3aabimKeHUs CbriacHo
3aKOHOAATENCTBOTO Ha AbpXaBaTa, B KOATO KaHANAATbT UMM YYaCTHUKLT € YCTaHOBEH,
AoKasaHu C BMSA3bS B CUMa akT Ha KOMMeTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I0)
MapdaBaon uttoxpEwaong TToU OXETICETAI E TNV KATABOAN EI0QOPWV KOIVWVIKNG AoPAAIoNG:
KaHomMaaTsT unm y4acTHUKBT MMa 3a4bIiHKEHNS 3a 3a4bIDKUTENHN OCUTYPUTENHN BHOCKM MO
cMucbfia Ha yvn. 162, an. 2, 7. 1 oT JaHbYyHO-OCUTYPUTENHNA NpoLiecyarnieH KOA4eKe N NUXBUTE
no TAX KbM ObpXXaBaTa unv kbM obLumMHaTa No ceganuuleTo Ha Bb3NOXUTENSA N Ha KaHangaTa
UNW yYaCTHUKA, UM @aHaNoOrMYHN 3a4biMKEHUs CbINacHO 3aKOHOA4ATENICTBOTO Ha AbpXKaBara,
B KOSITO KaHOMAATHT UMM YH4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3bI1 B CUMa akT Ha
KOMNeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30IM)
MapdaBaon UTTOXPEWOEWV OTOUG TOUEIG Tou TTEPIBAAANOVTIKOU dikaiou: KaHaMaaTsT nnm
YYaCTHUKBT € OCbEH C Brisi3rna B cuna npucbaa 3a npecronnexHue no yn. 352-353e ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanornM4yHo nNpecTbnieHne B gpyra
AbpKaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)
MapdaBaocn UTTOXPEWOEWV OTOUG TOUEIG TOU KOIVWVIKOU dIKaiou: KaHaMaaTbT UM y4acTHUKBLT
€ OCbJIEH C BNA3na B cuna npucbaa 3a npectbnrieHme rno yn. 172 vnn un. 192a ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanornM4yHo nNpecTbnieHne B gpyra
AbpXaBa YreHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)
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MapdaBaon UTTOXPEWOEWVY OTOUG TOUEIG TOU EPYATIKOU dIKaiou: KaHaMaaTbT UM y4acTHUKBT €
n3BbpLIn HapyweHue no un. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C
BMNS3M0 B CMa HakasaTesrHo NOCTaHOBEHNE NN CbAeOHO peLlenne, Nnm aHanormyHm
HapyLUeHUs1, yCTaHOBEHM C aKT Ha KOMMNETEHTEH OpraH, CbrnacHO 3aKOHO4AaTENCTBOTO Ha
AbpXaBaTta, B KOATO KaHOWAATBLT UMK Y4aCTHUKBT € YCTaHoBeH (4. 54, an. 1, 1. 6 ot 30I1)
ApeEoN A EUPEON CUPUETOXN OTNV KaTAPTION TNG TTapoucag diadikaoiag auvayng cuppaong:
Hanuue e HepaBHOMNOCTaBeHOCT B criydanTe no yn. 44, an. 5 ot 30IM (un. 54, an. 1, 1.4 ot
30MM)

2UYyKPOUOT CUPQEPOVTWY AOYW TNG CUPUETOXNG Tou 0Tn dladikaoia ouvayng TnNg oupBaong:
Hanuue e KOHNUKT Ha nHTepecu no cmucbna Ha § 2, 1. 21 ot [P Ha 30T, KonTo He Mmoxe aa
6bae otcTpaHeH (4n. 54, an. 1, 1. 7 ot 30IM)

Weudeic dnAwaoelg, atrokpuywn TTANPOQPOPIWY, AVIKAVOTNTA TTAPOXAG TWV ATTAITOUNEVWV
EYYPAQwyY 1 AWn TTANPOPOPIWY EUTTIOTEUTIKOU XAPAKTAPA TTOU agopouv TNV TTapouca
diadikacia: 3a kKaHangaTa UM ydacTHUKa € yCTaHOBEHO, Ye: - € NpeacTaBusi AOKYMEHT C
HEBSIPHO CbAbpXXaHWe, C KOUTO Ce AoKa3Ba AeknapupaHaTa fimnca Ha OCHOBaHWUA 3a
OTCTpaHsiIBaHe uUnu AeKknapupaHoTo U3nbiiHEHNE Ha Kputepunte 3a nogbop (4n. 54, an. 1, 1.5
ot 30I1); - He e npegocTaBMn N3NCKBaLLLA ce MHopMaLUns, CBbp3aHa C yAOCToBepsiBaHe
nuncaTa Ha OCHOBaHUSA 3a OTCTpaHsiBaHe UIu U3MbITHEHMETO Ha KpuTepuuTe 3a nogdop (4n.
54, an. 1, 1.5 o1 30I0N)

5. MapTida

5.1. NapTida: LOT-0001
TitAog: Mirvetuximab soravtansine
Mepiypaen: MNMpeameTsbT Ha o6ocobeHa no3mumsa Ne 1 ,Mirvetuximab soravtansine® BkntouBa
AOoCTaBKa Ha nekapcTBeH npoaykT ¢ AHaToMmo-TepaneBTnyeH 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 rogmHu — 144 donakoHw.
EowTtepikd avayvwploTiko: 589506

5.1.1. ZKotroég
XapakTtpag NG ouppBaong: AyaBd
Kupia tagivounon (cpv): 33600000 dapuakeuTiKa TTPoidvVTa
EmiAoyég:
Mepiypa@n Twv emAoywv: 1.1. KpalHUAT CPOK 3@ U3MbIIHEHME MOXE [a Ce NPoabITKN
(nogHOBM) 4O CKNtoYBaHE Ha HOB 4OrOBOP NO NPOBeAEHa creBalla npoueaypa 3a BbanaraHe
Ha obLLecTBeHa NopbYka CbC ChLUMSA NPpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3N0OXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe AOCTaBKM (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. YAb/KaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO € cbobpaseHo ¢ uanckesaHmatra Ha yn. 21, an. 1 ot 30Mwn e
npeABMAEHO OT Bb3NOXUTENSA B NPOrHO3HaTa CTOMHOCT Ha nopbuykarta). 1.2. B cnyyan ye oo
N3TU4aHe Ha CpoKa Ha AeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH (PMHaHCOB PECYPC MO HETO U BBb3MNOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3sa NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kaTo yabIKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN JONMBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata Ao
n3yepneaHe Ha (hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
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(aBaHageceT) Mmeceua. Mo ,HenspasxoaBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasug,
pasnukaTa Mexay MakCuManHo JonycTumaTa CTOMHOCT Ha 4OroBopa W n3pasxoaBaHuTe
d1HaHCOBM cpeacTaa Nno Aorosopa. Bbanoxmntenat moxe Aa peanuavpa NpaBoTo CU Ha
,LOMUMA 3a yabmkaBaHe Ccpoka Ha JoroBopa“ 4o n3TnyaHe Cpoka Ha AoroBopa 3a BbarnaraHe
N3NbIHEHNETO Ha obLecTBeHaTa nopbyka. OnumaTa ce peanuampa Ypes CKYBaHeTo Ha
AOMbITHUTENHO CropasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. Toémog ekTéAeong
Taxudpouikr) dieuBuvon: yn. Bacun JleBcku Ne 62
MéAN: rpag bnaroesrpaa
TaxudpouIKog Kwdikag: 2700
YTmrodiaipeon xwpag (NUTS): bnaroesrpaa (BG413)
Xwpa: BouAyapia

5.1.3. EKTIJWPEVN SidpKeIa
Aidpkeia: 24 MAveg

5.1.4. Avavéwon
MEyIoTEG avavewoElg: 2
AMN\eG TTANpo@OpIES yIa avavewaoels: 1.1. KpanHNAT Cpok 3a n3nbiHEHNE MOXe Aa ce
npoabIKM (NOLHOBKU) OO0 CKOYBaHE Ha HOB JOroBOP MO NPOBeAEHa crieaBalla npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMA NpeaMeT Bb3 OCHOBA Ha €4HOCTPaHHO
NMMCMEHO yBEeJOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3U CriyYyan MeceyHuTe A4O0CTaBku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBETCTBUE
CbC CpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO JOroBopa UM Cbpa3MepHO Ha
YyacTTa OT Mecela, 3a KOUTO € HanpaBeHo yabIhkaBaHETO/NOAHOBABAHETO. Yab/mKaBaHETO Ha
CpoOKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3mckBaHmaTa Ha un. 21, an. 1 ot 30T
1 e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cniyyan ye
00 U3TU4aHe Ha Cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3ULMs € 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 AoroBopa“, kKaTo yabJKM Cpoka Ha A0oroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBA OT NIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepneaHe Ha (bMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakcumarnHo AonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bbanoxmntenat moxe aa peanuampa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obLecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHEeTo Ha
OONBbIHUTENHO cnopasymMeHune npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Agia
Ekmipwpevn agia xwpig ®rA: 413 143,20 EUR

5.1.6. Tlevikég TTAnpoOYoOpiEg
Mpodkeital yia eTravaAauBavouevn diadikagia dnuoaiwv cupBacewyY
Mepiypaen: HacTtosiwarta obuwectBeHa nopbyka ce OTKpMBa U Bb3nara nepnmoguyHo, ¢ ornes
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NIekapCTBEHU MPOLYKTH.
KaTt’ atroKA€IOTIKOTNTO OUUHETOXNA:
Agev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
H dnudaoia aupBacn KaAUTITETAI ATTO TN CUMPWVIa yia TIC dnuoaieg oupBdoclg (ZAY): oxI
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MpbobeTeg TTANPOPOPIES: 1. Bb3noxntensaT uma npaso npv HEOOXOANUMOCT C Ornes peanHuTe
cv noTpebHOCTN Aa NPOMEHS eQHOCTPaHHO NPOrHO3HUTE /NNaHnpaHuTe/ kKonuyecTea no
OTAENHUTE NekapCcTBEeHU NPOAYKTU OT cneungukaumnaTa, kato Mma npaso Aa 3asBu 4oCTaBKa
Ha No-rofiemMun KonmyecTBa NPoayKTM OT eaHa unu nosevye 060cobeHn No3numm B paMkuTe Ha
AoroBopeHaTta cTonHocT. 2. OdepupaHaTa LeHa 3a onakoBKa Ha flekapCTBEHUS NPOAYKT €
douKCMpaHa 1 He NMoANeXn 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
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 U3NbIHEHMETO Ha AoroBopa npu
AoroBopeHuTte ycnosus. 3. [loroBopeHaTta LieHa MoXe Aa ce U3MEHU N Ha OCHoBaHue 4n. 117a
ot 301 B cnyyan Yye ca Hanuue OCTaTbyYyHO AaHHW, OT KOUTO Ce YCTaHOBSIBA HANMYMETO Ha
NPUYMHHO-CNeaCcTBEHaTa Bpb3ka MeXay HaCTbNUINTe MHAIaUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NeKapCTBEHUTE MPOAYKTU, Noanexalum Ha nigekcaums. 4. B
cny4yamn, 4e B CpOKa Ha AeNcTBUe Ha JOroBopa AbpXaBHO perynupaHaTa ueHa B NpunoxeHve
Ne 2 Ha [103UTUBHNA NlekapCTBEH CMNCHK CTaHe No-HUCKa OT JoroBopeHaTa, M3nbnHUTenarT e
OJNTbXXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO JOCTaBs NekapCTBEHUTE MPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHUSA NekapCTBEH CNUCHK, CYMTaAHO OT JaTaTta
Ha npomsHaTa. B cnyyan, 4ye He yBegomn Bb3noxutens nMcMeHo B 5—HEBEH CPOK 3a
npomMsiHaTa U He NPOMEHU LieHaTa, Bb3noxuTenaT we 3annawa 4oCTaBAHUTE NeKapCTBEHN
NPOAYKTX No NPOMEHeHaTa LieHa, CYUTaHO OT AaTaTa Ha cboTBeTHaTa AKTyanusaums Ha
[Mo31TMBHMA NEKapCTBEH CNUCHK. 5. Bb3noXuTensaTt nma npaBo B M3BbHPEAHN 0B6CTOATENCTBA
(3a KoUTO OBCTOATENCTBA BLINOXUTENAT € MMCMEHO YBEAOMEH OT Bb3OXMUTENS), KOUTO
BOOAT 4O HEBB3MOXHOCT Aaf€eH NeKapCTBEH NPOAYKT, YTOBOPEH C AoroBopa Aa 6bvae
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 apyr 3amMecTBall, JIekapCTBEH NPOAYKT, OTrOBapsiLL, HA TEXHUYECKUTE U3UCKBaAHUS
B NpunoxeHneTo Kbm goroeopa, cbe cbluma ATC kog 1 INN Ha 3amecTBaLLMS NEKAPCTBEH
NPOAYKT, HA HE NO-BMCOKa eAUHUYHA LieHa OT Tas3n Ha 3aMeCcTBaHUs NekapCTBEH NpoaykT. B
cnyyan, Ye eQUHUYHATA LieHa Ha 3amMecTBaLLuMs flekapCTBEH NPOAYKT € MNo-BUcoKa OT
AOroBopeHarta no AoroBop, Bb3NOXUTENAT MMa NpaBo fa npekpaTn oroBopa 3a obuecTBeHa
nopbYKa No OTHOLUEHME HA TO3M NPOAYKT U Aa nNpoBeae npoueaypa Ha gorosapsHe 6e3
npegsaputenHo obsienexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBOpbT MOXe fa Ce N3MEHU
B CrlydauTe, Korato B Cpoka Ha AeWCTBME Ha JOroBopa, ce Cryyun nponsBoanTENAT, NOCOYEH
OT U3MbIIHUTENSA NO AOroBopa, Aa NPOMeHn npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue npeasioxXeHne OT U3MNbIHUTENA 3a OCTaBka Ha MenKaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa 1 YCroBUs, NpeanoXxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSACTO.

5.1.7. Zrpatnyikég dSnpooieg CUNPAOEIG
2TOXO0G TwV OTPATNYIKWY dnuociwv cupfaocwv: Kauia otpatnyikr dnuooia cuupacn
Kpitipia Tpdoivwy dnPooiwy CUPBAcEwY: Agv UTTAPXOUV KPITAPIO YIa TTPACIVEG dNUOOIEG
ouppaoceig

5.1.8. Kpithpia mpooBacipéTnTag
2upuTreplAauBdavovTal KpITrpia TTPOCRACINOTNTAG YVIa Ta ATOUA PE AVATTINPEIES

5.1.9. Kpithpia €mAoyng
Mnyég Twv KpITnpiwv etmAoynig: MNMpokrnpuén
Kpitiplo: Eyypa®r o€ OXETIKO ETTAYYEAUATIKO UNTPWO

406646-2026 Page 7/35



Mepiypaer) Tou KpITNPiou ETTIAOYAG: Y4acTHMuMTEe B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexasaTt 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
paspeLlleHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUS KPUTEPUIA CE AeKknapupa ¢
nonbnsaHe Ha yacT |V, 6yksa ,A“ ot eEE[IOlN, kaTo ce noco4yBa: HOMep 1 AaTa Ha usgaBaHe
Ha paspeLlueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3J1MXM unu 3a TbproBusa Ha egpo
C NeKkapCTBEHM NPOOYKTU NN Ha yOOCTOBEPEHMETO 3a permcTpauus 3a TbproBus Ha eapo C
nekapcTBEHW NPOAYKTU, UIM Ha pa3peLleHneTo 3a BHoC. [loka3BaHe: Ha ocHoBaHue yn. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30IN 4OKYMEHTBLT, KONTO CE NPEeACTaBA OT y4acTHUKA
onpeaeneH 3a U3nbnHuUTen, Npeaun ga 6bae CKNYeH JOroBOp MM NP NOMCKBaHe B X0A4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanvaHo paspelueHue 3a Npou3BOACTBO, M34aAeHo Mno
pena Ha 3J1MXM unu 3a TbproBusa Ha egpo C NekapCTBEHN NPOAYKTU UM yOoCTOBEPEHME 3a
perncrTpaums 3a TbproBusi Ha egpo C fiekapCTBEHU NPOAYKTU, UMK pa3peLleHne 3a BHOC.
Bb3noxuTensTt He U3McKBa 3aBepeHo Komnne Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yAoCTOBepSBALL, NPABOTO 3a TbProBUsi C NeKapCTBEHM NPOAYKTU UNK paspeLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UK KoraTo CbLluMTe MoraT fga 6baaT ocurypeHn ypes npsk n 6esnnateH JocTsbn 4o
HaumoHanHuTe 6a3n AaHHM Ha ObPXXaBUTE YNEHKN.

Kpitiplo: Eyypa®r o€ OXETIKO £TTAYYEAUATIKO HNTPWO

Mepiypar) Tou KpITnpiou €MAOYNAG: YyacTHMUMTE B obLLecTBeHaTa nopbyka TpsabBa aa
nputTexasaTt NULEH3MS, n3gageHa no pega Ha 3akoHa 3a KOHTPOJST Ha HapKOTUYHUTE
BeLlecTBa n npekypcopute (3KHBIT), koraTo yyacTeaT 3a fOCTaBka Ha fiekapCTBEHU
NPOAYKTU, CbAbpXally HApKOTUYHKM BelecTBa OoT npunioxeHnss Ne 2 n Ne 3 kbM un. 3, T. 2 N T.
3 ot Hapepnbara 3a knacuduumpaHe Ha pacTeHusaTa 1 BewecTBaTa KaTo HapKOTUYHW. (BaXu
camMo 3a 060cobeHnTe NO3MLMK, CbabpXKaLLM NEeKapCTBEHM NPOAYKTU, ChAbpKaLym
HapKoTu4HM BewecTBa oT MNpunoxerHns Ne 2 n Ne 3 kem un. 3, 1. 2 n 1. 3 ot Hapeanbara 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHN). YAOCTOBEPSABaHE:
CbOoTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbnsaHe Ha yacT |V, byksa ,A®
ot eEEJOI1, kaTo ce noco4yBa: HOMepP 1 gaTa Ha U3gaBaHe Ha NMUEeH3usaTa, n3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHM NPoaYyKTW, CbAbp KAl HAPKOTUYHM BELLeCcTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 1. 2 n 3 ot Hapenb6ara 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 yYacTHUKa onpeaeneH 3a U3nbiHUTen, npeau
Aa 6bae ckYveH 4oroBop UM Npu NOMCKBaHE B X04a 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 pacTeHusTa u BellecTBaTa KaTo HapKOTUYHN. Bb3noxnTensT He U3nckea
3aBEepPEHO Konme Ha NuueHausaTa No NpeaxoaHoTo n3peyveHme, korato uMa 4ocTbn no
cnyxebeH NbT unun Ypes NyenmyeH perncTbp, UNn KoraTo cbliata Moxe Aa 6bae ocurypeHa
ypes npsk 1 6esnnarteH A4oCTbN 40 HauMoHanHuTe 6a3n JaHHM Ha ObpPXXaBUTE YIIEHKM.

Kpitpio: ["evikog €TH010G TCipog

Meprypagr Tou KpITnpiou €MAOYNAG: 3a nocnegHUTe TpU NPUKNIYNIN (PUHAHCOBU rOANHN
YYaCTHUKBLT cneBa fa e peanusupan MmHumaneH obuy obopoT, nsumcrneH Ha 6asa
roanwHuTe o60poTH, B pasamep He No-Manbk OT ABYKPaTHUSA pa3Mep Ha NporHo3HaTta
CTOMHOCT Ha CboTBeTHaTa obocobeHa no3nums, 3a KosSTo nogasa odepta. [pu nsnonssaHe
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Ha NOAU3NbIHUTENM N3UCKBAHETO 3a MUHMManeH o6l 06opoT e cbobpasHo Buaa v aena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOoCcToBepsiBaHe: JnueTo nnu nuuarta nonsneat vacT 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomu4ecko n puHaHcoBo cbeTosHne” oT EEQOTN. Mpwn
yyacTne 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
MOXXE Aa U3NCKBa MO BCSKO BPEME cried OTBapsSIHETO Ha odepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoueaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMEHTW no yn. 62, an. 1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbJIHEHME, OBCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsaHe Ha JOKYMEHTM no yn. 62, an. 1, 7. 3 u/unu 1.4 ot 30Tl1. YyxagecTtpaHHute
y4aCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOATENCTBOTO CU.

Kpitrpio: EidIkOG €T010G TCipog

Mepiypar Tou KpITnpiou €TMAOYNAG: 3a nocnegHUTe TpU NPUKNIOYNIN (PUHAHCOBU rOANHN
YYaCTHUKBLT crnefBa fa € peanusupan MmHumaneH obopoT B cpepaTta, nonagalla B obxeaTta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U3YUCIEH Ha 6a3a roguHTe
060opoTKn, B pasMmep He No-ManbK OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoaTo ce nogasa odepTa. Npu n3anonssaHe Ha NOAN3MNbIHUTENN N3NCKBAHETO 3a
obopoT B chepata, nonagalla B obxsata Ha nopbykaTta, € cbobpasHo Buga u gena ot
nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHWs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 00eANHEHNETO y4aCTHMK, @ HEe OT BCAKO OT nuuarta,
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 UHopMauunaTta, nocoveHa B EE[JOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPA3HOTO 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 U3NbiiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsaHe Ha JOKYMEHTW 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, Bb3anoxmntenaTt He N3NCKBa MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MuH1UManeH obuy obopoT, pecn. 3a M1MHMUManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbykaTta 3a Bcsika obocobeHa no3unums aa ce cymupar.

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovopacia: OueHsABaHETO Ha NpeanoXeHnsaTa B HacToslaTta obLecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300).
Mepiypaer): OueHsBaHETO Ha NpeanoXeHndaTa B HacToswarta obLiecTBeHa Nnopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPMUS 3a Bb3naraHe ,Han-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 NPeasioKeHMsATa Ha OCTaHanuTe y4acTHMUM Npy AoNycHaTh Ao
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OLEHsIBaHe Tpy Unn noseye ohepTn Unm e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHO3Ha CTOMHOCT NMpW AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTn, KoMmcusaTa Lwe
NpuUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3nuus, onpeaensiHeTo Ha U3NbIIHUTEN MEXAY KnacMpaHuTe Ha MbpBO MACTO 0hepTH e ce
M3BbPLUBA NPU Cna3BaHe U3nckBaHusTa Ha yvn. 58, an. 3 ot MM30r1.

5.1.11. 'Eyypa@a dnuociwv cupfdocewyv
MAWOOEG OTIG OTTOIEG €ival €TTIONUWG dIaBEoIpa Ta £yypaga tng dnudaoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypdewy TnG dnudaoiag cuuBaong: https://app.eop.bg/today/589505
Ad hoc diaulog emTikoIvwyviag:
Ovopaoia: LAXC EOTI

5.1.12. Opol dnuooiwv cuppacewv
‘Opol1 utrofBoAng:
HAeKTPOVIKY) UTTOBOAN: YTTOXPEWTIKN
Aig0Buvon yia uttoBoAn: https://app.eop.bg/today/589505
"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda
HAekTpOVIKOG KaTAAOYOG: ETTiTpéTTeTal
ATTQITEITAI TTPONYMEVN 1] EYKEKPIPEVN NAEKTPOVIKE UTTOYPA@r] 1} o@payida [6TTwG opideTal oTOV
kavoviouod (EE) api® 910/2014]
MapaAhayég: Agv eTITPETTETAI
MpoBeoyia TTapaAafng Twv Tpoo@opwyv: 13/07/2026 23:59:59 (UTC+03:00) Oepiviy wpa
AvaTtoAikng Eupwting
AldpKeIa KOTA TNV OTToia TTPETTEI VA TTAPAMEVEL I0XUoUOd N TTPOoPopd: 6 Mrveg
NMAnpo@opieg OXETIKA pE TN dnUdOIa atTocPpPAyIon:
Huepopnvia atrooepdyiong: 14/07/2026 14:00:00 (UTC+03:00) O¢epivr) wpa AvatoAikng
EupwTtng
Totog: B cuctemata
‘Opol TnG ouupaong:
H oUuuBaon TTpéTrel va eKTEAEITAI OTO TTAQICIO TTPOYPOUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi
HAekTpOVIKH TIHOAGYNON: ETiTpéTTeTal
©a xpnoipoTtroindei NAEKTPOVIKA TTapayyeAia: Oxi
Oa xpnoipoTtroinBei NAEKTPOVIKA TTANPWUNR: OXI

5.1.15. Texvikég
Zuuguwvia-trAaiolo:
Kauia cupgwyvia-trAaioclo
NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHA AYOPWV:
Kavéva duvapiké ouoTnua ayopwy

5.1.16. Mepaitépw TTANpoPopicg, diapecoAdBnon Kal TTpoocPuUyn
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
MAnpo@opieg OXETIKA WE TIG TTPoBeCieg eTavetETaong: CoernacHo un. 197, an. 1, 1.1 ot
3akoHa 3a obuiectBeHnTe nopbykm (30I1) XKanba moxe aa ce nogasa npeq K3K B 10-aHeBeH
CPOK OT M3TM4aHeTOo Ha cpoka no yn. 100, an. 3 - cpeLly peLleHneTo 3a OTKpMBaHE Ha
npouenyparta n/unu peleHneTo 3a ogobpsiBaHe Ha NPOMEHM B yCrioBusiTa no obsiseHarta

npoueaypa.
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Opyaviopog TTapoxns TTPOCOETWY TTANPOPOPIWYV OXETIKA PE TN dladikaoia dnuoaciwv
oupBacewv: CMEUMATTMSUPAHA BOJTHULA 3A AKTUBHO JIEYEHUE MO OHKOJIOMMNA"
CBETW MMHA" EOO[J

Opyaviopog TTapoxng ekTog diadikTuou TTPOoRacng oTa £yypaga tng dnudaciag ouppaong:
CMNEUMANN3NPAHA BEOJTHUNLA 3A AKTMBHO JIEYEHUE MO OHKONOIMA"CBETH
MWHA" EOOJ

Opyaviopog TTaPOXNG TTEPICOOTEPWV TTANPOPOPIWY TwV dIadiKacolwy TTPooPuynG: Komncus 3a
3almnTa Ha KOHKypeHuusaTa

Opyaviopog mapaAaBrig aimjoewy cuppetoxng: CNEUUMATNTMSNPAHA BEONMHULA 3A
AKTMBHO NEYEHWE MO OHKOJIOMMA"CBETU MUHA" EOO[

Opyaviopog etregepyaciog Twv rpoopopwv: CMNEUUATTIMSNPAHA BONMHUUA 3A AKTUBHO
JIEYEHUME MO OHKONOIMNMA"CBETU MUHA" EOOL,

5.1. MapTida: LOT-0002
TiTAog: Zolbetuximab, KonnM4ecTBO Ha akTMBHOTO fekapcTBeHo BelecTso, 100 mg (20 mg/mil)
Mepiypagn: MNMpeameTsbT Ha ob6ocobeHa nosmuna Ne 2 Zolbetuximab® BkntouBa gocTtaBka Ha
nekapcTBeH npoaykT ¢ AHaTomo-TepaneBTudeH kog /ATC-koa/ LO1FX31, MexagyHapogHo
HenaTeHTHO HanmeHoBaHue /INN/ Zolbetuximab, JlekapctBeHa popma Powder for concentrate
for solution for infusion, KonnyecTtBo Ha akTMBHOTO nekapcTeeHo BewlecTtso, 100 mg (20 mg
/ml), Mpeanonaraemo konuyecTBo 3a 2 rognHn — 200 pnakoHu;
EowTtepikd avayvwploTiko: 589508

5.1.1. ZKotroég
XapakTtpag NG ouppBaong: AyaBd
Kdpia tagivounon (cpv): 33600000 dapuakeuTikd TTpoiovTa
EmiAoyég:
Mepiypaen Twv emAoywv: 1.1. KpalHUAT CPOK 3a U3MbIIHEHME MOXe [a Ce NMPOoabITKN
(mnogHOBM) 4O CKNOYBaHE Ha HOB LOroBOP NO NPOBeAeHa crefBalla npoueaypa 3a BbanaraHe
Ha obLuecTBeHa NopbYka CbC ChlUNSA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3MN0OXUTENs, HO HE 3a NoBeYe OT ABa MeceLa, KaTto B TO3M
crny4an MeceyHuTe OOCTaBKM (MpeaMeT Ha JoroBopa), e ca Ha 6a3a 1 B CbOTBETCTBUE CbC
cpeaHo meceyveH 06eM Ha U3NbIHEHUE Ha LOCTaBKM NO 4OroBopa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTO/NOAHOBABAHETO. Y AbiKaBaHeTO Ha Cpoka
Ha gorosopa (MoAHOBSIBAHETO e cbobpaseHo ¢ uancksaHnata Ha un. 21, an. 1 ot 30Mwn e
npeaBuaeHoO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye oo
N3TU4YaHe Ha CpoKa Ha JeNCcTBMEe Ha AOroBopa 3a CbOTBETHATa NO3NUUs e Hanuue
HenspasxoaBaH (PMHaHCOB PeCYpPC MO HETO U Bb3NOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3araHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CM 3anassa npaBoTo Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha JoroBopa“, kKaTo yabIKM Cpoka Ha A40oroBopa ¢ NpaBoTo Aa
Bb310XWN JONBISIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepneBaHe Ha (hMHaHCOBUA pecypc NO CbOTBETHUSI 4OroBOp, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasug,
pasnukaTta Mexay MakcumarsHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoaBaHuTe
PMHaAHCOBM CpeacTBa No 4OroBopa. Bb3noxutenar Moxe aa peanuampa npaBoTo CU Ha
,LOMUMSA 3a yabihkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha 40oroBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obuecTBeHaTa nopbyka. Onundata ce peanuampa Ypes CKYBaHeTo Ha
AOMBbNHUTENHO cnopa3ymMeHune npu ycrnosusaTa Ha yvn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. Toémog ekTéAeong
Taxudpouikr) diuBuvon: yn. Bacun JleBcku Ne 62
M6AN: rpag bnaroesrpag
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TaxudpouIKog Kwdikag: 2700
Ymodiaipeon xwpag (NUTS): bnaroesrpag (BG413)
Xwpa: BouAyapia

5.1.3. EKTIJWPEVN SidpKEIa
Aidpkeia: 24 MAveg

5.1.4. Avavéwon
MEyIoTEG avavewaEIg: 2
AMN\eG TTANpo@OpIES yia avavewoels: 1.1. KpanHNAT Cpok 3a n3nbriiHEHNE MOXe Aa ce
NpoAbXM (NOAHOBKM) OO CKMNtOYBaHe Ha HOB AOrOBOP MO NpoBeAeHa crneapala npoueaypa 3a
Bb3naraHe Ha obLecTBeHa Nnopbyka CbC CbLUNSA NpeaMeT Bb3 OCHOBA HA €QHOCTPaHHO
NMMCMEHO yBeAOMIIEHNE OT CTpaHa Ha Bb3NOXMUTESS, HO He 3a NnoBeYye OT ABa MeceLla, kaTo B
TO3M CnyYyan MecedHnTe JOCTaBku (MpeamMeT Ha A4oroesopa), e ca Ha 6asa n B CbOTBETCTBME
CbC CpeaHO MeceyeH obeM Ha U3NbIIHEHWE Ha AOCTaBKM MO AOroBopa UM Cbpa3MepHo Ha
yacTTa OT MeceLa, 3a KONTO e HanpaBeHO yabmkKaBaHETO/MOAHOBABAHETO. YobIHKaBaHETO Ha
Ccpoka Ha gorosopa (NogHOBABAHETO e CbobpaseHo ¢ n3mckBaHusTa Ha yn. 21, an. 1 ot 30T
1 e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
00 N3TMYaHe Ha cpoKa Ha AelCTBMEe Ha JOroBopa 3a CbOTBETHATa No3nums € Hanuue
HeunspasxoaBaH (PMHAHCOB PEeCYypPC MO HEroO U Bb3NOXUTENAT HE € CKITKYUI Apyr 4OroBop 3a
Bb3rnaraHe Ha AOCTaBKuTe, NpegMeT Ha JOroBopa, Bb3MOXUTENAT CU 3ana3Ba NpaBoTo Ha
,LOMUMA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yaAb/KM CpOKa Ha A0roBopa C NpaBoTo Aa
Bb3MOXM JONBAHUTENHW KONMYECTBA OT NeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata Ao
n34yeprneaHe Ha PUHAHCOBMKS Pecypc Mo CbOTBETHUSA LOroBOP, HO 3a He noBeye oT 12
(nBaHagecet) meceua. NMoa ,HenspasxoaBaH PUHAHCOB pecypc” Bb3NOXUTENAT UmMa Nnpeasua
pasnukaTa Mexgy MakCuMarnHo JonycTumaTta CTOMHOCT Ha JOroBopa U u3pasxoaBaHuTte
hnHaHCOBM cpeacTBa No AoroBopa. Bb3noxutensaTt Moxe fa peanuanpa npaBoTo CU Ha
,LOMUMA 3a yabhkaBaHe Cpoka Ha JoroBopa“ 4o n3TnyaHe cpoka Ha AoroBopa 3a BbarnaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKIYBaHETO Ha
OOMBbIHUTENHO cnopasymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Aiia
ExkTipwpevn agia xwpic PriA: 105 096,66 EUR

5.1.6. Tevikég TTAnpo@opieg
Mpokerral yia eTTavalaupavouevn diadikaoia dnuociwyv cuppacewv
Mepiypaer): HacToswara obwecTBeHa nopbyka ce OTKpMBa 1 Bb3nara nepuoguydHo, ¢ ornea
notpebHocTMTE Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NIeKapCTBEHU MPOLYKTHU.
KaTt’ a1rokA€IOTIKOTNTO CUUHUETOXNA:
Aev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
H dnuooia cupBacn KAAUTITETAI ATTO TN CUPPWVIa yia TIG dnudoieg cupupdoclg (ZAZ): oxI
MpbéoBeTeg TTANPOPOPIES: 1. Bb3noxmtensaT uma npaso Npv HEOBXOANMOCT C orfes pearnHuTe
cv noTpebHOCTM Aa NPOMEHS eHOCTPAHHO NPOrHO3HUTE /NNaHnpaHuTe/ KonmyecTea no
oTOernHuTe nekapcTBeHn NPoAYyKTU OT cneundurkauuaTa, kKaTto Mma nNpaBo Aa 3asiBU JOCTaBKa
Ha NO-rofiemMun KonmyecTsa NPoAyKTU OT eaHa unu noseye o60cobeHn No3mLmMm B pamMKnUTE Ha
AorosopeHarta cTorMHocT. 2. OdeprpaHaTa LeHa 3a onakoBka Ha fekapCTBEHUS NPOAYKT €
dukcnpaHa n He NOANEXN Ha NPOMSIHA 3a CPOKa Ha AencTeme Ha gorosopa. 1o nsknoyeHne
JOroBopeHara LieHa MoXe [ja ce U3MeHS BbB BPb3ka C MPOMEHU B HOPMAaTUBHUTE
pasnopenbu, pecnektMBHo B Hapeabarta 3a ycnoBsusita, npasunaTa v peaa 3a perynvpaHe u
pernctpmvpaHe Ha ueHuTe Ha nekapctseHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
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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 HaCTbNUINTE MHAMAUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTU, noanexalum Ha nigekcaums. 4. B
cny4yamn, 4Ye B CpOKa Ha AeNCcTBME Ha LOroBopa AbpXXaBHO perynupaHaTa ueHa B MpunoxeHue
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe Mo-HUCKa OT JoroBopeHaTa, M3nbnHutenaT e
ONTbXXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO LOCTaBs NeKapCTBEHUTE NPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NekapCTBEH CNUCHK, CYMTaAHO OT JaTtaTta
Ha npomsaHaTa. B cnyyan, 4ye He yBegomun Bb3noxutens nMcMeHo B 5—HEBEH CPOK 3a
npomMsHaTa U He NPOMeHU LieHaTa, Bb3noxuTensar we 3annawa AoCTaBAHUTE fNieKapCTBEHN
NPOAYKTX Mo NPOMEHEHAaTa LieHa, CYMTaHO OT AaTaTa Ha CbOoTBETHaTa AKTyanusauma Ha
Mo3NTUBHMA NEKAPCTBEH CNUCHK. 5. Bb3NoXuTenat nma npaso B U3BbLHPeaHN obcToaTencTea
(3a kOMTO OBCTOATENCTBA Bb3NOXUTENSAT € MMCMEHO YBEAOMEH OT Bb3M0XUTENS), KOUTO
BOAST 4O HEBB3MOXHOCT AafeH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa bvae
AOCTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha MPOM3BOACTBOTO;
CblLECTBEHO 3abaBsiHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO W/UIn HEBPEXHO
noBeAeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AOCTaBKa Ha gpyr 3amMmecTBall, SiekapCTBEH NPOAYKT, OTroBapsiLl, HA TEXHUYECKUTE U3NCKBaHUS
B MpnnoxeHneTo KbM goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBaLLmMA NnekapCcTBEH
NPOAYKT, HAa He NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMecTBaHus fiekapCTBeH NpoaykT. B
cnyyan, Ye eQuHUYHaTa LieHa Ha 3amMecTBaLLMs NIeKapCTBEH NPOAYKT € NOo-BUCOKa OT
AOroBopeHarta no JoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn JoroBopa 3a obLiecTBeHa
nopbyka No OTHOLLEHME Ha TO3M MPOAYKT 1 Aa NpoBeae npoueaypa Ha goroBapsiHe 6e3
npegsaputenHo obsisnexne no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBopbT MOXe Aa ce N3MeHU
B CriyvauTe, Korato B Cpoka Ha LEeWCTBME Ha A0roBopa, ce Cryyun NnponsBoaANTENAT, NOCOYEH
OT U3NBLIIHUTENSA NO AOroBoOpa, Aa NPOMEHN npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue NpeanoXeHne oT U3NbIHUTENSA 3a AOCTaBka Ha MeanKaMeHTa B pasnuyHa
pa3dacoBka, HO Npu 3anasBaHe Ha YroBOpPEHUTE LieHa U YCroBUs, NpeanoxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSCTO.

5.1.7. Zrpartnyikég dSnuooieg cuppaoElg
216X0G TWV OTPATNYIKWY dnuociwv cupBacewv: Kauia atpatnyikr) dnudéoia cupBaon
Kpitipia Tpdoivwy dnNPooiwy cupBacewv: Agv UTTApXOouV KPITAPIA YIa TIPACIVEG ONUOCIEG
ouppdoeig

5.1.8. Kpithpia mpoofacipoTnTag
2upTtrepIAauBavovTal KpITpia TTPOoRACINOTNTAG YIa Ta ATOUA PE AVATINPIES

5.1.9. Kpithpia €mAoyng
Mnyég Twv Kpitnpiwv etmAoyng: Mpokipugn
Kpitiplo: Eyypa@r o€ OXeTIKO €TTAYYEAUATIKO UNTPWO
Mepiypar) Tou KpITnpiou €MAOYNAG: YyacTHMUMTE B obLLecTBEHaTa nopbyka TpsaAbBa aa
nputTexxasaT paspeLleHne 3a NPoM3BOACTBO, U3aafeHo no pefa Ha 3akoHa 3a nekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU UK yOOCTOBEPEHME 3a percTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspelueHue 3a BHOC (cnyyauTe 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 vunu 3a TbproBusa Ha egpo
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C NekapCTBEHW NPOAYKTU U Ha yOOCTOBEPEHMETO 3a perucTpauuns 3a TbproBus Ha eapo C
nekapcTBEHW NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. [lokasBaHe: Ha ocHoBaHue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I JOKYMEHTBLT, KOUTO Ce NPeAcTaBsa OT ydacTHUKA
onpenerneH 3a n3anbnHuTen, npeaun ga 6bae CKYeH JOroBop UM Npu NOMCKBaHe B Xo4a Ha
npouenypara e: 3aBepeHO Konve Ha BanuaHo paspeLleHme 3a Npon3BoACTBO, U34adeHo no
pena Ha 3J1MXM unu 3a TbproBusa Ha eapo C fieKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
pernctpaums 3a TbproBusa Ha egpo C nekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOocTOBEpSBaLL, NPaBOTO 3@ TbProBUSA C fIeKapCTBEHM NMPOAYKTU UNKN pa3peLleHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unum ypes nyonuyeH perncrop,
UK KoraTo cbluMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH gocTsbn Ao
HaunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.

Kpitiplo: Eyypa®r o€ OXETIKO ETTAYYEAUATIKO UNTPWO

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMuMTEe B obLiecTBeHaTa nopbyka TpsibBa aa
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 NpusioXkeHns Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbarta 3a knacudmumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHMN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbObpXKaLlLM NekapCTBEHU NPOAYKTU, CbAbpXaLiu
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 NOCTABEHUSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha n3gaBaHe Ha NUUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoaYyKTU, CbOAbpXKaLln HAPKOTUYHU BeLecTBa OT
npunoxexmst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa u
BellecTBaTa KaTo HapkoTu4HW. [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, CbhabpXaLm
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapenbara 3a
KnacudumumpaHe Ha pacTeHusTa 1 BellecTBaTa Kato HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konune Ha NuueH3nsTa No NpeaxogHoTo u3pedeHne, Korato umva goCTb No
cnyxebeH NbT unn ypes nybnuyeH perncTbp, UM KoraTo cblyaTa MOXe aa 6bae ocurypeHa
ypes npsk n 6e3nnaTteH AOCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKMW.

Kpitpio: [Mevikog €TH010G TCipog

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe TpU NPUKMOYUIN PUHAHCOBU FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHUS pa3Mep Ha NporHosHaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pu nsnonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT e cbobpasHo BUAa v aena ot
nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vact 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHNs, KOUTO He ca PUaNYECKM nuua, 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 nNpeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPa3HOTO NPOBEXAAHE Ha npoueayparta, a MMEHHO: NpeacTaBsiHe
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Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30Tl. [Joka3BaHe: 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.

Kpitpio: Ei8Ik6G 10106 TCipog

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe TpU NPUKIOYUIN PUHAHCOBU FOOUHN
YyYaCTHUKBT creaBa Aa e peanuanpan MuHumarneH obopoT B cdeparta, nonagaila B obxearta
Ha nopbykaTa — npogaxba Ha nekapCcTBEHN NPOAYKTU, U3YNCHEH Ha Basa roguHnTe
0060poTK, B pasMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odpepTa. Npn n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
obopoT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbITHABAT. YOoCcToBepsiBaHe: JnueTo nnu nuuarta nonbneat yacT 1V:
.Kputepum 3a nogbop“, 6yksa b: ,MikoHomu4ecko n puHaHcoBo cbeTosHne” oT EEQOTI. Mpun
y4yacTne Ha obeguMHEeHNs, KOUTO He ca PUaNYECKN Nua, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce aoka3ea OT 06eMHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIMOYEHM B HEro. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenaT
MOXKE da U3MCKBA MO BCSKO BPEME cried OTBapsSHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoueaypaTta, @ 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. YyxgecTtpaHHute
YyYaCTHULM NPeACTaBAT EKBMBANEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPasHo
3aKoHOOATenNcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTy 3a nosedve oT efHa
obocobeHa no3nunsl, Bb3noXxntenaTt He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUA 3a
peanuavpaH MmHUManeH obuy obopoT, pecn. 3a MMHMManeH o6opoT B cpepaTta, nonagalla B
obxBaTa Ha nopbykaTa 3a Bcsika 0bocobeHa no3unumst Aa ce cymmpar.

5.1.10. Kpithpla avadeong
Kpitfpio:
Eidog: Tiun
Ovopacia: OueHABaHETO Ha NpearioxXeHuaTa B HacTosLwaTa obLecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPMS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Mepiypaer): OueHsiBaHETO Ha NPeanioXXeHNaTa B HacTosiwaTa obLiecTBeHa nopbyka 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 oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT Mpu AONYyCHAaTU O OUEHsABaHe eaHa nunn Ase ogepTn, KOMUCKSATA Lie
NPUNOXu nanckeaHmsTa 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 MNM30Tr1.

5.1.11. 'Eyypa@a dnuociwv cuupdoswyv
FAWOOEC OTIG OTTOIEG ival €TIONUWG dlabéaipa Ta £€yypaga tng dnudaciag cuppaong:
BouAyapikd
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AieuBuvon Twv eyypdewy TnG dnudoiag cuuBaong: https://app.eop.bg/today/589505
Ad hoc diaulog emikoIvwyviag:
Ovopaoia: UAXC EOTI

5.1.12. Opoil dnuociwv cuppdocwyv
Opoi uttoBoARg:
HAekTpOVIKT UTTOBOAN: YTTOXPEWTIKN
AieuBuvon yia uttoBoAn: https://app.eop.bg/today/589505
FAWOOEG OTIG OTTOIEG UTTOPOUV va UTTOBANBOUV OI TTPOCPOPEG 1) OI AITHOEIS CUPMPETOXAG:
BouAyapikda
HAEKTPOVIKOG KaTtGAoyog: EmiTpéTTeTal
ATTauTeiTal TTPONYUEVN 1 EYKEKPIUEVN NAEKTPOVIKN uTToypa®n i oppayida [6TTwg opileTal oToV
kavoviopo (EE) api6 910/2014]
MapaAAayég: Aev emTpETTETAI
MpoBeopia TapaAafns Twv Tpoo@opwv: 13/07/2026 23:59:59 (UTC+03:00) Oepivh wpa
AvaToAIknG Eupwtrng
AIGpKeEIa KOTA TNV OTToia TTPETTEI VA TTAPAMEVEL I0XUoUOA N TTpoo@opd: 6 Mrveg
MAnpo@opieg OXETIKA pe TN SnUooIa atTTocPpPAyIon:
Huepounvia atmoo@pdyiong: 14/07/2026 14:00:00 (UTC+03:00) O¢piviy wwpa AVOTOAIKAG
EupwTng
Totog: B cuctemara
‘Opol Tng ouupaong:
H oUppaon pétrel va ekTEAEITAI OTO TTAQICIO TTPOYPAPMATWY TTPOCTATEUOUEVNG ATTOOXOANONG:
Oxi
HAekTpovikr TIHOAGYNoN: ETiITpéteTal
Oa xpnoipoTroinBei NAeKTPOVIKA TTapayyeAia: oxl
Oa xpnoipoTtroindei NAEKTPOVIKA TTANPWUNR: OXI

5.1.15. TexVIkég
Zuu@wvia-rAaiolo:
Kauia cupgwyvia-trAaiolo
NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUOTNHA AYOPWV:
Kavéva duvapiké ouoTnua ayopwy

5.1.16. Mepaitépw TTANnpoPoOpieg, SilapecoAdBnon Kal TTPooPuUYNR
Opyaviopog TTpoo@uyns: Komucns 3a 3awmra Ha KOHKypeHumsTa
MAnpo@opieg OXETIKA e TIG TTpoBeoieg emavetéTaong: CoernacHo un. 197, an. 1, 1.1 ot
3akoHa 3a obwecTtBeHnTe nopbykm (30rM1) XKanba moxe aa ce nogasa npea K3K B 10-aHeBeH
CPOK OT U3TMYaHETO Ha cpoka no 4. 100, an. 3 - cpeLly peleHMeTo 3a OTKpMBaHe Ha
npoueayparta u/vnu peleH1eTo 3a ogobpsiBaHe Ha NPOMEHU B yCrioBusiTa no obsiseHaTta
npoueaypa.
Opyaviopog TTapoxns TTPOCOETWY TTANPOPOPIWYV OXETIKA PE TN dladikaoia dnuoaciwv
ouppBacewv: CMEUMATTMSUPAHA BOJTHULA 3A AKTUBHO JIEYEHUE MO OHKOJIOMMNA"
CBETU MMHA" EOO[J
Opyaviopog TTapoxng ekTog diadikTuou TTPpOoRacng oTa £yypaga tng dnudaoiag ouppaong:
CMNeyMANN3NPAHA BEOJTHUNLIA 3A AKTMBHO JIEYEHWE MO OHKONOTIMA"CBETH
MWHA" EOOJ
OpyavioPog TTaPOXNG TTEPICOOTEPWY TTANPOPOPIWYV TwV dIadIKacolwy TTPooPuynG: Komncus 3a
3alMTa Ha KOHKypeHumsTa
Opyaviopog TrapaAaBnig airioewy cuppetoxns: CNEUMANTMSNPAHA BONMHULA 3A
AKTMBHO NEYEHWME MO OHKOJIOMMA"CBETU MUHA" EOO[
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Opyaviopog etregepyaciog Twv rpoopopwyv: CMEUUATTMSNPAHA BONMHULUA 3A AKTUBHO
JIEYEHUME MO OHKONOIMNMA"CBETU MUHA" EOOL,

5.1. MapTida: LOT-0003
TiTAog: Zolbetuximab, KoNnM4ecTBO Ha aKkTMBHOTO nekapcTBeHo BelecTo, 300 mg (20 mg/ml)
Mepiypagn: MNMpeameTsbT Ha ob6ocobeHa nosmunsa Ne 3, Zolbetuximab® BkntouBa gocTtaBka Ha
nekapcTBeH npoaykT ¢ AHaTomo-TepaneBTudeH kog /ATC-koa/ LO1FX31, MexagyHapogHo
HenaTeHTHO HanmeHoBaHue /INN/ Zolbetuximab, JlekapctBeHa popma Powder for concentrate
for solution for infusion, KonnyecTtBo Ha akTMBHOTO nekapcTeeHo BellecTtso, 300 mg (20 mg
/ml), Mpeanonaraemo konn4yecTBo 3a 2 rognHn — 600 bnakoHw.
EowTtepikd avayvwploTiko: 589509

5.1.1. ZKotroég
XapakTtpag NG ouppBaong: AyaBd
Kdpia tagivounon (cpv): 33600000 dapuakeuTikd TTpoiovTa
EmiAoyég:
Mepiypa@n Twv emAoywv: 1.1. KpalHUAT CPOK 3@ U3MbIIHEHME MOXE [a Ce NMPOoabITKN
(nogHOBKM) 4O CKNtoYBaHE Ha HOB 4OroBOP NO NPOBeAeHa creBalla npoueaypa 3a BbanaraHe
Ha obLLecTBeHa NopbYka CbC ChLUNSA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3MN0OXUTENs, HO HE 3a NoBeYe OT ABa MeceLa, KaTto B TO3M
crny4an MeceyHuTe OOCTaBKM (MpeaMeT Ha JoroBopa), e ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo meceveH 06eM Ha U3NbIHEHUE Ha LOCTaBKM NO 4OroBopa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTO/NOAHOBABAHETO. Y AbKaBaHeTO Ha Cpoka
Ha gorosopa (MoAHOBSIBAHETO e cbobpaseHo ¢ uanckesaHmnata Ha un. 21, an. 1 ot 30Mwn e
npeaBuaeHoO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye oo
N3TU4YaHe Ha CpoKa Ha JenCcTBMEe Ha AOroBopa 3a CbOTBETHATa No3nuus e Hanuvue
HenspasxoaBaH (PMHaHCOB PeCypPC MO HETO U Bb3NOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3faraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CM 3ana3sa npaBoTo Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha JoroBopa“, kKaTo yabIKM CpoKa Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN JONBIIHUTENHW KONMYECTBa OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepneBaHe Ha (pMHaHCOBUSA pecypc NO CbOTBETHUSI 4OroBOp, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasug,
pasnukaTta Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa M U3pas3xoaBaHuTe
PMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxntenar Mmoxe aa peanuampa npaBoTo CU Ha
,OMUMSA 3a yabihkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbiIHEHNETO Ha obLecTBeHaTa nopbyka. OnundaTa ce peanuampa Ypes CKYBaHeTo Ha
AOMBbNHUTENHO cnopa3ymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. Toémog ekTéAeong
Taxudpouikr) dieuBuvon: yn. Bacun JleBcku Ne 62
M6AN: rpag bnaroesrpag
TaxudpouIKOg Kwdikag: 2700
YTmrodiaipeon xwpag (NUTS): bnaroesrpaa (BG413)
Xwpa: BouAyapia

5.1.3. EkKTIpWMEVN SidpKEIa
Aidpkeia: 24 MAveg

5.1.4. Avavéwon
MéEyIoTEG avavewaElg: 2
AMN\eG TTANpOo@OpIES yia avavewaoels: 1.1. KpanHNAT Cpok 3a n3nbriHEHNE MOXe Aa ce
NpoAbMXM (NOAHOBKM) A0 CKMNOYBaHe Ha HOB AOrOBOpP MO NpoBeAeHa cneapalia npoueaypa 3a
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Bb3naraHe Ha obLiecTBeHa nopbyka CbC CbLUNSA NPeaMEeT Bb3 OCHOBA HAa eQHOCTPaHHO
NMMCMEHO yBEeJOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3K CriyYyan MeceyHuTe A4O0CTaBku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBETCTBUE
CbC CpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO OroBopa UM Cbpa3MepHO Ha
YyacTTa OT MeceLla, 3a KOUTO € HanpaBeHo yabIhkaBaHETO/NOAHOBABAHETO. Yab/KaBaHETO Ha
CpoKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3nMckBaHmaTa Ha dn. 21, an. 1 ot 30T
1 e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
00 U3TU4aHe Ha Cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3nLMs € Hanuue
HenspasxoaBaH PMHaAHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NMOXUTENAT CU 3ana3Ba NpaBoOTO Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kaTo yabIKM CpoKa Ha A40roBopa ¢ 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 ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTta Mexay MakcumarHo JornycTuMaTta CTOMHOCT Ha AOroBopa M U3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bb3noxmntenat moxe ga peanuavpa NnpaBoTo CU Ha
,OMUMSA 3a yabIhkaBaHe Cpoka Ha Aorosopa“ 4o M3TU4aHe cpoka Ha A40roBopa 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. Atia
ExkTipwpevn agia xwpic PriA: 945 870,00 EUR

5.1.6. Tevikég TTAnpoopieg
Mpodkertal yia eTravaAauBavouevn diadikagia dnuociwv cupBacewy
Mepiypaen: HacTtosiwarta obuecTtBeHa nopbyka ce OTKpMBa U Bb3nara nepmognyHo, ¢ ornes
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapCTBEHU MPOLYKTHU.
KaTt’ atroKA€IOTIKOTNTA OUUHMETOXNA:
Agev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapecia 1ng EE
H dnudoia aupBacn KaAUTITETAI ATTO TN CUMPWVIa yia TIC dnuoaieg oupBdoclg (ZAY): oxI
MpbdoBeTeC TTANPOYOPIES: 1. Bb3NOXUTENAT MMa NpaBo Npu HeOBXoAUMOCT C orneq peanHuTe
cv NoTpebHOCTM Aa NPOMEHS eQHOCTPAHHO NPOrHO3HUTE /NNaHnpaHuTe/ KonmyecTea no
OTAENHUTE NekapCTBEHU NPOAYKTM OT cneungukaumara, kKato Mma npaeBo 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 Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapenbarta 3a ycnoBsusita, npasunaTa v peaa 3a perynvpaHe u
pernctpuvpaHe Ha ueHuTe Ha nekapctseHute npogyktu 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 KOUTO Ce YCTaHOBSIBA HANM4mMeTo Ha
NPUYMHHO-CNEeACTBEHAaTa BPb3ka MeXAy HaCTbNUINTE MHAIAUMOHHN NPOLIECU U
yBernvMyeHaTta CTOMHOCT Ha NeKapCTBEHUTE NPOAYKTU, Noanexalum Ha nHaekcauus. 4. B
cny4yamn, 4Ye B CpOKa Ha AeNCcTBUe Ha LOroBopa AbpXaBHO perynupaHaTa ueHa B NpunoxeHve
Ne 2 Ha Mo3nTUBHMSA NEeKapCTBEH CMUCHK CTaHe NOo-HUCKa OT AoroBopeHarta, N3nbnHuTtenaTt e
OJNTbXXEeH 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

406646-2026 Page 18/35



npomMsHaTa U He NPOMeHU LieHaTa, Bb3noxuTenar we 3annawa AoCTaBAHUTE NieKapCTBEHN
NPOAYKTM Mo NPOMEHEHAaTa LieHa, CYMTaHO OT AaTaTa Ha CbOoTBEeTHaTa AKTyanusauma Ha
Mo3NTUBHMA NEKAPCTBEH CNUCHK. 5. Bb3NoXnTenat nma npaso B U3BbLHPeOHN obcToATencTea
(3a kOMTO OBCTOATENCTBA Bb3NOXUTENSAT € MMCMEHO YBEAOMEH OT Bb3M0XUTENS), KOUTO
BOAST 4O HEBB3MOXHOCT AafeH NekapCTBEH NPOAYKT, YTOBOPEH 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 3amecTBaLLmA nekapCcTBEH
NPOAYKT, HAa He NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMecTBaHus fekapCTBeH npoaykr. B
cnyyam, Ye eauHUYHaTa LieHa Ha 3amMecTBaLMs NIeKapCTBEH NPOAYKT € NOo-BUCOKa OT
AOroBopeHarta no JoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn JoroBopa 3a obecTBeHa
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 CrlydauTe, Korato B Cpoka Ha LEeWCTBME Ha AOroBopa, ce Cryyun NnponsBoaANTENAT, NOCOYEH
OT U3NBLIIHUTENSA NO 4OroBoOpa, Aa NPOMEHN npeanaraHTe pasdacoBku (6pon B onakoeka), 1
€ Hanvue NpeasioXXeHne oT U3NbIHUTENS 3a AOCTaBka Ha MeanKaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3anasBaHe Ha YroBOpPEHUTE LieHa 1 YCroBUs, NpeanoxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KlacupaH Ha MbpBO MSCTO.

5.1.7. Zrpartnyikég dSnuooieg cupPAoEIg
216X0G TWV OTPATNYIKWY dnuociwv cupBacewv: Kauia atpatnyikr) dnudéoia cupBaon
Kpitipia Tpdoivwy dnNPooiwy cupBacewv: Agv UTTAPXOUV KPITAPIA Yia TIPACIVEG ONUOCIEG
ouppdoeig

5.1.8. Kpithpia mpoofacipéoTnTag
2upTrepIAauBavovTal KpITpia TTPOoRACINOTNTAG YIa Ta ATOUA PE AVATINPIES

5.1.9. Kpithpia €mAoOyng
Mnyég Twv Kpitnpiwv emmAoyng: Mpokipugn
Kpitiplo: Eyypa@r o€ OXeTIKO £TTAYYEAUATIKO UNTPWO
Mepiypar) Tou KpITnpiou €MAOYAG: YyacTHMUMTE B obLLecTBEHaTa nopbyka TpsabBa Aa
npuTexxasaT paspeLleHne 3a NPoM3BOACTBO, N3aafeHo no pefa Ha 3akoHa 3a NnekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha eapo C NekapCTBEHN NPOAYKTU UK yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspelueHue 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YpocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOl1, kaTo ce nocoyBa: HOMEP U JaTa Ha u3gaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3/1MXM vnu 3a TbproBusa Ha egpo
C NekapCTBEHW NPOAYKTU U Ha yOOCTOBEPEHMETO 3a perucTpauuns 3a TbproBus 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 U3nbnHuTen, npeau ga 6sbae cknoYeH JOroBop My Npu NoMcKBaHe B XoA4a Ha
npouenypara e: 3aBepeHO Konue Ha BanuaHo 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.
Bb3noxuTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHeTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpSBaLL, NPaBOTO 3@ ThbProBuUs C fIeKapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unm ypes nyonuyeH perncrop,
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Unu KoraTo cbLMTe Morat ga 6vaaTt OCUTypeHU 4pe3 NnpdaKk n 6es3nnarteH AocTbN A0
HauMoHanHUTe 6asn gaHHM Ha ObpPXaBUTE YITEHKN.

Kpitiplo: Eyypa®r o€ OXETIKO ETTAYYEAUATIKO UNTPWO

Mepiypaer) Tou KpITNPiou ETTIAOYAG: Y4acTHMumMTEe B obLiecTBeHaTa nopbyka TpsibBa aa
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 NpusioXkeHns Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbata 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHuTe No3nLMK, CbabpXaLlM NeKkapCTBEHU NPOAYKTU, CbAbpXallym
HapKkoTu4HM BewecTBa oT NpunoxerHnsa 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 NULUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoaYyKTW, CbabpXKaLly HAPKOTUYHU BeLecTBa OT
npunoxexmst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa 1
BellecTBaTa KaTo HapkoTuyHW. [JokasBaHe: Ha ocHoBaHue un. 67, an. S5uun. 112, an. 1, 1. 2
oT 30l LOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeneneH 3a U3NbHUTEN, Npeau
Aa 6bae CKYeH JOroBoOp UK Npy NOMCKBAHE B XO4a Ha Npoueayparta €: 3aBepeHo Konuve Ha
BanuaHa nuueHsuns, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHM NPOAYKTU, ChabpXaLm
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konue Ha NuueH3nsTa No NpeaxogHoTo u3pedeHne, Korato umva goCTb No
cnyxebeH NbT unn ypes nybnuyeH perncTbp, UM KoraTo cblaTa MOXe Aa 6bae ocurypeHa
ypes npsk n 6e3nnaTteH 4OCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKW.

Kpitpio: [Mevikog €TH010G TCipog

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe Tpu NPUKIOYUIN PUHAHCOBU FOOUHN
YyYaCTHUKBT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pasMep Ha NporHo3HaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nsanonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT 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 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 yn. 62, an. 1, 1.3 u/unu 7.4 ot 30Tl. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Kpitpio: EidIk6G TR010G TCipOg

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe Tpu NPUKMOYUIN PUHAHCOBU FOOUHN
yYaCTHUKBT crefBa Aa e peanuanpan MMHumaneH obopoT B cdepara, nonagaila B obxsarta
Ha nopbykaTa — npogaxba Ha NnekapCTBEHU NPOAYKTU, U34nUCneH Ha 6asa rogulHuTe
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0060poTKH, B pasMmep He No-ManbKk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odpepTa. Npn n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
obopoT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbyKkaTa, KOMTO LLe U3NbIHABAT. YOoCcToBepsiBaHe: JnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomMu4ecko n puHaHcoBo cbeTosHne” oT EEQOTN. Mpun
yyacTne 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 Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMaumarta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NpOBEXAaHEe Ha NpoueaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/vunu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbJIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTEN YY4aCTHUK
C NpeacTaBsAHe Ha JOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 7. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOAaTeNncTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nogaBa oepTy 3a nosede oT efHa
obocobeHa no3nunsl, Bb3noXxmntenaTt He N3NCKBa NMOCOYEHUTE MUHMUMATHN U3UCKBaHUA 3a
peanuampaH MMHUManeH obLy obopoT, pecn. 3a MMHMUManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbukaTta 3a Bcsika 0b6ocobeHa no3uumst 4a ce cymmpar.

5.1.10. Kpithpia avadeong
Kpitfpio:
Eidog: Tiun
Ovopacia: OueHABaHETO Ha NpearioXeHnaTa B HacTosLwaTa obLecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Mepiypaer): OueHsiBaHETO Ha NPeanioXXeHNaTa B HacTosiwaTa obLiecTBeHa nopbyka 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 ydacTHULM Npu onycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptTn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpK AONYyCHAaTU O OUeHABaHe eaHa nunn Ase ogepTu, KOMUCUSATA Lie
NPUNoXu nanckeaHmsaTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO OPepTH Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

5.1.11. 'Eyypa@a dnuociwv cuupdocwyv
FAWOOEC OTIG OTTOIEG ival €TIONUWG dlabéaipa Ta £yypaga tng dnudaciag cuppaong:
BouAyapikd
AieBuvon Twv gyypaewy TnG dnudoiag ouuBaong: hitps://app.eop.bg/today/589505
Ad hoc diaulog emmikoIvwviag:
Ovopagcia: LANC EOTI

5.1.12. Opoi dnuociwv cuppdocewv
‘Opoi1 utroBOoARG:
HAekTPOVIKY) UTTOBOAR: YTTOXPEWTIKA
AieuBuvon yia utTooAn: https://app.eop.bg/today/589505
FAWOOEG OTIG OTTOIEG UTTOPOUV Va UTTOBANBOUV 01 TTPOCPOPEG 1 Ol AITOEIG CUPUETOXNG:
BouAyapikd
HAeKTPOVIKOG KaTtaAoyog: EmiTpéTTeTal
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https://app.eop.bg/today/589505

ATTQITEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN uTToypa®n i oppayida [6TTwg opileTal oToV
kavoviopo (EE) api6 910/2014]

MapaAAayég: Aev emTpETTETAI

MpoBeouia TTapalafng Twv mpoo@opwyv: 13/07/2026 23:59:59 (UTC+03:00) Oepivh wpa
AvaTtoAIknG EupwTing

Aldpkela KaTd TNV OTToIa TTPETTEl VA TTAPAUEVEI IoOXUOUCA N TTpoc@opd: 6 Mrveg
MAnpo@opieg OXETIKA pe TN dnudoia atrocepdayion:

Huepopnvia atrooepdyiong: 14/07/2026 14:00:00 (UTC+03:00) O¢pivr) wpa AvatoAikng
Eupwtng

Totog: B cuctemata

‘Opol Tng oupBaong:

H oUuBaon mrpétmel va ekTeAEiTal 0TO TTAQICIO TTPOYPAUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi

HAekTpOVIKN TIHOAGYNON: EmiTpéTTeTal

Oa xpnoipoTroinBei NAEKTPOVIKA TTapayyeAia: oxl

Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI

5.1.15. Texvikég
Zupowvia-TAaioio:
Kauia cup@wvia-TTAaiocio
NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUOTNHA OYOPWV:
Kavéva duvapikd ouoTnua ayopwyv

5.1.16. Mepaitépw TTANpOoPoOpieg, dilapecoAdBnon Kal TTPooPuUYN
Opyaviouog TTpoo@uyng: Komucurs 3a 3almrta Ha KOHKypeHunsaTa
IMAnpo@opieg OXETIKA e TIG TTPoBeoieg emavetéTaong: CernacHo un. 197, an. 1, 1.1 ot
3akoHa 3a obuiectBeHnTe nopbukm (30I1) XKanba moxe aa ce nogaesa npeq K3K B 10-aHeBeH
CPOK OT U3TM4yaHeTo Ha cpoka no 4n. 100, an. 3 - cpelly peLleHMeTo 3a OTKpUBaHe Ha
npoueayparta u/vnu pelleHmeTo 3a ogobpsiBaHe Ha NPOMEHU B ycrioBusaTa no obsseHarta
npouenypa.
Opyaviopog TTapoxns TTPOCOETWY TTANPOPOPIWYV OXETIKA PE TN diadikagia dnuoaiwv
ouuBdocwv: CMNEUVATTM3NPAHA BOJTHULA 3A AKTVBHO NEYEHME MO OHKONOIrnA"
CBETW MMHA" EOO[J
Opyaviopog TTapoxng ekTdg diadikTuou TTPpOoRacng oTa £yypaga g dnudoiag cuppaong:
CMNMEUMANN3NPAHA BEOJTHUNLA 3A AKTUMBHO JIEYEHWE MO OHKONOTIMA"CBETH
MNHA" EOOL]
Opyaviopog TTaPOXNG TTEPICOOTEPWY TTANPOPOPIWYV TwV dIadIKaolwy TTPooPUYAG: Komncus 3a
3alMTa Ha KOHKypeHumusaTa
Opyaviopog mapaAaBnic airfoewy cuppetoxns: CNEUMANTM3NPAHA BEONMHULIA 3A
AKTUBHO NEYEHUE MO OHKOJIOM'MA"CBETU MUHA" EOOL,
Opyaviopog etregepyaaiag Twv mpoopopwv: CMEUMANTMSNPAHA BEONMHULA 3A AKTUBHO
JNIEYEHME MO OHKONOIMA"CBETU MMHA" EOO[

5.1. NapTida: LOT-0004
TitAog: Vismodegib
Mepiypaen: NMpegmeTbT Ha o6ocobeHa nosnums Ne 4 ,Vismodegib“ BkntoBa gocTaBka Ha
nekapcTBeH NpoaykT ¢ AHaTtomo-TepaneBTudeH koa /ATC-koa/ L01XJ01, MexgyHapogHo
HenaTeHTHO HanmeHoBaHue /INN/ Vismodegib, JlekapcteeHa popma Capsule, hard,
Konn4yecTBo Ha akTMBHOTO fekapcTBeHO BelecTBo, 150 mg, MNpegnonaraemo KOMYeCTBO 3a
2 rognHun — 2184 caps
EowTepikd avayvwpioTikd: 589510
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5.1.1. ZKomroég
XapakTtpag NG ouppBaong: AyaBd
Kopia tagivounon (cpv): 33600000 dapuakeuTikd TTpoiovTa
EmiAoyég:
Mepiypa@n Twv emAoywv: 1.1. KpallHUAT CPOK 3a U3MbIIHEHME MOXE [a Ce NMPoabITKN
(mnogHOBM) 4O CKNtoYBaHE Ha HOB LOroBOP NO NPOBeAeHa cresalla npoueaypa 3a BbanaraHe
Ha obLuecTBeHa NopbYka CbC ChLUNSA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeJOMIIEHNE OT CTpaHa Ha Bb3MN0OXUTErNs, HO He 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe OOCTaBKM (MpegMeT Ha JoroBopa), e ca Ha 6a3a n B CbOTBETCTBUE CbC
cpeaHo MmeceveH 06eM Ha U3NbIHEHNE Ha LOCTaBKM NO 4OroBopa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTO/NOAHOBABAHETO. Y AbMKaBaHeTO Ha cpoka
Ha gorosopa (MOAHOBSIBAaHETO e cbobpaseHo ¢ uanckesaHnata Ha un. 21, an. 1 ot 30Mwn e
npeaBuaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye oo
N3TU4aHe Ha CpoKa Ha JeNCcTBMEe Ha AOroBopa 3a CbOTBETHATa No3nUUs e Hanuvue
HenspasxoaBaH (PMHaHCOB PeCypPC MO HETO U Bb3NOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3sa NpaBoOTO Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kKaTo yabIKM Cpoka Ha A40oroBopa ¢ NpaBoTo Aa
Bb310XWN JONBISIHUTENHM 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 npeasug,
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AoroBopa M n3pa3xoaBaHuTe
PMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxmutenar Moxe aa peanuampa npaBoTo CU Ha
,LOMUMSA 3a yabihkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha A40roBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obLecTBeHaTa nopbyka. Onundata ce peanuampa Ypes CKYBaHeTo Ha
AOMBbNHUTENHO cnopa3ymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. Toémog ekTéAeong
Taxudpouikr) diuBuvon: yn. Bacun JleBcku Ne 62
M6AN: rpag bnaroesrpag
TaxudpouIKOg KwdIkag: 2700
YTmrodiaipeon xwpag (NUTS): bnaroesrpaa (BG413)
Xwpa: BouAyapia

5.1.3. EkKTIpWMEVN SidpKEIa
Aidpkeia: 24 MAveg

5.1.4. Avavéwon
MéEyIoTEG avavewaoElg: 2
AMN\eG TTANpo@OpiES yia avavewaoels: 1.1. KpanHUAT Cpok 3a n3nbiHEHNE MOXe Aa ce
NpoAbXM (NOAHOBKM) OO CKMNOYBaHe Ha HOB AOrOBOP MO NpoBeAeHa cneapalia npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMSA NpeaMeT Bb3 OCHOBa Ha eHOCTPaHHO
NMCMEHO yBeAOMIIEHNE OT CTpaHa Ha Bb3NOXMUTESS, HO He 3a NnoBeYye OT ABa Mecela, KaTto B
TO3M Criyd4an MeceyHuTe JOoCTaBku (NpegMeT Ha Jorosopa), Wwe ca Ha 6a3a 1 B CboTBeTCTBUE
CbC CpeaHO MeceyeH obeM Ha U3NbIIHEHWE Ha AOCTaBKM MO AOroBopa UM Cbpa3mMepHo Ha
YyacTTa OT MeceLla, 3a KOUTO € HanpaBeHo yaobIhKaBaHETO/NOAHOBABAHETO. Yab/KaBaHETo Ha
cpoka Ha gorosopa (NogHOBSBaHETO e CbobpaseHo ¢ n3nckBaHusTa Ha yn. 21, an. 1 ot 30T
1 e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
00 N3TM4aHe Ha cpoKa Ha AeNCTBME Ha JOroBopa 3a CbOTBETHATa No3nums € Hanuue
HeunspasxoaBaH (OMHaAHCOB PEeCypPC MO HEro U Bb3NOXUTENAT HE € CKITYUI Apyr 4OroBop 3a
Bb3raraHe Ha 4OCTaBKuTe, NpegMeT Ha JOroBopa, Bb3MOXUTENAT CU 3ana3Ba NpaBoTo Ha
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,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kaTo yabIKM CpoKa Ha A40roBopa ¢ 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,
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa M U3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bb3noxmntenat moxe aa peanuampa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obuecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHEeTo Ha
OOMBbIHUTENHO cnopasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Atia
Ekmipwpevn agia xwpig GrA: 249 439,44 EUR

5.1.6. Tevikég TTAnpoopieg
Mpodkertal yia eTravalauBavouevn diadikagia dnuoaiwv cupBacewyY
Mepiypaen: HacTtosiwarta obuecTtBeHa nopbyka ce OTKpMBa U Bb3nara nepnmognyHo, ¢ ornes
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NiekapCTBEHU MPOLYKTHU.
KaTt’ atroKA€IOTIKOTNTA OUUHMETOXNA:
Agev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapecia 1ng EE
H dnudoia aupBacn KaAUTITETAI ATTO TN CUMPWVIa yia TIC dnuoaieg oupBdoclg (ZAY): oxI
MpbdoBeTeC TTANPOYOPIES: 1. Bb3NOXUTENAT MMa NpaBo Npu HeOBXOAUMOCT C ornea peanHuTe
cv NoTpebHOCTM Aa NPOMEHS eQHOCTPaHHO NPOrHO3HUTE /NNaHnpaHuTe/ KonmMyecTea no
OTAENHUTE NekapCTBEHU NPOAYKTM OT cneungukaumara, kKato Mma npaBo Aa 3asBu 4OCTaBKa
Ha No-ronemun KonmyecTsa NPoAYyKTU OT eAHa unn noseye o60cobeHn No3nLmMM B paMKnUTE Ha
AoroBopeHarta ctonHocT. 2. OdepupaHaTa LeHa 3a OnakoBKa Ha fIeKapCTBEHMUS NPOAYKT €
dukcnpaHa n He NOANEXN Ha NPOMSHA 3a CPOKa Ha AencTeme Ha gorosopa. 1o nsknoyeHne
AOroBopeHarta LeHa MOXe Aa ce U3MEHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapenbarta 3a ycnoBsusita, npasunaTa v peaa 3a perynvpaHe u
pernctpmpaHe 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 U3NbIIHEHNETO Ha LOroBopa npu
aoroBopeHuTe ycnosus. 3. [loroBopeHaTta LieHa MOXe Aa ce U3MEHU 1 Ha OCHOBaHMe 4n. 117a
oT 30I1 B cnyyan 4ye ca Hanuvue 4OCTaTbYyHO JaHHWU, OT KOUTO Ce YCTaHOBSIBA HANM4mMeTo Ha
NPUYMHHO-CNEeACTBEHAaTa BPb3ka MeXAy HaCTbNUINTE MHANAUMOHHN NPOLIECU U
yBenvMyeHaTta CTOMHOCT Ha NeKapCTBEHUTE NPOAYKTU, Noanexaium Ha nHaekcauus. 4. B
cny4yamn, 4Ye B CpOKa Ha AeNcTBUe Ha 4OroBopa AbpXaBHO perynupaHaTa ueHa B NpunoxeHve
Ne 2 Ha Mo3nTUBHUSA NeKapCTBEH CNUCHK CTaHe No-HUCKa OT AoroBopeHarta, N3nbnHuTtenaTt e
ONTbXXEeH 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 NIMCMeHO B S—AHEBEH CPOK 3a
npoMsaHaTa u He MPOMEHU LeHaTa, Bb3noxuTenaT we 3annaila A0CTaBAHUTE NekapCTBEHU
NPOAYyKTX Mo NPOMEHeHAaTa LieHa, CYMTaHO OT JaTaTa Ha CbOoTBeTHaTa AKTyanusauma Ha
Mo3nTUBHMA NEeKapCTBEH CNUCHK. 5. Bb3noxutenar nma npaso B U3BbHpeaHN obcToaTencrea
(3a kOMTO OBCTOATENCTBA Bb3NOXUTENAT € MMCMEHO YBEAOMEH OT Bb3N0XUTENS), KOUTO
BOASIT 4O HEBB3MOXHOCT AafeH NekapCTBEH NPOAYKT, YrOBOPEH € AoroBopa Aa bvae
AOCTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NMPOU3BOACTBOTO;
CblUecTBeHO 3abaBsiHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO W/UIn HEBPEXHO
noBedeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AOCTaBKa Ha Apyr 3aMeCcTBaLL, lekapCTBEH NPOAYKT, OTrOBapsiLl, HA TEXHUYECKUTE N3UCKBaHUS
B NpunoxxeHneTo Kbm goroeopa, cbe cblumsa ATC koa n INN Ha 3amecTBaLLMA NTEKAPCTBEH
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NPOAYKT, HAa HE NO-BMCOKa e4MHUYHA LieHa OT Ta3n Ha 3aMeCcTBaHMA NieKapCTBEH NpoaykT. B
cnyyam, Ye eauHUYHaTa LieHa Ha 3amMecTBalMs NIeKapCTBEH NPOAYKT € NOo-BUCOKa OT
AOroBopeHarta no JoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn JoroBopa 3a obLecTBeHa
nopbYka No OTHOLLEHME Ha TO3M NPOAYKT U Aa nposefe npoueaypa Ha gorosapsHe 6e3
npegsaputenHo obsisnexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBopbT MOXe Aa ce N3MeHU
B CnyyauTe, KOraTto B CpoKa Ha AeNCTBUe Ha AoroBopa, ce Criyun npousBoauTeNdT, NOCOYEH
OT U3NBLIIHUTENSA NO AOroBopa, Aa NPOMEHN npeanaraHuTe pasdacoBku (6pon B onakoeka), 1
€ Hanuue npeanoXeHue oT U3NbIHMTENSA 3a AOCTaBKa Ha MeuKaMeHTa B pasnnyHa
pa3scacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa 1 yCroBus, NpeanoxeHa B ogepTrara,
C KOSITO YY4aCTHUKBLT € KIlacupaH Ha MbpBO MSCTO.

5.1.7. Zrpartnyikég dSnuooieg cuppaoElg
216X0G TWV OTPATNYIKWY dnuociwv cupBacewv: Kauia atpatnyikr) dnudéoia cupBaon
Kpitipia Tpdoivwy dnNPooiwy cupBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG dNUOCIEG
ouppdoeig

5.1.8. Kpitpia mpoofacipoTnTag
2upTrepIAauBavovTal KpITrpia TTPOoRACINOTNTAG YIa Ta ATOUA PE AVATINPIES

5.1.9. Kpithpia €mAoyng
Mnyég Twv Kpitnpiwv etmAoyng: Mpokipugn
Kpitiplo: Eyypa®r o€ OXeTIKO £TTAYYEAUATIKO UNTPWO
Mepiypar) Tou KpITnpiou €MAOYNAG: YyacTHMUMTE B obLLecTBeHaTa nopbyka Tpsbsa Aa
npuTexxasaT paspeLleHne 3a NPoM3BOACTBO, U3aafeHo no peda Ha 3akoHa 3a NnekapcTBeHuTe
NPOoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) unu 3a
TbProBus Ha eapo C NekapCTBEHN NPOAYKTU UK 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 NOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbnBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOI1, kaTo ce nocoyBa: HOMEP U JaTa Ha u3gaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3J1MXM vunu 3a TbproBus Ha egpo
C NekapCTBEHW NPOAYKTU U Ha yOOCTOBEPEHMETO 3a perucTpauuns 3a TbproBus 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 U3nbnHuTen, npeau ga 6bae cknoYeH JOroBop Mv Npu NoMcKBaHe B XoA4a Ha
npouenypara e: 3aBepeHoO Konue Ha BanuaHo paspeLleHme 3a Npon3BoACTBO, U34aaeHo no
pena Ha 3J1MXM unu 3a TbproBnsa Ha egpo C fIeKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
pernctpaums 3a TbproBusa Ha egpo C nekapCTBEHW NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noxuTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NPaBOTO 3@ TbProBuUS C fIeKapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN No criyebeH NbT unu ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn ypes npsik n 6esnnateH goctsbn Ao
HaunoHanHuTe 6a3n gaHHU Ha ObPXKaBUTE YNEHKN.

Kpitiplo: Eyypa®r o€ OXETIKO ETTAYYEAUATIKO UNTPWO

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMumMTE B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexasaT NUUEH3Us, u3gageHa no pefa Ha 3akoHa 3a KOHTPOM Ha HAapPKOTUYHUTE
BellecTBa 1 npekypcopute (3KHBIT), koraTo yyacTsaT 3a JOCTaBKa Ha flekapCTBEHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpuriokeHnss Ne 2 n Ne 3 kem un. 3, 1. 2 n T.
3 o1 Hapepgbarta 3a knacudumumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbabpXKaLlM NekapCTBEHU NPOAYKTU, CbAbpXaLlu
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HapKkoTu4HM BewecTBa oT MNpunoxerHns Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusiTa u BellecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMS 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 NpoaYKTW, CbOAbpXKaLly 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
KnacuduumpaHe Ha pacTeHusiTa u BellecTBaTa Kato HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konue Ha NuueH3nsTa No NpeaxogHoTo u3pedeHne, Korato uma goCTbi No
cnyxebeH NbT unn ypes nybnuyeH perncTbp, Unm KoraTo cblyaTa MoOXe Aa 6bae ocurypeHa
ypes npsk n 6e3nnaTteH AOCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKMW.

Kpitpio: [Nevikog €TH010G TCipOog

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe Tpu NPUKMOYUIN PUHAHCOBU FOOUHN
YYaCTHUKBT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pasMep Ha NporHosHaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nsanonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT e cbobpasHo BuAa v aena ot
nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHWs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 00eANHEHNETO y4aCTHMK, @ HEe OT BCAKO OT nuuarta,
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 UHopMauunaTta, nocoveHa B EE[JOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 1.4 ot 30l. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3NbiiHeHNE, 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 EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Kpitpio: Ei8Ik6G €TR010G TCipOg

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe TpU NPUKMOYUIN PUHAHCOBU FOOUHN
YyYaCTHUKBT crneaBa Aa e peanuanpan MuHumaneH obopoT B cdeparta, nonaaila B obxearta
Ha nopbykaTa — npogaxba Ha nekapCcTBEHN NPOAYKTU, U3YNCHEH Ha 6asa roguHnTe
0060poTK, B pasMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odepTa. Npu n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
oboporT B cthepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JlnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MikoHomu4ecko n puHaHcoBo cbeTosHne” oT EEQOTN. Mpwn
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 MHdopMaumaTta, nocoveHa B EE[Ol, koraTto ToBa €
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Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NpOBEXAaHEe Ha NpoueaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/unu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbJIHEHME, 0BCTOATENCTBOTO CE A0Ka3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeacTaBsAHe Ha OOKYMEHTM No yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOAaTencTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofgasa oepTy 3a nosede oT efiHa
obocobeHa no3nunsl, Bb3noXxntenaTt He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUA 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a M1MHMManeH o6opoT B cpepaTta, nonagalla B
obxBaTa Ha nopbykaTa 3a Bcsika obocobeHa no3uumst Aa ce cymmpar.

5.1.10. Kpithpia avadeong
Kpitfpio:
Eidog: Tiun
Ovopacia: OueHABaHETO Ha NpearioXeHuaTa B HacTosLwaTa obLecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Mepiypaer): OueHsBaHETO Ha NPeanioXXeHNaTa B HacTosiwaTa obLiecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHsaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka ¢ noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe ydacTHULM Npu onycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpK AONYyCHAaTU O OUEeHsABaHe eaHa nunun Ase ogepTn, KOMUCKSATA Lie
NPUNoXu namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO 0pepTy Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

5.1.11. 'Eyypa@a dnuociwv cuupdoswyv
FAWOOEC OTIG OTTOIEG ival €TIONUWG dlabéaipa Ta £€yypaga tng dnudaciag cuppaong:
BouAyapikd
AieBuvon Twv gyypagwy Tng dnudoiag ocuuBaong: https://app.eop.bg/today/589505
Ad hoc diaulog emmikoIvwviag:
Ovopagcia: LAMC EOTI

5.1.12. Opoi dnuociwv cuppdoewv
‘Opo1 utroBOoARG:
HAekTPOVIKY UTTOBOAN: YTTOXPEWTIKA
AieuBuvon yia uttooAn: https://app.eop.bg/today/589505
FAWOOEG OTIG OTTOIEG PUTTOPOUV Va UTTOBANBOUV 01 TTPOCPOPEG 1 Ol AITOEIG CUPUETOXNG:
BouAyapikd
HAeKTPOVIKOG KaTtaAoyog: EmiTpéTTeTal
ATTauTEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTTOypa®n i oppayida [6TTwg opileTal oTOoV
kavoviopo (EE) api6 910/2014]
MapaAAayég: Aev emTpéTTETAl
MpoBeouia TTapalafng Twv poo@opwyv: 13/07/2026 23:59:59 (UTC+03:00) Oepivh wpa
AvaTtoAIknG EupwTing
Aldpkela KaTd TV OTToIa TTPETTEl VA TTAPAUEVEI IoXUoUoa N TTpoc@opd: 6 Mrveg
MAnpo@opieg OXETIKA pe TN dnudoIa atrocepdayion:
Huepopnvia atrooepdyiong: 14/07/2026 14:00:00 (UTC+03:00) O¢epivr) wpa AvatoAikng
Eupwtng
Totog: B cuctemata
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‘Opol TnG ocuupaong:

H oUuuBaon TTpETel va eKTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUOPEVNG ATTAOXOANONG:
Oxi

HAekTpovikr TIHOAOYNoN: ETiTpétmeTal

Oa xpnoipoTtroinBei NAekTpoVIKA TTapayyeAia: oxI

©a xpnoipoTroinbei NAeKTPOVIKA TTANPWN: 6xI

5.1.15. Texvikég
Zupgwvia-trAaiolo:
Kauia oupgwyvia-trAaioclo
NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHO AYOPWV:
Kavéva duvapiké ouoTnua ayopwy

5.1.16. Mepaitépw TTANpOPoOpieg, diauecoAdBNoN Kal TTPOCPUYNH
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
IMAnpo@opiec OXETIKA e TIG TTpoBeaieg eTavetéTaong: CbrnacHo un. 197, an. 1, 1.1 ot
3akoHa 3a obuwiecTtBeHnTe nopbykm (30I1) XKanba moxe aa ce nogasa npeq K3K B 10-aHeBeH
CPOK OT M3TMYaHeTOo Ha cpoka no yn. 100, an. 3 - cpeLly pelleHneTo 3a OTKpMBaHe Ha
npouenyparta n/unu peleHneTo 3a ogobpsiBaHe Ha NPOMEHU B yCrioBusiTa no obsiseHata
npoueaypa.
Opyaviopog TTapoxns TTPOCOETWY TTANPOPOPIWYV OXETIKA PE TN diadikaoia dnuoaciwv
oupBdocwv: CMEUVATTIM3NPAHA BOJTHULA 3A AKTUBHO NEYEHME MO OHKONOIrnA"
CBETW MMHA" EOO[L
Opyaviopog TTapoxng eKTog diadikTuou TTpdaRacng ata £yypaga tng dnudaoiag ouppaong:
CMNeUMANN3NPAHA BEOJTHUNLIA 3A AKTMBHO JIEYEHUE MO OHKONOTIMA"CBETH
MNHA" EOOL
OpyavioPog TTaPOXNG TTEPICOOTEPWY TTANPOPOPIWYV TwV dIadIKacolwy TTPooPUYRG: Komncus 3a
3almMTa Ha KOHKypeHumaTa
Opyaviopog mapaAanig airjoewy cuppetoxns: CNEUMANTM3NPAHA BEONMHULA 3A
AKTUBHO NIEYEHUE MO OHKOJIOMMA"CBETU MUHA" EOOL
Opyaviopog etregepyaaoiag Twv rpoopopwyv: CMEUVATTMSNPAHA BEONMHUUA 3A AKTUBHO
NEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

5.1. NapTida: LOT-0005
TitAog: Ivosidenib
Mepiypan: MpeameTbT Ha o6ocobeHa no3numnsa Ne 5, lvosidenib® BkntouBa gocTaBka Ha
nekapcTBeH NpoaykT ¢ AHaTtomo-TepaneBTuyeH ko /ATC-kog/ LO1XX62, MexayHapogHo
HenaTteHTHO HanmeHoBaHue /INN/ Ivosidenib, JlekapcTBeHa popma Film-coated tablet,
KonnyecTBo Ha akTMBHOTO fnekapcTBeHO BelecTBo, 5 mg/ml - 20 ml, Npegnonaraemo
Konu4yecTBo 3a 2 roamHu — 1440 TabneTku;
EocwTepikd avayvwploTiké: 589511

5.1.1. ZKotroég
XapakTtpag NG ouppBaong: Ayabd
Kupia tagivounon (cpv): 33600000 dapuakeuTiKa TTPoidvTa
EmiAoyég:
Mepiypa@n Twv emAoywv: 1.1. KparHUAT CPOK 3@ U3MbIHEHME MOXE Aa Ce NPoabITKN
(nogHoBW) OO CKIOYBaHe Ha HOB LOroBOp Mo NpoBeAeHa crieABalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC ChLUNSA NPeaMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3N0OXUTENs, 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. Toémog ekTéAeong
Taxudpouikr) dieuBuvon: yn. Bacun Jlescku Ne 62
MéAN: rpag bnaroesrpag
TaxudpouIKog Kwdikag: 2700
YTmrodiaipeon xwpag (NUTS): bnaroesrpaa (BG413)
Xwpa: BouAyapia

5.1.3. EKTIJWPEVN SidpKela
Aidpkeia: 24 MAveg

5.1.4. Avavéwon
MEyIoTEG avavewoElg: 2
AMN\eG TTANpO@OpIES yIa avavewaoels: 1.1. KpanHNAT Cpok 3a n3nbiHEHNE MOXe Aa ce
npoabIKM (NOLHOBKU) OO0 CKMOYBaHE Ha HOB JOrOBOP MO NPOBeAEHa crieaBalla npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMA NpeaMeT Bb3 OCHOBA HA €4HOCTPaHHO
NMMCMEHO yBEeJOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3U CriyYyan MeceyHuTe AO0CTaBKku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBETCTBUE
CbC CpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO JOroBopa UM Cbpa3MepHO Ha
YyacTTa OT Mecela, 3a KOUTO € HanpaBeHo yabIKkaBaHETO/NOAHOBABAHETO. Yab/KaBaHETO Ha
CpoOKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3nmckBaHmaTa Ha un. 21, an. 1 ot 30T
N e NnpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
00 U3TU4aHe 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 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. Agia
Ekmipwpevn aia xwpic GMA: 240 122,59 EUR

5.1.6. Tevikég TTAnpo@opieg
Mpodkertail yia eTravaAauBavouevn diadikagia dnPoaiwv cupBAacEwWyY
Mepiypaen): HacTosawara obuwecTBeHa nopbyka ce OTKpMBa M Bb3nara nepuoguyHo, ¢ orneg
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHME OT AOCTaBKa Ha NekapCTBEHN NPOOYKTMU.
KaT’ amroKAEIOTIKOTNTA CUMUETOXNA:
Agev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoreital atrd Ta Tapecia Tng EE
H dnudaoia aupBacn KaAUTITETAI ATTO TN CUMPWVIa yia TIG dnuoaieg oupBdoclg (ZAY): oxI
MpbéobeTeg TTANPOPOPIES: 1. Bb3noxXnTensaT uma npaso Nnpu HEOOXOANUMOCT C Oornes peanHuTe
cu NoTpebHOCTN Ja NPOMEHSA eQHOCTPaHHO NPOrHO3HUTE /NnaHmMpaHnTe/ KonuyecTea 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 Hapenbarta 3a ycnoBsusita, npasunaTa v peaa 3a perynvpaHe 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
pa3scacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa 1 yCrioBus, npeanoxeHa B ogepTrara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSACTO.
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5.1.7. Ztpatnyikég dnpooiEg CUNPAOEI
2TOX0G TwV OTPATNYIKWY dnuociwv cupfaoewv: Kauia otpatnyikr) dnuooia cuupacn
Kpithpia Tpdcivwy dNPociwy cupBacewy: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIES
ouppaoeig

5.1.8. Kpithpia mpooBacipéTnTog
2upuTreplAauBdavovTal KpITrpia TTPocRACINOTNTAG YVIa Ta ATOUA JE AVATINPIES

5.1.9. Kpitpia €mAOyng
Mnyég Twv KpITnpiwv etmAoyig: MNMpokrpuén
Kpitpio: Eyypa@r o€ OXETIKO ETTAYYEAUATIKO UNTPWO
Mepiypaer) Tou KpITnPiou €TTIAOYAG: Y4acTHMumMTEe B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexaBaT paspeLueHue 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 NiekapCTBEHN MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydante no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlleHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUS KPUTEPUIA Ce Aeknapupa C
nonbriBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOl1, kaTo ce nocoyBa: HOMep U JaTa Ha u3gaBaHe
Ha paspeLleHMeTo 3a NPon3BOACTBO, M3gaaeHo no peaa Ha 3JTMXM unu 3a Tbprosusi Ha egpo
C NeKkapCcTBEHU NPOAYKTU NN Ha yOOCTOBEPEHMETO 3a pernctpauus 3a TbproBus Ha eapo C
nekapcTBEHM NPOOYKTU, NN Ha pa3peLleHneTo 3a BHoc. [loka3BaHe: Ha ocHoBaHwue un. 67,
an.5unun. 112, an. 1, 1. 2 ot 30I AOKYMEHTBLT, KOUTO Ce NpeAcTaBs OT y4aCTHUKa
onpeaeneH 3a u3nbnHuTen, npeaun ga 6bae CkNoYeH JOroBOp MM Npu NoMCKBaHe B XoA4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanvaHo paspelueHue 3a Npou3BOACTBO, M34aAeHo Mno
peaa Ha 3J1TMXM vnu 3a TbproBusa Ha ef4po 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 TbProBUs C NeKapCTBEHW NPOAYKTU UNK paspeLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UK KoraTo CbluMTe MoraT ga 6baaT ocurypeHn ypes npsk n 6esnnateH JocTsbn Ao
HaumMoHanHuTe 6a3n AaHHW Ha ObPXXaBUTE YNEHKN.

Kpitiplo: Eyypa®r o€ OXETIKO £TTAYYEAUATIKO UNTPWO

Mepiypar Tou KpITneiou €MAOYAG: YyacTHMUMTE B obLLecTBeHaTa nopbyka Tpsabsa aa
nputTexasaTt NULUEH3Ns, n3gageHa no pega Ha 3akoHa 3a KOHTPOJST Ha HapKOTUYHUTE
BellecTBa un npekypcopute (3KHBIT), koraTo yyacteaT 3a fOCTaBKa Ha flekapCTBEHU
NPOAYKTU, CbAbpXally HApPKOTUYHK BellecTBa oT npuioxxeHnsa Ne 2 n Ne 3 kbM un. 3, T. 2 N T.
3 ot Hapepnbara 3a knacuduumpaHe Ha pacTeHusaTa 1 BelecTBaTa KaTo HapKOTUYHW. (BaXu
camo 3a 060cobeHnTe NO3MLMK, CbabpXKaLlM NeKapCTBEHM NPOAYKTU, ChAbpKaLim
HapKoTu4HM BewecTBa oT NpunoxerHnsa Ne 2 n Ne 3 kbm un. 3, 1. 2 n 7. 3 oT Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusiTa u BellecTBaTa KaTo HapkoTUYHN). YAOCTOBEPSABAHE:
CbOoTBETCTBMETO C NOCTAaBEHUA KPUTEPUIA Ce Aeknapupa ¢ nonbneaHe Ha yacT |V, byksa ,A®
oT eEEJOI, kaTo ce noco4yBa: HOMep 1 gaTa Ha n3gaBaHe Ha JNIMUEeH3usaTa, nsgageHa no
pena Ha 3KHBI1 3a nekapcTBeHM NPOAYKTU, CbAbpKaLN HAPKOTUYHM BELLeCTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 1. 2 n 3 ot Hapenbara 3a knacuguunpaHe Ha pacteHusTa 1
BelllecTBaTa KaTto HapkoTu4HW. [loka3BaHe: Ha ocHoBaHue yn. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHUKa onpefeneH 3a U3nbiHuTen, npeau
na 6bae cknoYeH 4oroBop UM Npu NOMCKBaHE B X04a Ha npoueaypaTta e: 3aBepeHo Konve Ha
BanuaHa nuueHsuna, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHW NPOAYKTU, ChAbpXaLlm
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HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacudumumpaHe Ha pacTeHusTa 1 BellecTBaTa Kato HapKOTUYHN. Bb3noxnTensT He n3nckea
3aBEPEHO KOMKME Ha NULEH3NsaTa No NpeaxogHoTo U3pedeHme, Korato uma g4OCTbn No
cnyxebeH NbT unu Ypes NnyorvyeH perncTbp, UNn KoraTo chLiata Moxe Aa 6bae ocurypeHa
ypes npsk n 6e3nnaTteH AOCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaABUTE YNEHKMW.

Kpitpio: [Mevikog €TH010G TCipog

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe TpU NPUKIOYUIN PUHAHCOBU FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pasMep Ha NporHosHata
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nanonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 060poT e cbobpasHo BUAa v aena ot
nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: Jluueto nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHNs, KOUTO He ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 06eANHEHNETO y4aCTHMK, @ HEe OT BCAKO OT nnuara,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxuTtenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHdopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
Heob6xoanMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueayparta, 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 M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha OOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Kpitpio: EidIk6G €TR010G TCipog

Mepiypaer) Tou KpITnpiou €TTIAOYNAG: 3a NocnegHnTe Tpu NPUKIOYUIN PUHAHCOBU FOOUHN
YyYaCTHUKBT crneaBa Aa e peanuanpan MuHumaneH obopoT B cdeparta, nonagaila B obxearta
Ha nopbykaTa — npogaxba Ha nekapcTBEHN NPOAYKTU, U3YNCHEH Ha 6a3a roguHnTe
0060poTK, B paaMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odpepTa. Npu n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
obopoT B cthepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpwn
yyacTne Ha obeMHEHNs], KOUTO He ca PUaANYECKN NLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06e4MHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenaT
MOXXE Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMauumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NpOBEXAaHEe Ha NpoueaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/unu 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 1. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKoHOOATenNcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTu 3a nosede oT efHa
obocobeHa no3nuns, Bb3anoXxntenaT He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUSA 3a
peanuavpaH MMHUManeH obuy obopoT, pecn. 3a MnMHMManeH o6opoT B cpepaTta, nonajaila B
obxBaTa Ha nopbykaTa 3a Bcsika obocobeHa no3uumst Aa ce cymmpar.
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5.1.10. Kpithpla avadeong
KpitApio:
Eidog: Tiun
Ovopaoia: OueHsiBaHETO Ha NpeanoXeHnaTa B HacTodLwaTa obLliecTBeHa Nopbyka ce
N3BbpLUBA Bb3 OCHOBA Ha KpUTEpPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 oT
30IM).
Mepiypaer): OueHsBaHETO Ha NPeanoXXeHNaTa B HacTosiwaTa obLiecTBeHa nopbyka ce
M3BbpLUBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 oT
30Tr1). OueHsBaHeTo Ha ochepTUTE LLE Ce U3BbpLUBA 3a BCsika o6ocobeHa no3mums
nooTAaenHo. AKo y4acTHUK npeanoxu obLua LeHa, KOSTo e no-Hucka c noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHnsaTa Ha ocTaHanuTe ydacTHULM nNpu OonycHaTn 40
oLeHsiBaHe Tpu unu noseyve oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpK AONYyCHAaTU O OUEeHsABaHe eaHa unn Ase ogepTu, KOMUCUSATA Lie
nNpUnoXxm nanckeaHusTa Ha un. 72 ot 30T1. Npu paBHa NpeanoxeHa ueHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSICTO OPepTy Le ce
N3BbpLUBa Npu cna3BaHe nsnckBaHmata Ha yn. 58, an. 3 ot MM30r1.

5.1.11. "Eyypa@a dnuociwv cupfdocewv
FAWOOEC OTIG OTTOIEG €ival IO UWG dlabEoipa Ta £€yypaga tng dnudaciag ouppaong:
BouAyapikda
AielBuvon Twv eyypaewy TnG dnuoaoiag cuuBaong: https://app.eop.bg/today/589505
Ad hoc diaulog emmikoIvwviag:
Ovopacia: LAXC EOTI

5.1.12. Opoi dnuociwv cuppaocewv
‘Opol utroBOoARG:
HAekTPOVIKY) UTTOBOAR: YTTOXPEWTIKA
AieuBuvon yia uttooAn: https://app.eop.bg/today/589505
MAWOOEG OTIG OTTOIEG UTTOPOUV Va UTTORBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapika
HAekTpOVIKOG KaTAAOYOG: ETTITpéTTeTal
ATTQITEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN uTTOoypa®n i oppayida [6TTwg opileTal oTOoV
kavoviopo (EE) api6 910/2014]
MapaAAayég: Aev emTpETTETAI
MpoBeouia TrTapaiafng Twv mpoo@opwyv: 13/07/2026 23:59:59 (UTC+03:00) Oepivh wpa
AvaTtoAiknG EupwTing
AldpKeIa KaTd TNV OTToia TTPETTEI VO TTAPAMEVEL I0XUoOUCa N TTPOoPopd: 6 Mrveg
NMAnpo@opieg OXETIKA pE TN dnUdOIa aTTOCPPAYIoN:
Huepopnvia atrooepdyiong: 14/07/2026 14:00:00 (UTC+03:00) O¢pivr) wpa AvatoAikng
Eupwtng
Tomog: B cuctemara
‘Opol Tng oupuBaong:
H oUuBaon mrpétmel va ekTeAEiTal 0TO TTAQICIO TTPOYPAUMATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi
HAekTpovIKr TIHOAGYNnoN: EmTpémeTal
Oa xpnoipoTroinBei NAEKTPOVIKA TTapayyeAia: oxl
Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI

5.1.15. Texvikég
Zupowvia-rAaioio:
Kauia cupewvia-TTAaiocio
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MAnpo@opieg OXETIKA ME TO SUVAUIKO OUCTNUA AYOPWV:
Kavéva duvapiké oUuoTnua ayopwy

5.1.16. Mepaitépw TTANpoOPopicg, diauecoAdBnon Kal TTPoOCPUYNH
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
IMAnpo@opieg OXETIKA g TIG TTPoBeoieg eTavecETaong: CernacHo un. 197, an. 1, 1. 1 ot
3akoHa 3a obuiectBeHnTe nopbykm (3001) XKanba moxe aa ce nogasa npea K3K B 10-aHeBeH
CPOK OT M3TMYaHeTOo Ha cpoka no yn. 100, an. 3 - cpeLly peLeHneTo 3a OTKpMBaHe Ha
npoueayparta u/vnm peleH1eTo 3a ogobpsiBaHe Ha NPOMEHU B yCrioBusTa no obsiBeHaTa
npoueaypa.
Opyaviopog TTapoxng TTPOCOETWY TTANPOPOPIWYV OXETIKA PE TN diadikaoia dnuoaciwv
oupBdocwv: CMEUMATTM3NPAHA BOJTHULA 3A AKTUBHO NEYEHME MO OHKONOIrnA"
CBETV MMHA" EOO[J
Opyaviopog TTapoxng ekTdg diadiKTUou TTPOoRacng ota £yypaga mng dnudoiag ouppaong:
CNeyMANN3NPAHA BEOJTHUNLIA 3A AKTMBHO JIEYEHWE MO OHKONOTIMA"CBETA
MNHA" EOOL
OpyavioPog TTaPOXNG TTEPICOOTEPWY TTANPOPOPIWYV TwV dIadIKacolwy TTPooPUYNRG: Komncus 3a
3almMTa Ha KOHKypeHumaTa
Opyaviopog mapaAaBnig airfoewy cuppetoxns: CNEUMANTM3NPAHA BEONMHULA 3A
AKTUBHO NNEYEHUE MO OHKOJIOMMA"CBETU MUHA" EOOL
Opyaviopog etregepyaaoiag Twy poopopwyv: CMNEUVATITMNPAHA BEONMHULA 3A AKTUBHO
NNIEYEHME MO OHKONOIMA"CBETU MUHA" EOO[

8. Opyaviouoi

8.1. ORG-0001
Emionun ovopaaoia: CMELUMANM3NPAHA BOJTHNUA 3A AKTUBHO JIEMEHWE MO
OHKOJTIOM'MA"CBETU MNHA" EOO[
ApiBudg karaxwpiong: 101533900
Taxudpouikr dicuBuvon: BACUJT JIEBCKW Ne.62
MoAn: rp. bnaroesrpag
TaxudpouIkog KwdIkag: 2700
Ymodiaipeon xwpag (NUTS): bnaroesrpag (BG413)
Xwpa: BouAyapia
MpdowTro emkoivwviag: CoHa Knucypcka
Email: song_klisurska@abv.bg
TnAépwvo: +359 877009717
HAekTpovikr) dieuBuvon: http://www.sbalo-svetimina.com
MpowiA ayopaoTh: https://app.eop.bg/buyer/18369
P6Ao1 autoU Tou opyaviouou:
AyopaoTig
Opyaviopog TTapoxns TTPOCOETWY TTANPOPOPIWYV OXETIKA PE TN diadikaoia dnuoaciwv
ouuBdoewv
Opyaviopog TTapoxng ekTég diadikTuou TTPOoRaong oTa £yypaga TngG dnudoiag cuppaong
Opyaviouog TTapalaBng aITOEwY CUPUETOXAG
Opyaviopog eTTECEPYATIOG TWV TTPOCPOPWV

8.1. ORG-0002
Etrionun ovouaoocia: Komucusa 3a 3awimra Ha KOHKypeHumsTa
ApIBudg karaxwpiong: 000698612
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Taxudpouikr dietbuvon: 6yn. Butowa Ne 18

MoAn: Codums

TaxudpouIkog kwdikag: 1000

YTmrodiaipeon xwpag (NUTS): Codus (ctonuua) (BG411)

Xwpa: BouAyapia

MpdowTro eTmKoIVwviag: Komncus 3a 3awmTa Ha KOHKypeHumaTa
Email: delovodstvo@cpc.bg

TnAépwvo: +359 29356113

dag: +359 29807315

HAekTpovikr dieuBuvon: http://www.cpc.bg

P6Aol autoU Tou opyaviolou:

Opyaviopog TTPocPUYNG

Opyaviopog TTaPOXNG TTEPICOOTEPWY TTANPOPOPIWY TWV dIAdIKACIWY TTPOCPUYAG

MAnpogopieg TTpoknpuing

AvayvwpIoTIKO/EkDOON TTPOoKNpUENG: 7e70e349-9dc4-46ac-ac0a-6e268a980369 - 01
Eidog evtutTou: Alaywviouog

Eidog mrpokApuéng: Mpoknpugn cupBaong i ocuuBaong TTapaxwpenong — TUTTOTTOINUEVO
KaBeoTWG

YTroe€idog TrpokApuéng: 16

Huepounvia ammooToAng Tng Trpoknpu¢ng: 12/06/2026 12:38:01 (UTC+03:00) O¢pivry wpa
AvaTtoAIknG EupwTing

FAWooeg oTIG OTToiEG laTiBeTaN TTIONKA N TTAPOUCa TTPOKNPUEN: BOUAyapIKda

ApIBudg dnpoaoicuong Tng TTpoknipugns: 406646-2026

ApiBudc Teuxouc EE S: 113/2026

Huepopnvia dnuocicuong: 15/06/2026
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