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408266-2026 - lomaiocht

An Bhulgair — Pharmaceutical products — ,,JloctaBka Ha NpOTUMBOTYMOPHMU JfIeKapCTBEHU
npoaykTu 3a Hyxaute Ha CBAJIO ,,Ceetu Muna“ EOO[], rp. BnaroeBrpag -nbpBa 4act* no
060Cc00eHU No3nLun“

OJ S 113/2026 15/06/2026

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

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

2. Nos imeachta

2.1. Nos imeachta
Teideal: ,JlocTaBka Ha NPOTUBOTYMOPHW NeKapcTBEHU NpoayKTn 3a Hyxaute Ha CBAJ1IO
,CBeTn MuHa“ EOO[, rp. bnaroesrpag -nbpea 4act no o6ocobeHn nosnuymm’
Cur sios: MNpeameTsbT Ha obuwecTBeHaTa nopbyka ,JlocTaBka Ha NPOTUBOTYMOPHMU
nekapcTteeHu npoayktun 3a Hyxaute Ha CBAJO ,Ceetn Muna“ EOO[, rp. bnaroesrpag -
nbpBa YacT* no o6ocobeHn no3numm e pasgerneH B 5 /net/ o6ocobeHn No3nuun, KakTo
cneaBa: Ob6ocobeHa nosnuma Ne 1 "Pemigatinib" - nekapctBeH npoaykT ¢ AHaTomo-
TepaneBTudeH koa /ATC-kog/ LO1ENO2, MexayHapogHO HenaTteHTHO HauMmeHoBaHue /INN/
Pemigatinib, JlekapcteeHa popma Tablet, konnyecTBo akTMBHO BeLecTBO 4.5 mg, NPOrHO3HO
konuyectBo 1 512 tabl; O6ocobeHa nosmuma Ne 2 "Avapritinib" - nekapcTBeH NPoayKT C
aHaTomMo-TepanesTuyeH kof /ATC-koa/ LO1EX18, MexayHapoaHO HenaTeHTHO
HanmeHoBaHue /INN/ Avapritinib, IlekapctBeHa dopma Film-coated tablet, konnyectso
akTmeHo BewectBo 100 mg; nporHo3Ho konuyecTeo 720 tabl; O6ocobeHa nosnums Ne 3
"Ripretinib" - nekapcTBeH NnpoaykT ¢ aHatoMo-TepanesTuyeH kog /ATC-koag/ LOTEX19,
MexayHapoaHo HenaTeHTHO HanmeHoBaHue /INN/ Ripretinib, JlekapcTeeHa dpopma Tablet,
KONM4eCcTBO aKkTMBHO BellecTBo 50 mg, nporHo3Ho konudectso 1 080 tabl; O6ocobeHa
nosnumnsa Ne 4 "Tremelimumab”, konnyectBo akTuBHO Bewectso 300 mg/15 ml (20 mg/ml)-
nekapCcTBEH NPOAYKT ¢ aHaToMo-TepaneBTudeH koa /ATC-koa/LO1FX20, MexagyHapogHo
HenaTeHTHO HammeHoBaHue /INN/ Tremelimumab, JlekapcTBeHa dhopma Concentrate for
solution for infusion, konnyectBo akTnBHO BeltectBo 300 mg/15 ml (20 mg/ml), NpOrHo3HO
konndecTBo 4 flac ObocobeHa no3mumsa Ne 5 "Tremelimumab", koniM4yecTBo akTMBHO BELLECTBO
25 mg/1.25 ml (20 mg/ml) - nekapcTBeH NPoayKT C aHaTOMO-TepaneBTu4eH ko /ATC-kog
/LOT1FX20, MexayHapoaHo HenaTteHTHO HanmeHoBaHue /INN/ Tremelimumab, JlekapctBeHa
dopma Concentrate for solution for infusion, konnyecTBo akTMBHO BeLecTBo 25 mg/1.25 mli
(20 mg/ml), nporHosHo konnyecTtBo 60 flac
Aitheantdir an néis imeachta: 38d1d0d4-ca92-4ea3-ae90-116a7df9644b
Aitheantoéir inmheanach: 589498
An cineal ndis imeachta: Oscailte
Ta an nds imeachta a bhrostu: nil
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2.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products

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

2.1.3. Luach
Luach measta gan CBL a aireamh: 1 392 106,02 EUR

2.1.4. Eolas ginearalta
Eolas breise: 1. Bbanoxutenat onpegens kato MOAXOOALLA 1 OBEKTUBHA BA3A 3a
CpaBHEHME, KOATO e U3non3sa BbB Bpb3ka ¢ 4. 72, an. 1, 7. 2 ot 30l nporHo3Ha CTOMHOCT
Ha obocobeHaTta no3nums. 2. Y4acTHUKBT, onpedeneH 3a u3nbnHuTen Ha obuiecteeHaTa
nopbyka e AfbXeH, Npean NognnucBaHeTo Ha 4OroBopa, Aa NpeacTaBu rapaHuus 3a
n3NbIIHEHWe Ha gorosopa B pa3mep Ha 3 /Tpu/ % OT cToMHoCTTa Ha gorosopa 6e3 AC. 2.1.
MapaHumAaTa 3a n3nbiHeHWe Ha goroopa Tpsbsa Aa 6bae npefcTaBeHa Mo XenaHue Ha
y4yacTHuUKa B egHa ot chopmute npeasugexm B Un. 111 ot 30TM1. MapaHuuaTa no un. 111, an. 5,
T. 3 ot 30l MOXe ga ce NpeacTaBm caMo KOrato CTOMHOCTTAa Ha rapaHumsTa 3a U3nbiiHeHne
e paBHa unu no-manka ot 500 000 neBa nnun 255 645,94 (gBecTta neTaeceT N NeT XUnNaam
LIECTCTOTMH YeTUpuaeceT 1 NeT eBpo U AeBETAECET M YeTUPKU €BPO LieHTa) eBpo (Ha
ocHoBaHue un. 111, an. 7 ot 30I1). 2.2. KoraTto rapaHuusita € nog bopmaTa Ha napuyHa
cyma, TO T8 e nnatuma no 6aHkoBaTa cMeTka Ha neyebHoTo 3aBefeHne — CBAJIO ,CeeTu
MwuHa“ EOOM: OBLWMNHCKA BAHKA ALl, ®Ll — bnaroesrpag IBAN:
BG11SOMB91301013959201 BIC: SOMBBGSF Tutynsap: CBANO ,,Ceetn Muna“ EOO[.
Bcuykn 6aHKoBM pa3xoau, CBbp3aHU C NPEBOAMTE Ha cymaTa ca 3a cMeTka Ha ManbnHutens.
2.3. KoraTto rapaHumaTta e nog popmaTa Ha 6aHKoBa rapaHuus, U3NbAHUTENAT NpeacTaBs
opurMHanbsT Ha 6aHkoBaTa rapaHuus, kKaTo cbLyaTta cneasa ga 6bae 6e3ycnoBHa,
HeoTMeHsieMa 1 Henpexsbpngema kaTto nokpmea 100 % (CTo npoueHTa) OT CTOMHOCTTa Ha
rapaHuusaTa 3a u3nbinHeHneTo My. MNpu yupeaasaHe Ha 6aHKkoBa rapaHuus, TS cneasa ga
cbabpxa crnegHute ycnosus: 2.3.1. Cpoka Ha BanuMaHOCT Ha BaHKoBaTa rapaHuma e cpoka Ha
n3nbnHeHne Ha [Jorosopa, nntoc 30 /Tpugecet/ kaneHaapHn gHu. 2.3.2. CTpaHuTe ce
cbrnacsaear, Npy NOCTHMNWIO MbPBO MUCMEHO UCKaHe 3a niawaHe, HaaneXXHo NognuUcaHo u
noaneyaTaHo OT Bb3MOXUTENS, AeKnapupaLlo Ye U3NbIAHUTENST He € U3MBIHU YaCTUYHO
UM U3USNO0 3a4bIPKEHMATA CU MO A0roBopa (C TOYHO NOCOYEHU KO OT YCNoBmUATa Ha
[0roBopa ca HapyLUeHK), 1 B criydan Ha nunca Ha Ao6poBOSHO NnallaHe Ha Ob/mkumaTa cyma
Nno ToBa OCHOBaHWE OT CTpaHa Ha U3NbNHUTENs, 6aHkaTa ga 3annaTty cymarta OT rapaHumaTa,
HEe3aBUCMMO OT HamnpaBeHUTE Bb3paXXeHUs U 3aLmTa, Bb3HUKBALLM BbB BPb3Ka C OCHOBHUTE
3aabimkeHus Ha nanbnHutens. 2.3.3. CtpaHuTe ce cbrnacdsar, 6aHkata ga 3annaTu
AbiknmaTta cyMa OT rapaHumsiTa, B paMkuTe Ha 5 (neT) paboTHu AHW, CYMTaHO OT JaTtaTa Ha
noslyyaBaHe Ha HageXxHoO NoANMCaHOTO M nogneyaTaHo UCKaHe 3a nnawaHe oT
BBb3MOXMTENS, HE3aBUCMMO OT HaNpaBeHUTE Bb3paXeHUs 1 3almTa, Bb3HUKBALLM BbB BPb3ka
C OCHOBHUTE 3a4bJDKEHUS Ha M3nbnHUTens. 2.3.4. CTpaHuTe ce cbrnacsisaT, BCUYKM GaHKOBM
pasxoau, TakCu, KOMUCMOHHWU 1 ApYrK NnaLiaHus, CBbp3aHn ¢ 06CnyXBaHEeTO Ha rapaHuuaATa,
BKIHOYMTENHO NpU HENHOTO Bb3CTaHOBSBAHe, a ca 3a CMeTKa Ha M3nbnHutens, no
AencreawaTa Tapuda Ha obecnyxBawaTta 6aHka Ha Bbanoxutens. 2.3.5. CtpaHuTe ce
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cbrnacsasar, BCUYKM DaHKOBM pa3xogu, TakCu, KOMUCUOHHM W APYrX NnallaHns, CBbp3aHu CbC
3a4bpPXXaHETO, MbISIHOTO MM YaCTUYHO YCBOSIBAHE Ha rapaHumaTa, BKIHOYMTENHO U TaKCUTE Ha
BBb3NoOXmTenNsa 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 popmMarta Ha 3acTpaxoBka, U3NbIAHUTENAT NpeacTaBsa 3acTpaxoBkaTa,
KOsiTO 6€3yCnOBHO 1 HEOTMEHMMO Aa obe3nevaBa U3NbIIHEHNETO, Ype3 NOKPUTME Ha
OTroBOPHOCTTA Ha M3NbnHUTENSA U € CbC CPOK Ha BannOHOCT, CpOKa Ha AeNcTBME Ha
Horosopa, nntoc 30 /TpuaeceT/ kaneHaapHu aHU. Bb3anoxutenart cneasa ga 6bae nocoyeH
KaTo TpeTo Non3BaLLo ce Nnuue no Ta3u 3acTpaxoBka. 3acTpaxoBkaTta crnefsa Aa nokpusa
OTrOBOPHOCTTA Ha M3NbnHUTENS NPU MbIHO UM YaCTUYHO HEU3NbIHEHWe Ha [loroBopa, u He
MOXe Aa 6bae n3nonsesaHa 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 M3nnawjaHe Ha
3acTpaxoBaTesniHo obe3leTeHre B NO3a 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 U3BbpLUBa Bb3 OCHOBA Ha KpUTEpPUSA 3a BbanaraHe ,Han-Hucka ueHa” (un. 70, an.
2, 7. 1 ot 30I1). OueHnBaHeTo Ha ochepTuTE LLE Ce U3BbpPLUBA 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 Unn noseye ohepTn Unm e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHO3Ha CTOMHOCT MpuW AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTn, KoMmcusaTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3nuus, onpeaenstHeTo Ha U3NbIIHUTEN MEXAY KnacMpaHuTe Ha MbpPBO MACTO 0hepTy 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 ocbLLecTBABAT Bb3 OCHOBA Ha UCKaHe, OTMPaBeHo 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 TpsbBa Aa e BUOHO Aanu ocnopsa
nnawaHuaTa UM YacT OT TAX KaTo HeAbiMKUMU. Bb3noXuntenaTt uMma npaso Aa oTKaxe
nnawaHeTo, Korato MCKaHeTo 3a nnallaHe e OCnopeHo, 40 MOMEHTa Ha OTCTpaHABaHe Ha
npuyMHaTa 3a oTkasa.

Bunus dli:

Treoir 2014/24/AE

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

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Fégra
Rannphairtiocht in eagraiocht choiritil: Y4acTHUKBT € oCcbAeH € BNsA3na B cuna npucbia 3a
npectbnieHne no 4n. 321 unu un. 321a ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30MN)
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UM 3a aHanorn4yHo NpecTbhieHre B Apyra Obpasa YfeHKka unuv tpeta ctpaHa (un. 54, an. 1,
T. 2 o1 300N)

Eillid: Y4acTHVUKBT € oCcbAeH C BMsiana B cuna npucbaa 3a npectbnnenve no un. 301-307 ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo NpecTbNieHne B gpyra
AbpXaBa YneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

Calaois: Y4acTHUKBT € OCbAeH C Brisiana B cuna npucbaa 3a npectbnneHuve no yn. 209-213
oT HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[l1) unn 3a aHanorM4HO NpecTbNIeHne B
Apyra gbpxaBa uYneHka unu Tpeta cTpana (4n. 54, an. 1, 1. 2 ot 30IM)

Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
YUYacCTHUKBT € OCbAEH C BIisi3na B cuna npucbia 3a npectbrnenue rno yn. 114a - 11471 ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo nNpecTbnieHne B Apyra
AbpXaBa YneHka unm tTpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30TI1; no un. 108a ot HakasaTtenHus
koaekc (u3m. n gon., o6H. 1B, 6p. 84 ot 06.10.2023 r. — pegakuus B cuna go 30.01.2026 r.)
KaTo NpecTbnneHne, BkNto4eHo B o6xBaTta Ha yun. 57, naparpad 1 ot Aupektna 2014/24/EC)
Sciuradh airgid né maoiniu na sceimhlitheoireachta: Yy4acTHUKBT € oCcbAeH ¢ Bns3na B cuna
npucbaa 3a npectbnneHne no yn. 253-260 ot HakasatenHus kogekc (4n. 54, an. 1, 1.1 ot
30I1) nnu 3a aHanorMyHo NpecTbNNeHne B Apyra Abp)XaBa YreHka unm tpeta ctpaHa (4n. 54,
an. 1, 1.2 ot 300N)

Fostu paisti agus cinealacha eile gainneala ar dhaoine: Y4aCTHUKbLT € OCbAEH C BNsi3na B
cvna npucbaa 3a npecrbnnexue no yn. 159a-159r ot HakasarenHua kogekc (4n. 54, an. 1, 7.
1 ot 30I1) unu 3a aHanorMyHoO NpecTbNIeHMe B Apyra Abp)KaBa YfeHKa unn Tpeta cTpaHa
(un. 54, an. 1, 1. 2 ot 30IN)

Saru oibleagaide a bhaineann le canacha a ioc: Y4aCTHUKLT MMa 3a4bIDKEHUS 3a AaHbLUM MO
cMucbna Ha un. 162, an. 2, 1. 1 oT [JaHbYHO-OCUTypUTESTHUSA NpoLecyarneH KOAEeKC N NUXBUTE
no TAX KbM AbpkaBaTa unun kbM obLmHaTa No ceganuieTo Ha Bb3NOXUTENSA U Ha KaHauaaTa
UNW yYaCTHUKA, UM aHaNoOrMyHU 3aabimMKEHUs CbINacHO 3aKOHOA4ATEeNICTBOTO Ha AbpxaBara,
B KOSITO KaHOMAATLT UMM YH4aCTHUKBLT € YCTaHOBEH, I0Ka3aHu C BNA3bI1 B CUSa akT Ha
KOMneTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30IM)

Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: Y4acTHUKLT nma
3a4bIDKEHNA 3a 3a4bIDKUTESTHU OCUTYPUTENHU BHOCKM NO CMUCHSa Ha un. 162, an. 2, 7. 1 oT
[aHbYyHO-OCUTypUTENHUA NpouecyasneH Kogeke U NMMXBuTe No Tax KbM ObpXaBaTa Ui KbM
obLunHaTa no ceganuqeTo Ha Bb3NOXUTENS U Ha KaHAMAAaTa Ui yYacTHUKa, Unu
aHarnorMyHn 3agbimHKeHNsa CbrnacHO 3aKOHOA4ATENCTBOTO Ha AbpKaBaTa, B KOSATO KaHOMAATbT
NN YYaCTHUKBT € YCTaHOBEH, JOKa3aHu C BIiA3bi1 B CUMa akT Ha KOMNEeTeHTEH opraH, (4n. 54,
an. 1, 1.3 ot 300N)

Saru oibleagaidi i réimsi an dli comhshaoil: Y4yacTHUKBLT € ocbAeH € Bnsiana B cuna npucbaa
3a npectbnneHue no yn. 352-353e ot HakasatenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30I1) nnn
3a aHanorM4yHoO NPecTbNIeHMEe B Apyra AbpKaBa YneHka unu Tpeta ctpaHa (dn. 54, an. 1, 1. 2
ot 30I)

Saru oibleagaidi i réimsi an dli shaoisialta: Y4acTHUKBT € OCbAeH C Bnisi3ana B cuna npucbaa 3a
npecTbnieHne no 4n. 172 unu un. 192a ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 300M)
WNK 3a aHanorM4yHo NpecTbNfeHe B Apyra ObpXaBa YneHka unu Tpeta ctpaHa (4n. 54, an. 1,
T. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: Y4acTHUKBLT € n3BbpLUMI HapyLweHue no yn. 118, 128,
245 n 301-305 ot Kogekca Ha Tpyda, yCTaHOBEHO C BIiSI3f0 B CUa HakasaTenHo
NoCTaHOBIIEHNE NN CbAebHO peLleHne, UM aHanorM4yHU HapyLleHusi, YCTaHOBEHW C aKT Ha
KOMMNEeTEeHTEH OpraH, CbriacHO 3aKOHOAATENCTBOTO Ha AbpXKaBaTa, B KOSATO KaHAMAATbT U
YYaCTHUKBT € YCTaHOBeEH (4n. 54, an. 1, 1. 6 ot 30IM)

Rannphairtiocht dhireach né indireach in ullmhd an nés imeachta solathair seo: Hanuue e
HepaBHOMOCTABEHOCT B criydauTe no un. 44, an. 5 ot 30M1 (4n. 54, an. 1, 1. 4 ot 300N)
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Coinbhleacht leasa mar gheall ar a rannphairtiocht sa n6s imeachta solathair: Hanvue e
KOH(NUKT Ha nHTepecun no cmmucbna Ha § 2, 7. 21 ot AP Ha 30I1, konTo He moxe ga 6bvae
oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300N)

Mifhaisnéis, faisnéis a coinniodh siar, gan bheith in ann doiciméid riachtanacha a sholathar n6é
faisnéis runda a fuarthas maidir leis an nés imeachta seo: 3a yyacTHuKa e yCTaHOBEHO, 4e: - e
npeacTaBun AOKYMEHT C HEBAPHO CbAbpXXaHWe, C KOWTO Ce AoKa3Ba AekrapupaHarta nunca
Ha OCHOBaHWSA 3a OTCTPaHsiBaHe UNW AeKnapupaHoTo U3MbIIHEHME Ha KpuTepunTe 3a nogbop
(un. 54, an. 1, 7. 5 ot 30I1); - He e NpegoCcTaBuUI U3NCKBaLLa ce MHopmMaums, CBbp3aHa C
yAOCTOBepsiBaHe NuncaTta Ha OCHOBaHWS 3a OTCTPaHsABaHe U U3MbITHEHWETO Ha KpuTepumTe
3a nogbop (un. 54, an. 1, 1. 5 ot 300N)

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiunta amhain: 3a yyacTHuka e Hanuue
HHAKOe OT criefHuTe 06CTOATENCTBA: OCbAEH € C BMNSA3na B curna npucbaia 3a npecTbhnieHns no
4n. 194 — 208, un. 213a — 217, un. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (4n. 54,
an. 1, 7. 1 ot 300N); n3BbpLKnn € HapyLwweHus no un.61, an.1, yn.62, an.1 unu 3, yn.63, an.1
unu 2, un.228, an.3 ot Kogekca Ha Tpyga 1 no 4n.13, an.1 ot 3akoHa 3a TpygoBaTa Murpaums
1 TpygoBata MOBUMHOCT, YCTAaHOBEHN C BNA3MO B CUMa HakasaTernHo NoCTaHOBEHME Unn
cbaebHo peleHune (4n.54, an.1, 1.6 ot 30I1); o6cTosiTencTBo no yn. 3, T. 8 oT 3akoHa 3a
NKOHOMMUYECKNTE U (PUHAHCOBUTE OTHOLLEHNS C ApYy>KecTBaTa, PerMcTpupann B OPUCAUKLUN C
npedepeHUmnaneH JaHbYeH PeXnuM, KOHTPONMPaHUTE OT TAX Nua 1 TEXHUTE 4eNCTBUTENHU
cobctBeHuum; obectoarencTaa no 4. 90 n 91 ot 3akoHa 3a NPOTMBOAENCTBME Ha KopynuusTa
cpen nuuara, 3aemawum nybnuyHm gnwxHoctn (06H. B, 6p. 51 o1 05.06.2026 r., B cmna ot
05.06.2026 r.); c HanoxeHa caHkuua no un. 83a, an. 5, T. 1 ot 3AHH — BpemeHHa 3abpaHa 3a
yyacTue B npoueaypwv 3a Bb3naraHe Ha obLLeCcTBEHN NOPBYKK.

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: Pemigatinib
Cur sios: Npegmet Ha O6ocobeHa no3mums Ne 1 "Pemigatinib" e goctaska Ha nekapcTBeH
npoaykT ¢ AHaTomo-TepaneBTuyeH kog /ATC-koa/ LOTENO2, MexayHapoaHO HenaTeHTHO
HanmeHoBaHue /INN/ Pemigatinib, JlekapctBeHa popma Tablet, konnyectBo akTMBHO
BellecTBO 4.5 mg, NporHo3Ho konunyectso 1 512 tabl.
Aitheantdéir inmheanach: 589499

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpaHUAT CpoK 3a U3nbriHEHNE MOXe [a ce NPOObITKN
(nogHOBM) OO CKMNOYBaHe Ha HOB 4OrOBOP MO NPOBeAeHa criefsalla npoueaypa 3a Bb3naraHe
Ha obLLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeJOMIIEHME OT CTpaHa Ha Bb3MNOXUTENS, HO He 3a NoBeYe OT ABa MeceLa, KaTo B TO3M
crny4an MeceyHuTe JOCTaBKU (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a 1 B CbOTBETCTBUE CbC
cpegHo MeceyeH ob6em Ha M3MbIIHEHME Ha AOCTaBKU MO JOroBOpa MM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTo/NOAHOBABAHETO. Y AbKaBaHeTO Ha cpoka
Ha goroBopa (NoAHOBSIBAHETO € CbobpaseHo ¢ nancksaHuaTa Ha un. 21, an. 1 ot 30Mu e
npeaBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TM4yaHe Ha CpoKa Ha AerCTBME Ha JOroBopa 3a CbOTBETHATa No3nuus e Hanvue
HenspasxoaBaH (PMHaHCOB PeCypC MO HErO U Bb3MNOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3NnaraHe Ha JOCTaBKuTe, NpeAMeT Ha A0roBopa, Bb3NOXUTENAT CU 3anassa NpaBoTo Ha

408266-2026 Page 5/34



,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.

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

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaHuaT cpok 3a n3nbnHeHne Moxe fa ce NpoabIKN
(mogHOBM) OO cKNtoYBaHE Ha HOB 4OroBOP NO NPOBeAeHa cresalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBeJOMIIeHNE OT CTpaHa Ha Bb3N0OXUTers, HO He 3a NoBeYe OT ABa Mecela, KaTto B TO3U
cnyyam mecevyHuTe AOCTaBKM (NpeaMeT Ha JoroBopa), Le ca Ha 6a3a u B CbOTBETCTBUE CbC
cpeaHo MeceyeH o6em Ha M3NbIHEHWE Ha LOCTaBKM MO 4OroBOpa Uy Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO yabIKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha yn. 21, an. 1 ot 30MNun e
npeaBuaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBMEe Ha A0roBopa 3a CbOTBETHATa No3nuus e Hanuvue
HeunapasxoaBaH PMHaAHCOB PECYpPC MO HErO U BLINMOXUTENAT HE € CKITHYNIT ApYyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3MOXUTENAT CU 3ana3Ba NpaBoOTo Ha
,LOMUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yaAb/KM CpOKa Ha AOroBopa C NpaBoTo Aa
Bb30XN JONBISIHUTENHW KONMYECTBA OT fleKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepriBaHe Ha PUHaAHCOBUSA peCcypC NO CbOTBETHUS LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. lNopg ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakCMMarnHo JonycTumaTa CTOMHOCT Ha 4OroBopa U n3pasxoaBaHuTe
PMHaHCOBM CpeacTBa No 4Oorosopa. Bb3noxutenar moxe aa peanuampa npaBoTo CU Ha
,LOMLUMA 3a yabmkaBaHe Ccpoka Ha JoroBopa“ 4o n3TnyaHe Cpoka Ha AoroBopa 3a BbarnaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKMYBaHETO Ha
OOMbITHUTENHO CropasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a direamh: 668 596,57 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: HacTtosilwarta obwectBeHa nopbyka ce OTKpUBa 1 Bb3nara nepnoanyHo, ¢ orneg
notpebHocTMTe Ha Nne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapcTBEHU MPOAYKTU.
Rannphairtiocht fhorchoimeadta:
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Ni fhorchoimeadtar an rannphairtiocht.

Tionscadal solathair nach maoinitear le cisti an Aontais

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

Eolas breise: 1. Bb3noxutenat uma npaBo npn HE06Xo0ANMOCT C Orfea peanHuTe cu
noTpebHOCTM Aa NPOMEHSA €AHOCTPaHHO NPOrHO3HUTE /MNaHnpaHnTe/ Konu4ecTea no
OTAENHUTE NekapCTBEHN NPOAYKTM OT cneundukaumara, kato Mma npaBo Aa 3asBu 4OCTaBKa
Ha NO-rofieMun KonmMyecTsa NPOAYKTU OT eAHa unn noseye o60cob6eHn No3nLMM B paMKUTE Ha
AoroBopeHarta ctonHocT. 2. OdepupaHaTa LeHa 3a OnakoBKa Ha NIEKapCTBEHMUS NPOAYKT €
douKcMpaHa 1 He NMoAsneXun Ha NPoMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o nskniodeHne
AOroBopeHara LieHa MOXe Aa ce U3MEHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapenbarta 3a ycnosusita, npaesunaTa v peaa 3a perynvpaHe u
pernctpmpaHe Ha ueHuTe Ha nekapctseHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwv 2017 r. n cn./, npaBeLn HEBb3MOXHO U3NbIHEHNETO Ha JOroBopa npu
porosopeHuTe ycrnosu4. 3. [loroBopeHaTta LeHa MoXe [a ce U3MEeHU U Ha ocHoBaHwue ur. 117a
ot 30Il1 B cnyyan Ye ca Hanuue OCTaTbyHO AaHHW, OT KOUTO Ce YCTaHOBSBA HaNMYneTo Ha
NPUYNHHO-CNEeACTBEHATa BPb3Ka MeXAy HAaCTbNUINTE MHANAUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTH, noanexalum Ha nigekcaums. 4. B
cny4yamn, 4Ye B CpOKa Ha AeNCcTBME Ha LOroBopa AbpXXaBHO perynupaHaTa ueHa B MpunoxeHne
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 JaTaTta
Ha npomsaHaTa. B cnyyan, 4ye He yBegomun Bb3noxutens nMcMeHo B 5—HEBEH CPOK 3a
npomMsHaTa U He NPOMeHU LieHaTa, Bb3noxuTenar we 3annawa AoCTaBAHUTE NeKapCTBEHN
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 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
AO0CTaBKa Ha gpyr 3amMmecTBall, SiekapCTBEH NPOAYKT, OTroBapsiLl, HA TEXHUYECKUTE U3NCKBaHUS
B MprnoxeHneTo KkbM goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBaLLmMA nNnekapCcTBEH
NPOAYKT, HAa He NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMecTBaHuS fekapCTBEH Npoaykr. B
cny4yan, Ye eQUHUYHaTa LieHa Ha 3amMecTBaLLMs NIeKapCTBEH NPOAYKT € NOo-BUCOKa OT
AOroBopeHarta no JoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn JoroBopa 3a obLecTBeHa
nopbYyKa 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 AeNCTBUEe Ha A0roBopa, ce Criyun npousBoauTENAT, NOCOYEH
OT U3NBLIIHUTENSA NO AOroBopa, Aa NPOMEHN npeanaraHuTe pasdacoBku (6pon B onakoska), 1
e Hanuue npeanoXeHue oT U3NbIHMTENS 3a AOCTaBka Ha MeuKaMeHTa B pasnnyHa
pa3dacoBka, HO Npy 3anasBaHe Ha YroBOpPEHUTE LieHa U YCroBUs, NpeanoxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSCTO.

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

5.1.8. Critéir inrochtaineachta
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
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Foinse na gcritéir roghnaithe: Fégra

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaT paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBUS Ha €4pO C fIekapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
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 NeKkapCTBEHW NPOAYKTU NN Ha yOOCTOBEPEHMETO 3a permcTpauus 3a TbproBus Ha eapo C
nekapcTBEeHW NPOAYKTU, UM Ha pa3peLleHneTo 3a BHoc. [loka3BaHe: Ha ocHoBaHue yn. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30IN 4OKYMEHTBLT, KONTO CE NPEeACTaBA OT y4acTHUKA
onpeaeneH 3a u3nbrHuUTenN, Npeaun ga 6bae CKNYeH JOroBOp MM NP NOMCKBaHe B X0A4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanvaHo paspelleHue 3a Npou3BOACTBO, M34aAeHo MNo
pena Ha 3J1MXM unu 3a TbproBusa Ha egpo C fekapCTBEHN NPOAYKTU UM yOoCTOBEPEHME 3a
perncrTpaums 3a TbproBusi Ha egpo C fiekapCTBEHU NPOAYKTU, UMK pa3peLleHne 3a BHOC.
Bb3noxunTensTt 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 ga 6baaT ocurypeHn Ypes npsk n 6esnnateH JocTsbn 4o
HaumoHanHuTe 6a3n AaHHM Ha ObPXXaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexaeaT NULUEH3MUs, n3gageHa no pega Ha 3akoHa 3a KOHTPOS Ha HAapKOTUYHUTE
BeLlecTBa un npekypcopute (3KHBIT), koraTo yyacTeaT 3a fOCTaBka Ha fiekapCTBEHU
NPOAYKTU, CbAbpXally HApKOTUYHKM BelecTBa OoT npunioxeHnss Ne 2 n Ne 3 kbM un. 3, T. 2 N T.
3 ot Hapepnbata 3a knacuduumpaHe Ha pacTeHusTa 1 BewecTBaTa KaTo HapKOTUYHW. (BaXu
camMo 3a 060cobeHnTe NO3MLMK, CbabpXKaLLM NEeKapCTBEHM NPOAYKTU, ChAbpXKaLym
HapKoTu4HM BewecTBa oT MNpunoxerHns Ne 2 n Ne 3 kem un. 3, 1. 2 n 1. 3 ot HapenbaTa 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHN). YAOCTOBEPSABaHE:
CbOoTBETCTBMETO C NOCTAaBEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbnBaHe 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 Hapegb6ara 3a knacuguunpaHe Ha pacteHusTa 1
BellecTBaTa KaTo HapkoTU4HW. [JokasBaHe: Ha ocHoBaHue un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHUKa onpeneneH 3a U3nbiHuTen, npeau
Aa 6bae ckoYveH 4oroBop UNm Npu NOMCKBaHE B Xo4a Ha npoueaypaTta e: 3aBepeHo Konve Ha
BanuaHa nuueHsunsa, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHW NPOAYKTU, ChAbpXaLLm
HapKoTu4HM BewecTBa OT NpunoxerHns Ne 2 n 3 kbm un. 3, T. 2 u 3 ot Hapepbara 3a
KnacuduumpaHe Ha pacTeHusaTa 1 BelecTBaTa KaTo HAPKOTUYHWU. Bb3NOXUTENAT HE N3UCKBA
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 JaHHW Ha AbpPXaBUTE YIIEHKM.

Critéar: loncam bliantuil ginearalta
Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe Tpy NPUKITYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT cneBa fa e peanusupan MmHumaneH obuy obopoT, nsumcrneH Ha 6asa
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roauwHuTe o60poTH, B pasamep He No-ManbK OT ABYKPaTHUSA pa3Mep Ha NporHo3HaTta
CTOMHOCT Ha cbOoTBeTHaTa obocobeHa no3nums, 3a KoATo nogasa odepTa. [pu nsnonssaHe
Ha NOAU3NbIHUTENM N3UCKBAHETO 3a MUHMManeH o6l 06opoT e cbobpasHo Buaa v aena 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 OOKYMEHTW no yn. 62, an. 1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbJIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTEN YY4aCTHUK
C NpeAcTaBsaHe Ha AOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxaecTtpaHHute
y4aCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOATENCTBOTO CHU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe Tpy NPUKITOYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT crnefBa fa € peanusupan MmHumaneH obopoT B cpepaTta, nonagalla B obxeaTta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U34UCIEH Ha 6a3a roguHnTe
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 Buaa u gena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 ouHaHcoBo cbeTosHne” oT EEJOTN. 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 30l1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odbepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHdopMauumaTta, 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 U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTU no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKOHOAATENCTBOTO CU. BaxkHO: AKO y4acTHMKBT nogasa odepTu 3a noBeye oT eaHa
obocobeHa no3nuust, Bb3noxmntenaTt He N3NCKBa MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a M1MHUManeH o6opoT B cpepaTta, Nnonagaila B
obxBaTa Ha nopbykaTta 3a Bcsika obocobeHa no3unums aa ce cymupar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHsiBaHETO Ha NPeanoXeHnsTa B HacToswarta obLiecTBeHa Nopbyka ce N3BbPLUBA
Bb3 OCHOBA Ha KpUTepus 3a BbanaraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I1).
Cur sios: OueHaBaHeTO Ha NpeasiokeHuaTa B HacTosLwaTa obLecTBeHa 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
nooTaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka ¢ noseye ot 20 % ot
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cpepHaTa CTOMHOCT Ha NpeanoXeHusaTa Ha OcTaHanuTe ydacTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unu noee4ve oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpuK AONYyCHAaTU 4O OUEHsABaHe eaHa unn Ase opepTu, KOMUCKSATA e
NPUNoXu namckeaHmaTa Ha un. 72 ot 30Tl1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSICTO OPEPTH Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/589498
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589498
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 14/07/2026 13:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucna 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: CbernacHo un. 197, an. 1, 7. 1 oT 3akoHa 3a
obuecteeHuTe nopbykm (30I1) Kanba moxe aa ce nogasa npea K3K B 10-aHeBeEH Cpok OT
n3TnU4aHeTo Ha cpoka no yn. 100, an. 3 - cpeLly peLleHneTo 3a OTKpUBaAHE Ha npoueaypara u
/vnn pelweHneTo 3a ogobpsaBaHe Ha NPOMEHUN B yCroBusATa no obsseHaTa npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CMNMEUMANN3NPAHA BEOJTHUNLA 3A AKTMBHO JIEYEHUE MO OHKONOTIMA"CBETH
MWHA" EOO[
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELWAITM3VNPAHA
BEOJIHMUA 3A AKTUBHO JIEMEHWE MO OHKONOIMA"CBETU MUHA" EOO[
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Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTta Ha KOHKypeHunsiTa

Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUWMATTIMSNPAHA BOJTHULIA 3A
AKTUBHO NIEYEHUME MO OHKOJIOMMA"CBETU MUHA" EOOL

Eagraiocht a phréisealann tairiscinti: CTIELLMAJTIMSUPAHA BOJIHWLA 3A AKTVBHO
NEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

5.1. Luchtég: LOT-0002
Teideal: Avapritinib
Cur sios: NpegmeT Ha ob6ocobeHa nosmumsa Ne 2 "Avapritinib" e gocTaBka Ha nekapcTBeH
NPOAYKT ¢ aHaToMo-TepanesTnyeH kog /ATC-koa/ LOTEX18, MexayHapoaHO HeNaTeHTHO
HanmeHoBaHue /INN/ Avapritinib, IlekapctBeHa dpopma Film-coated tablet, konnyectso
aKTMBHO BELLIECTBO.
Aitheantdir inmheanach: 589501

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpalHUAT CpOK 3a U3NbJSIHEHME MOXeE [a Ce NPOabITKM
(nogHoOBW) OO CKIOYBaHEe Ha HOB LOroBOp Mo NpoBeAeHa crieABalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC ChLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBe[JOMfIeHNE OT CTpaHa Ha Bb3NOXUTENS, HO He 3a NoBeYe OT ABa Mecela, KaTo B TO3M
cnyyam mecevHuTe AOCTaBKM (NpeaMeT Ha Jorosopa), Le ca Ha 6a3a U B CbOTBETCTBUE CbC
cpeaHo MeceyeH ob6em Ha M3NbIHEHWE Ha LOCTaBKM Mo 4OroBopa UM Cbpa3mMepHo Ha YacTTa
OT MeceLa, 3a KONTO e HanpaBeHO ya4bIKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha yn. 21, an. 1 ot 30MNwun e
npeaBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
n3TMYaHe Ha Cpoka Ha AeNCTBME Ha JOroBopa 3a CbOTBEeTHATa No3nuns e Hanuue
HeunspasxoaBaH (PMHaAHCOB PEeCypPC MO HEro U Bb3NOXUTENAT HE € CKITKYUI Apyr 4OroBop 3a
Bb3raraHe 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 SONBAHUTENHW KONMYECTBA OT NeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata Ao
n34yeprneaHe Ha PUHAHCOBMS Pecypc Mo CbOTBETHUS LOroBOpP, HO 3a He noBeye oT 12
(nBaHapgecet) meceua. NMoa ,HenspasxoaBaH PUHAHCOB pecypc” Bb3NOXUTENAT UmMa Nnpeasua
pasnukaTa Mexagy MakCuMarnHo JonycTumaTta CTOMHOCT Ha JOroBopa U u3pasxoaBaHuTte
bnHaHCOBM cpeacTBa No AoroBopa. Bb3noxutensaT Moxe Aa peanuanpa npaBoTo CU Ha
,LOMUMA 3a yabkaBaHe Cpoka Ha JoroBopa“ 40 n3TnyaHe Cpoka Ha AoroBopa 3a BbarnaraHe
N3NbITIHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKIYBaHETO Ha
OOMBbIHUTENHO cnopasymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

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

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
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Athnuachainti uasta: 2

Tuilleadh eolais faoi athnuachain: 1.1. KpaiHuaT cpok 3a n3nbnHeHne Moxe fa ce NpoabIKN
(mnogHOBM) OO CKNtoYBaHE Ha HOB 4OroBOP NO NPOBeAeHa crnegalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBeJOMIIeHNe OT CTpaHa Ha Bb3N0OXUTers, HO He 3a NoBeYe OT ABa Mecela, KaTto B TO3U
cnyyam mecevyHuTe AOCTaBKM (NpeaMeT Ha JoroBopa), Lwe ca Ha 6a3a u B CbOTBETCTBUE CbC
cpeaHo MeceyeH ob6em Ha M3NbIIHEHWE Ha LOCTaBKM MO 4OroBOpa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO ya4bIKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha vn. 21, an. 1 ot 30N u e
npeaBuaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
n3TU4aHe Ha Cpoka Ha JeNCcTBMEe Ha AOoroBopa 3a CbOTBETHaTa No3nuuns e Hanvue
HeunapasxoaBaH OMHaHCOB PECYPC MO HErO U BLIMOXUTENAT HE € CKITHYUIT ApYyr 4OroBop 3a
Bb3araHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoTo Ha
,OMUMS 3a yabIhkaBaHe Cpoka Ha JoroBopa“, kKaTo yabIKU CpoKa Ha AoroBopa ¢ NpaBoTo Aa
Bb3M0XN JONBISIHUTENHW KONMYECTBA OT fIeKapCTBEHUTE MPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepriBaHe Ha PUHAHCOBUSA PeCypC NO CbOTBETHUSA LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. lNopg ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasug,
pasnukaTa Mexgy MakCuMarnHo JonycTumaTa CTOMHOCT Ha 4OroBopa W n3pasxoaBaHuTe
bMHaHCOBM CpeacTBa No 4OoroBopa. Bb3noxutenar Mmoxe aa peanuampa npaBoTo CU Ha
,OMUMSA 3a yobIhkaBaHe Cpoka Ha gorosopa“ o M3Tu4aHe cpoka Ha 4oroBopa 3a Bb3naraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKYBaHETO Ha
AOMbITHUTENHO CropasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a aireamh: 395 333,21 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: Hactosilwara obwectBeHa nopbyka ce OTKpUBa M Bb3nara nepnoanyHo, ¢ orneg
noTpebHocTUTEe Ha Ne4yebHOTO 3aBedeHMe OT AOCTaBKa Ha NekapCTBEHU NPOOYKTMU.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil
Eolas breise: 1. Bb3noxmutenat uma npaBo npn He06Xo0ANMOCT C Ornea peanHuTe cu
noTpebHOCTM Aa NPOMEHS eHOCTPaHHO MNPOrHO3HUTE /NnaHnpaHnTe/ KonnyecTasa no
OoTOEeNHUTE NekapcTBeHn NPOAYKTM OT cneundurkauuaTa, kKaTto nma NpaBo Aa 3asiBU JOCTaBKa
Ha No-rofiemMun KonmyecTsa NPoayKTu OT edHa unu nosevye o60cobeHn No3numm B paMKkmuTe Ha
AorosopeHarta cTormHocT. 2. OdepupaHaTa LeHa 3a onakoBka Ha fekapCTBEHUS NPOAYKT €
doMKCMpaHa 1 He NMoANeXn Ha NPoOMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o nsknideHne
[OroBopeHara LieHa MoXe [a Ce U3MeHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapeabata 3a ycnosusTa, npaBunaTa u pefa 3a perynupaHe u
pernctpmvpaHe Ha ueHuTe Ha nekapcteeHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwv 2017 r. n cn./, npaBeLn HEBb3MOXHO U3NbIIHEHNETO Ha JOroBopa npu
porosopeHuTe ycnosus. 3. [JoroBopeHaTa LieHa MOXe Aa ce U3MeHU U Ha ocHoBaHue Yn. 117a
ot 301 B cnyyan Ye ca Hanuue 4OCTaTbyYyHO AaHHW, OT KOUTO Ce YCTaHOBSIBA HANMYMETO Ha
NPUYNHHO-CNeACTBEHATa Bpb3ka MexXay HacTbNunmMTe MHMNaUMOHHM NPoLEeCU U
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTU, Noanexalum Ha niagekcaums. 4. B
crny4an, 4e B CpoOKa Ha AeNCTBME Ha JOroBopa ObpXKaBHO perynupaHarta ueHa B [NpunoxeHune
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe MO-HUCKa OT JoroBopeHaTa, M3nbnHutTenaT e
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ANbXEH CBOEBPEMEHHO [a NPOMEHU LieHaTa, Ha KOSITO JOCTaBs fIeKapCTBEHUTE NPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NekapCTBEH CNUCHK, CYMTaAHO OT JaTaTta
Ha npomMsiHaTa. B cnyyan, ye He yBegomun Bb3noxntenst IMCMEHO B 5—AHEBEH CPOK 3a
npomMsHaTa U He NPOMEHU LieHaTa, Bb3noxutenaT we 3annawa 4o0CTaBAHUTE NeKapCTBEHN
NPOAYKTM MO NPOMEHEHAaTa LeHa, CYHMTaHO OT AataTta Ha CbOoTBeTHaTa AKTyanuaaums Ha
[Mo31TMBHMA NEKApCTBEH CNUCHK. 5. Bb3noXuTensaTt nma npaBo B M3BbHPEOHN 06CTOATENCTBA
(3a KonTO 0BCTOATENCTBA BLINOXUTENAT € MMCMEHO YBEAOMEH OT Bb3OXMUTENS), KOUTO
BOOAT 0O HEBB3MOXHOCT Aaf€eH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa 6vae
AOCTaBsH (Hanp. cnupaHe OT NPOM3BOACTBO; BPEMEHHO OrpaHMyaBaHe Ha NPoM3BOACTBOTO;
CbLLEeCTBEHO 3abaBsHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO WU/Mnn HEBPEXHO
noBefEeHUs Ha CTpaHUTe MO AOroBopa; U3TErnsiHe OT TbproBckaTa Mpexa v ap.) Aa 3asaBsaBa
AOCTaBKa Ha Apyr 3amMecTBaLll, JIekapCTBEH NPOAYKT, OTrOBapsiLL, HA TEXHUYECKUTE U3NCKBaAHUS
B NpunoxxeHneTo Kbm goroeopa, cbe cbluma ATC kog 1 INN Ha 3amecTBaLLMS NEKAPCTBEH
NPOAYKT, HA HE NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMeCcTBaHWs NekapCTBEH NpoaykT. B
crny4yan, Ye eAnHMYHaTa LieHa Ha 3aMeCcTBaLLMsA NEKapCTBEH NPOAYKT € No-BUCoKa OT
AOroBopeHarta no AoroBop, Bb3NOXUTENAT MMa NpaBo fa npekpaTn oroBopa 3a obuecTBeHa
nopbYKa No OTHOLLEHME HA TO3M NPOAYKT U Aa NpoBefe npoueaypa Ha gorosapsHe 6e3
npegsaputenHo obsiernexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBOpbT MOXe fa Ce N3MEHU
B CnyyauTe, KoraTto B CpoKa Ha AEeNCTBUE Ha AOroBopa, Ce Cryyn npom3BoanTENAT, NOCOYEH
OT U3MbISIHUTENSA MO AOroBopa, Aa NPOMeHN npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue nNpeanoXxeHue OT U3NbIHUTENS 3a AOCTaBka Ha MeankaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOPEHMUTE LieHa 1 YCroBUs, NpeanoXxeHa B odeprara,
C KOSAAITO YYACTHUKBT € KnacupaH Ha NbpBO MSACTO.

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

5.1.8. Critéir inrochtaineachta
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexxasaT paspeLleHne 3a NPoM3BOACTBO, U3aafeHo Nno pefa Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) unu 3a
TbProBus Ha egpo 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 3J1MXM vnu 3a TbproBusa Ha egpo
C NnekapCTBEHW NPOAYKTU UK 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 fieKapCTBEHW NPOAYKTU UM yOOCTOBEPEHME 3a
pernctpaums 3a TbproBusa Ha egpo C nekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noXuTenaT He n3MCcKBa 3aBepeHo KONne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
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yA0OCTOBEpPsiIBaLL, MPaABOTO 3@ TbProBMs C NIEKAPCTBEHN NPOAYKTU UIK pa3peLleHne 3a
NPOn3BOACTBO MIM BHOC, KOraTo MMa AOoCTbI Mo cryebeH mbT unu Ypes nyonnyeH perncTop,
UNn KoraTo CbLuMTe MoraT Aa 6baaTt ocurypeHu Ypes npsik 1 6eannateH 4ocTbn 40
HauuoHanHuTe 6a3n gaHHM Ha AbPXaBUTE YNEHKMU.

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectBeHaTa nopbyka Tpsabea ga
npuTexxasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBeHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpusiokeHns Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbata 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camMo 3a 060cobeHuTe No3nLMK, CbabpXaLly NekapCTBEHU NPOAYKTU, CbAbpXaLlm
HapKkoTu4HM BewecTBa oT MNpunoxerHnsa Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha n3gaBaHe Ha NUUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoaYyKTU, 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
BanugHa 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 uma 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.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM (UHAHCOBU FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pasMep Ha NporHosHata
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nsanonaeaHe
Ha NOAU3NBbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 060poT e cbobpasHo BuAa v aena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,IkoHoMu4ecko 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 nuuara,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yun. 67, an. 5 ot 30[1, Bb3noxuTtenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe nNpeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMauumaTta, nocoveHa B EE[Ol, koraTto ToBa €
HeobxoaAnMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueayparta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 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 JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Critéar: loncam bliantuil sonrach
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Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe TPy NPUKITYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT crneBa fa € peanusupan MmHumaneH obopoT B cpepaTta, nonagalla B obxeaTta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U34UCIEH Ha 6a3a roguHuTe
060opoTKn, B paaMmep He No-ManbK OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odepTa. Npu n3anonssaHe Ha NOAN3MbIHUTENN U3NUCKBAHETO 3a
obopoT B chepata, nonagalla B obxsata Ha nopbykaTta, € cbobpasHo Buaa u gena ot
nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnum nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMun4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHMs, 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 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[JON, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n.62, an.1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3nbiiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTU no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHULUM NPeaCTaBAT EKBUBANIEHTHN Ha NOCOYEHNTE JOKYMEHTN CbOBpasHo
3aKOHOAATENCTBOTO CU. BaxkHO: AKO y4acTHMKBT nogasa odepTu 3a noBeye OT eaHa
obocobeHa no3nuust, Bb3noxntenaT He N3NCKBA MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MuH1UManeH obuy obopoT, pecn. 3a M1MHMManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbuykaTta 3a Bcsika obocobeHa no3unums aa ce cymupar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHsaBaHeTO Ha NpeanoXeHusaTa B HacTodAwaTa obLiecTBeHa nopbyka ce M3BbpLIBa
Bb3 OCHOBA Ha KpUTEpuUs 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I1).
Cur sios: OueHsiBaHETO Ha NpeanoXeHnaTa B HacTosiwaTa obLiecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTaenHo. 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 oeptn nnu e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpK AONYyCHAaTU 0 OUeHsABaHe eaHa nunun Ase ogepTn, KOMUCKSATA Lie
NPUNoXu namckeaHmaTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO OPepTH Le ce
M3BbPLLBA NpY cna3BaHe U3MckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/589498
Cainéal cumarsaide ad hoc:
Ainm: LAKXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589498
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ceadmhach
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Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)

Leaganacha malartacha: Ni ceadmhach

Spriocdhata chun tairiscinti a fhail: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa

An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 14/07/2026 13:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa

Ait: B cuctemara

Téarmai an chonartha:

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

Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komuncusa 3a 3awmrta Ha KOHKypeHUunsaTa
Eolas faoi spriocdhatai athbhreithnithe: CernacHo un. 197, an. 1, 7. 1 ot 3akoHa 3a
obuwectBeHuTe nopbykm (30IM) XKanba moxe aa ce nogasa npea K3K B 10-gHeBeH cpok oT
n3TU4aHeTo Ha cpoka no yn. 100, an. 3 - cpeLly peLleHneTo 3a OTKpUBaHe Ha npoueaypara u
/vnn pelweHneTo 3a ogobpsaBaHe Ha NPOMEHUN B yCrioBudATa no obsseHaTa npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CMNMEUMANN3NPAHA BOJTHUNLA 3A AKTUMBHO JIEYEHWE MO OHKONOTIMA"CBETH
MWHA" EOOJ
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELUMATTM3NPAHA
BOJTHMUA 3A AKTUBHO JNIEMEHUME MO OHKONOTIMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awimra Ha KOHKypeHunsaTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITIELUIMATTMUSPAHA BOJTHULIA 3A
AKTMBHO NNEYEHWE MO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a phroéisealann tairiscinti: CIIELLMATTUSUPAHA BOJTHULA 3A AKTVBHO
JIEYEHUME MO OHKONOIM’MA"CBETU MUHA" EOOL

5.1. Luchtég: LOT-0003
Teideal: Ripretinib
Cur sios: NpeameT Ha o6ocobeHa no3numsa Ne 3 "Ripretinib" e goctaBka Ha nekapcTeeH
NpoAayKT ¢ aHaTomo-TepaneBTuyeH kog /ATC-kog/ LO1EX19, MexayHapoaHO HenaTeHTHO
HanmeHoBaHue /INN/ Ripretinib, JlekapctBeHa copma Tablet, konmyecTBo akTMBHO BELLECTBO
50 mg, nporHo3Ho konu4decTteo 1 080 tabl;
Aitheantdir inmheanach: 589502

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
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Cur sios ar na roghanna: 1.1. KpalHUST CpOK 3a U3MbITHEHME MOXeE [a Ce NPOabITKU
(nogHOBM) 4O CKNtoYBaHE Ha HOB LOrOBOP NO NPOBEAEHa criefBalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpeaMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTo B TO3M
crny4an MeceyHuTe AoCTaBKM (MpegMeT Ha JoroBopa), We ca Ha 6asa n B CbOTBETCTBUE CbC
cpeaHo meceveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO € cbobpa3seHo ¢ uanckeaHmata Ha un. 21, an. 1 ot 30Mwn e
npegBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3anas3ea 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,
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoABaHnTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bb3noxmntenat moxe ga peanuavpa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha 40roBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obLecTBeHaTa nopbyka. Onumata ce peanuampa Ypes CKYBaHETOo Ha
OOMBIHUTENHO cnopasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

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

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaHuaT cpok 3a n3nbnHeHne Moxe fa ce NPoabIIKN
(mogHOBM) OO cKNtoYBaHe Ha HOB 4OroBOP NO NPoOBeAeHa cregalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBeJOMIIeHNe OT CTpaHa Ha Bb3N0OXUTers, HO He 3a NoBeYe OT ABa Mecela, KaTto B TO3U
cnyyam mecevHuTe AOCTaBKM (NpeaMeT Ha JoroBopa), Le ca Ha 6a3a u B CbOTBETCTBUE CbC
cpeaHo MeceyeH o6em Ha M3NbIHEHWE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO yaobIKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha yn. 21, an. 1 ot 30N un e
npeaBuaeHoO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha Cpoka Ha JeNCTBMEe Ha AOoroBopa 3a CbOTBETHATa No3nuus e Hanvue
HeunapasxoaBaH PMHaAHCOB PECYpPC MO HErO U BLINMOXUTENAT HE € CKITYUIT ApYyr 4OroBop 3a
Bb3faraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3MOXUTENAT CU 3ana3sa NpaBoOTo Ha
,LOMUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yAbIMKM CpOKa Ha A0roBopa C NpaBoTo Aa
Bb310XN JONBIIHUTENHW KONMYECTBa OT fleKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yeprBaHe Ha PUHAHCOBUSA peCypC NO CbOTBETHUS LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasusg,
pasnukaTa Mexay MakCuMarnHo JonycTumaTa CTOMHOCT Ha 4OroBopa W n3pasxoaBaHuTe
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dmHaHcoBM cpeacTBa No gorosopa. Bbanoxutenat Moxe ga peanuanpa NnpasBoTo CU Ha
,LONuUUS 3a yabrkasaHe Cpoka Ha Jorosopa“ o 3TMyaHe cpoka Ha [IoroBopa 3a BbanaraHe
N3NbNHEHNETO Ha obLlecTBeHaTa nopbyka. OnuusaTa ce peanuanpa 4Ypes CKMYBaHeTo Ha
AOMbITHUTENHO CropasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a aireamh: 220 129,81 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: HacTtosilwarta obwectBeHa nopbyka ce OTKpUBa M Bb3nara nepnoanyHo, ¢ orneg
noTpebHocTUTE Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapCTBEHU NPOOYKTMU.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil
Eolas breise: 1. Bb3noxmutenat uma npaBo npn HE0O6Xo0ANMOCT C Ornesa peanHuTe cu
noTpebHOCTM Aa NPOMEHS eHOCTPaHHO MPOrHO3HUTE /NMnaHnpaHnTe/ KonnyecTasa no
OoTOEeNHUTE NekapcTBeHn NPOAYKTM OT cneundurkaumnaTa, kKaTto Mma NpaBo Aa 3asiBu JOCTaBKa
Ha No-rofiemMun KonmyecTsa NpPoayKTu OT eAHa unu nosevye o60cobeHn No3numm B paMKkuTe Ha
AorosopeHarta cTomHocT. 2. OdeprpaHaTa LeHa 3a onakoBka Ha fekapCTBEHUS NPOAYKT €
doMKCcMpaHa 1 He NMoANeXn Ha NPoOMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o nsknideHne
[OroBopeHara LieHa MoXe [a Ce U3MeHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapeabata 3a ycnosusTa, npaBunaTa u pefa 3a perynupaHe u
pernctpmpaHe Ha ueHuTe Ha nekapcteeHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwu 2017 r. n cn./, npaBeLmn HEBb3MOXHO U3NbIIHEHNETO Ha JOroBopa npu
porosopeHuTe ycnosus. 3. [loroBopeHaTa LieHa MOXe Aa ce U3MeHU U Ha ocHoBaHue 4n. 117a
ot 30Tl B cnyyan Yye ca Hanuue OCTaTbyHO AaHHW, OT KOUTO Ce YCTaHOBSIBA HANMYMETO Ha
NPUYUHHO-CNeACTBEHATa Bpb3ka MexXay HacTbNunmMTe MHMNaUMOHHM NPoLEecU
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTH, Noanexalum Ha niagekcaums. 4. B
cry4an, 4e B CpoKa Ha AeWCTBME Ha JOroBOpa ObpXKaBHO perynupaHara ueHa B [NpunoxeHune
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe MO-HUCKA OT JOoroBopeHaTa, M3nbnHutenaT e
ANbXeH CBOEBPEMEHHO [ia NPOMEHU LieHaTa, Ha KOSITO JOCTaBA fIekapCTBEHUTE NPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NnekapCcTBEH CNUCHK, CYMTAHO OT JaTaTta
Ha npomMsiHaTa. B cnyyan, ye He yBegomu Bb3noxuntensi IMCMeHO B S5—AHEBEH CPOK 3a
npomMsHaTa U He NPOMEHU LieHaTa, Bb3noxuTenaT we 3annawa 4oCTaBAHUTE NieKapCTBEHN
NPOAYKTM MO NPOMEHeHaTa LeHa, CYHMTaHo OT AataTta Ha CboTBeTHaTa AKTyanusaums Ha
[MO31TMBHMA NeKapCTBEH CNUCHK. 5. Bb3nNoXuTensaTt nma npaBo B M3BbHPEOHN ob6CTOATENCTBA
(3a KonTO OBCTOATENCTBA BL3NOXUTENAT € MMCMEHO YBEOMEH OT Bb3IOXMUTENS), KOUTO
BOOAT 0O HEBB3MOXHOCT Aaf€eH NekapCTBEH NMPOAYKT, YrOBOPEH C AoroBopa Aa 6bvae
[OCTaBsH (Hanp. cnupaHe OT NPOM3BOACTBO; BPEMEHHO OrpaHMyaBaHe Ha NpoM3BOACTBOTO;
CbLLEeCTBEHO 3abaBsHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO WU/Unn HEBPEXHO
noBefeHUs Ha CTpaHuTe No A0roBopa; U3TEernsiHe OT TbproBckaTa Mpexa v ap.) Aa 3aasssa
AOCTaBKa Ha apyr 3amMmecTBall, JiekapCTBEH NPOAYKT, OTrOBapsiLl, HA TEXHUYECKUTE U3NCKBaHUS
B NMpnnoxeHneTo KbM goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBalLmMA nNnekapCcTBEH
NPOAYKT, HA HE NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMeCcTBaHUs NekapCTBEH NpoaykT. B
crny4vau, Ye eAMHMYHATA LieHa Ha 3aMeCcTBaLLMsA NeKapCTBEH NPOAYKT € No-B1Ucoka oT
AOroBopeHarta no AoroBop, Bb3NMOXUTENAT MMa NpaBo fa npekpaTn oroBopa 3a oblectseHa
nopbYKka No OTHOLUEHME Ha TO3M NPOAYKT U Aa nNposefe npoueaypa Ha gorosapsHe 6e3
npegsaputenHo obsisreHve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBOpbT MOXe fa Ce N3MeHU
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B Cry4YauTe, KoraTto B Cpoka Ha AelCcTBME Ha JOroBopa, ce Cy4u Npou3BOAUTENAT, MOCOYEH
OT M3MbIIHUTENSA MO AOroBopa, Aa NPOMeHn npeanaraHuTe pasdacoBku (6pon B onakoska), 1
e Hanuue npeanoxeHne oT U3NbIHUTENS 3a AOCTaBKa Ha MeAuKaMeHTa B pa3nnyHa
pa3dpacoBka, HO Npu 3ana3BaHe Ha YroBOPEHWTE LieHa 1 yCroBus, npeasioxkeHa B odepTara,
C KOSITO Y4aCTHUKBT € KnacvpaH Ha MbpBO MSCTO.

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

5.1.8. Critéir inrochtaineachta
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexxasaT paspeLleHne 3a NPOoM3BOACTBO, U3aafeHo no peda Ha 3akoHa 3a NekapcTBeHuTe
NPOoAYyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 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 (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YpocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTAaBEHNA KPUTEPUIA Ce AeKrnapupa C
nonbrniBaHe 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 vnu 3a TbproBusa Ha egpo
C NnekapCTBEHW NPOAYKTU U Ha yOOCTOBEPEHMETO 3a perucTpauuns 3a TbproBusi Ha eapo C
nekapcTBEHW NPOAYKTU, UNN Ha paspeLleHneTo 3a BHoc. [lokasBaHe: Ha ocHoBaHue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I 4OKYMEHTBLT, KOWTO Ce NPeAcTaBsa OT ydacTHUKA
onpeaeneH 3a U3nbnHuTen, npeau ga 6bae CknoYeH JOroBOp My Npu NoucKBaHe B XoA4a Ha
npouenypara e: 3aBepeHO Konve Ha BanuaHo paspeLleHne 3a Npon3BoACTBO, U3A4aaeHo no
pena Ha 3J1MXM unu 3a TbproBnsa Ha eapo C fIeKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
pernctpaums 3a TbproBusa Ha egpo C nekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noXuTenaT He n3McKkBa 3aBepeHo Konne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOocTOBeEpSBaLL, NMPaBOTO 3@ TbProBuUs C fIekapCTBEHM NMPOAYKTU UNKN pa3speLleHne 3a
NPOV3BOACTBO UMM BHOC, KOraTo MMa AO0CTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrsp,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn Ypes npsik n 6esnnateH goctsbn Ao
HauunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
nputexxasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a fJOCTaBKa Ha flekapCTBEHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpuriokeHnss Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbata 3a knacudmumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHMN. (Baxu
camo 3a 060cobeHuTe No3nLMK, CbabpXKaLly NekapCTBEHU NPOAYKTU, CbAbpXaLyu
HapKkoTu4HM BewecTBa oT NpunoxerHnsa Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusTa u BelllecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP M AaTa Ha u3gaBaHe Ha NULEH3UATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NPoaYyKTU, CbabpKaLly HAPKOTUYHU BeLecTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa 1
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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, CbhabpXaLm
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 KOMME Ha NMLEH3UATa MO NPeaxoaHOTO n3pedeHmne, korato uMma OCTbN No
cnyxebeH NbT unn Yypes nybnuyeH perncTbp, Unm KoraTo cblaTa MoOXe Aa 6bae ocurypeHa
ypes Npsk 1 6e3nnarteH A4oCTbN A0 HauMoHanHuTe 6a3n gaHHW Ha ObpPXXaBUTE YIEHKMN.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM (UHAHCOBU FOOUHN
YYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHUS pasMep Ha NporHo3Hata
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nsnonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6l 06opoT e cbobpasHo BUAa v aena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: Jluueto nnm nuuarta nonbneat vacT 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MlkoHoMun4ecko n puHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHNs, KOUTO He ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 06eANHEHNETO y4aCTHMK, a HEe OT BCAKO OT nuuara,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobXxoanMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30l. [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, 7. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM (UHAHCOBU FOOUHN
YyYaCTHUKBT creaBa fAa e peanuanpan MuHumaneH obopoT B cdeparta, nonagaila B obxeata
Ha nopbykaTa — npogaxba Ha nekapcTBEHN NPOAYKTU, U3YNCHEH Ha 6asa roguHnTe
0060poTKH, B pasMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odpepTa. Npn 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 EEOTN. Mpwn
yyacTtne 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, Bb3noxutenar
MOXXE Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMauumarta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoueaypaTta, 8 UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/unu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbIIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTEN YY4aCTHUK
C NpeacTaBsAHe Ha JOKYMEHTM No yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKoHO4ATenNcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTy 3a nosedve oT efHa

408266-2026 Page 20/34



o6ocobeHa no3nuusi, Bb3anoxmTensaT He U3McKBa NOCOYEHUTE MUHMMAITHN U3MCKBaHUS 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a M1MHMUManeH o6opoT B cpepaTta, nonagalla B
obxBaTa Ha nopb4kaTa 3a Bcsika 06ocobeHa no3muus aa ce cymmpar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHABaHETO Ha NpeanoXeHnsTa B HacToswaTa obwecTBeHa NopbYyka ce N3BbpLuBa
Bb3 OCHOBA Ha KpUTEpMSA 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I).
Cur sios: OueHsBaHETO Ha NpeasioXeHMsITa B HacTosiwaTa obuecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30I1). OueHsBaHeTO Ha ohepTUTE LLE Ce n3BbpLUBA 3a BCAka obocobeHa nosmums
nooTAenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KoaTo e no-Hucka ¢ noseye ot 20 % ot
cpegHaTa CTOMHOCT Ha NPeasioKeHUsTa Ha OCTaHanuTe y4acTHMUM Npy AonycHaTh Ao
oLeHsiBaHe Tpu unu nose4ve odeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHO3Ha CTOMHOCT Mpu AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTn, KoMucusTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30Tl1. MNpwu paBHa npeanoxeHa LeHa 3a ob6ocobeHa
no3nuus, onpeaensiHeTo Ha U3NbIIHUTEN MEeXAY KnacMpaHuTe Ha MbpPBO MACTO 0hepTy e ce
N3BbpLUBa Npu cna3eaHe nanckBaHmaTa Ha yn. 58, an. 3 ot Mr30r1.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/589498
Cainéal cumarsaide ad hoc:
Ainm: LUAKNC EOINM

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589498
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Catalodg leictreonach: Ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 14/07/2026 13:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucus 3a 3awura Ha KOHKypeHuumaTa
Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un. 197, an. 1, 1. 1 ot 3akoHa 3a
obuwectBeHuTe nopbykm (30I0M) XKanba moxe aa ce nogasa nped K3K B 10-gHeBeH cpok oT
n3TnyaHeTo Ha cpoka no un. 100, an. 3 - cpeLly peLleHNeTo 3a OTKpMBaHe Ha npoueaypaTa u
/nnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHM B yCrioBusaTa no obsseHarta npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CMNMeynANM3NPAHA BEOJTHNLA 3A AKTUBHO JIEHEHWE MO OHKONOTIMA"CBETH
MNHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELVATTIUSUPAHA
BOJTHNUA 3A AKTUBHO JIEMEHWE MO OHKOJTIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTa Ha KOHKypeHumsiTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUIWMATTIMSUPAHA BOJTHULIA 3A
AKTUBHO NNEYEHUE MO OHKOJIOMMA"CBETU MUHA" EOOL
Eagraiocht a phroisealann tairiscinti: CNELWANMN3NPAHA BOJTHNLUA 3A AKTUBHO
NNEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

5.1. Luchtoég: LOT-0004
Teideal: "Tremelimumab", konu4ectso akTneHO BewecTBo 300 mg/15 ml (20 mg/ml)
Cur sios: NMpeameT Ha o6ocobeHa nosnumnsa Ne 4 "Tremelimumab”, konM4ecTBO akTUBHO
BewectBo 300 mg/15 ml (20 mg/ml) e pocTaBka Ha NekapcTBEH NPOAYKT C aHaTOMO-
TepaneBTudeH koa /ATC-koa/LO1FX20, MexgyHapogHo HenaTeHTHO HanmeHoBaHue /INN/
Tremelimumab, JlekapctBeHa bopma Concentrate for solution for infusion, konmMyecTBo
aktneHo BewectBo 300 mg/15 ml (20 mg/ml), nporHo3Ho konnyecTBo 4 flac.
Aitheantdéir inmheanach: 589503

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpalHUST CpOK 3a U3MbJIHEHME MOXeE [a Ce NPOoabIKM
(nogHOBM) 4O CKNtOYBaHE Ha HOB LOrOBOP NO NPOBEAEHa creBalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NoOpbYKa CbC ChLUNSA NPegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeAOMIIEHMNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe OoCTaBkM (MpeaMeT Ha JoroBopa), We ca Ha 6asa n B CbOTBETCTBUE CbC
cpeaHo meceyveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa MM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOWTO € HanpaBeHO yabiKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha Cpoka
Ha goroBopa (MoAHOBsIBAHETO € cbobpaseHo ¢ uanckBaHmata Ha yn. 21, an. 1 ot 30Mwn e
npegsnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa NO3NLMS € Hanuue
HenspasxoaBaH PMHaAHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3MOXUTENAT CU 3ana3Ba NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha AoroBopa“, kaTo yabJKM Cpoka Ha A4oroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBa OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepneaHe Ha (hMHaHCOBUSA pPecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakcumarHo AonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OroBopa. Bb3noxmntenat moxe aa peanuampa npaBoTo CU Ha
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,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obuecTBeHaTa nopbyka. Onumara ce peanuampa Ypes CKoYBaHEeTo Ha
OOMBbIHUTENHO cnopasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

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

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaHuaT cpok 3a n3nbnHeHne Moxe fa ce NPoabIIKN
(mogHOBM) OO cKNtoYBaHE Ha HOB 4OroBOp NO NPOBeAeHa cregalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
yBeJOMIIeHNe OT CTpaHa Ha Bb3N0OXUTers, HO He 3a NoBeYe OT ABa MeceLa, KaTto B TO3U
cnyyam mecevHuTe AOCTaBKM (NpeaMeT Ha JoroBopa), Le ca Ha 6a3a u B CbOTBETCTBUE CbC
cpeaHo MeceyeH o6em Ha M3NbIHEHWE Ha LOCTaBKM MO AOroBOpa UnvM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO yaobIKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha yn. 21, an. 1 ot 30MNun e
npeaBnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCTBMEe Ha AOoroBopa 3a CbOTBETHATa No3nuus e Hanvue
HeunapasxoaBaH PMHAHCOB PECYPC MO HErO U BLIMOXUTENAT HE € CKITHYNIT ApYyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoTo Ha
,LOMUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yaAb/KM CpOKa Ha AOroBopa C NpaBoTo Aa
Bb310XWN JONBISIHUTENHW KONMYECTBAa OT fleKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepriBaHe Ha PUHaAHCOBUSA PeCypC NO CbOTBETHUS LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. lNopg ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasug,
pasnukaTa Mexagy MakCuMarnHo JonyCcTumaTa CTOMHOCT Ha 4OroBopa W n3pasxoaBaHuTe
PMHaHCOBM CpeacTBa No 4OoroBopa. Bb3noxutenar Mmoxe Aa peanuampa npaBoTo CU Ha
,LOMUMA 3a yabmkaBaHe Cpoka Ha JoroBopa“ 4o n3TnyaHe Cpoka Ha AoroBopa 3a BbarnaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKMYBaHETO Ha
AOMbITHUTENHO CriopasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a direamh: 48 020,43 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: Hactosiwara obwectBeHa nopbyka ce OTKpUBa M Bb3nara nepnoanyHo, ¢ orneg
notpebHocTUTEe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapCTBEHU NPOOYKTMU.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil
Eolas breise: 1. Bb3noxmutenat uma npaBo npn He06Xo0ANMOCT C Ornea peanHuTe cu
noTpebHOCTM Aa NPOMEHS eHOCTPaHHO MNPOrHO3HUTE /NnaHnpaHnTe/ KonnyecTsa no
OoTOEeNHUTE NekapcTBeHn NPOAYKTM OT cneundurkauuaTa, kKaTto Mma NpaBo Aa 3asiBU JOCTaBKa
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Ha NO-rofiemMun KonmMyecTsa NPOAYKTU OT eAHa unn noseye o60cob6eHn No3nLmMm B paMKnUTE Ha
AoroBopeHarta ctonHocT. 2. OdepupaHaTa LeHa 3a OnakoBKa Ha NIEKapCTBEHUS NPOAYKT €
douKcMpaHa 1 He NMoAsneXxun Ha NPoMsiHa 3a CpoKa Ha AencTeue Ha gorosopa. 1o nskniodeHne
AOroBopeHarta LieHa MOXe Aa ce U3MEHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapenbarta 3a ycnosusita, npasunaTa v peaa 3a perynvpaHe u
pernctpmpaHe Ha ueHuTe Ha nekapctseHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwv 2017 r. n cn./, npaBeLn HEBb3MOXHO U3NbIHEHNETO Ha JOroBopa npu
porosopeHuTe ycrnosu4. 3. [loroBopeHaTta LeHa MoXe [a ce U3MeHU U Ha ocHoBaHwue ur. 117a
ot 30Il1 B criyyan Ye ca Hanuue JOCTaTbyHO AaHHW, OT KOUTO Ce YCTaHOBSIBA HaNMYneTo Ha
NPUYNHHO-CNEACTBEHATa BPb3Ka MeXAy HAaCTbNUINTE MHANAUMOHHN NPOLIECU U
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTU, noanexalum Ha nigekcaums. 4. B
cny4yamn, 4Ye B CpOKa Ha AeNCcTBMEe Ha LOroBopa AbpXXaBHO perynupaHaTa ueHa B MpunoxeHve
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe Mo-HUCKa OT JoroBopeHaTa, M3nbnHutenaT e
ONTbXXEeH CBOEBPEMEHHO Aa NPOMEHM LieHaTa, Ha KOATO LOCTaBs NeKapCTBEHUTE NMPOAYKTH, B
CbOTBETCTBME C onpeaenieHaTa LeHa B [103nTUBHNSA NekapCTBEH CNUCHK, CYMTaAHO OT JaTtaTta
Ha npomsaHaTa. B cnyyan, 4ye He yBegomun Bb3noxutens nMcMeHo B 5—HEBEH CPOK 3a
npomMsHaTa U He NPOMeHU LieHaTa, Bb3noxuTenar we 3annawa 4oCTaBAHUTE fieKapCTBEHN
NPOAYKTX Mo NPOMEHEHATa LieHa, CYMTaHO OT AaTaTa Ha CbOTBETHaTa AKTyanusaumsa Ha
Mo3NTUBHMA NEKAPCTBEH CNUCHK. 5. Bb3NoxXutenar nma npaso B U3BbLHPeaHN obcToaTencTea
(3a kOMTO OBCTOATENCTBA Bb3NOXUTENSAT € NMMCMEHO YBEAOMEH OT Bb30XUTENS), KOUTO
BOASIT 4O HEBB3MOXHOCT AafeH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa bvae
AOCTaBsiH (Hanp. cnupaHe OT NPOU3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NMPOM3BOACTBOTO;
CblLECTBEHO 3abaBsiHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO W/UIn HEBPEXHO
noBeAEeHNs Ha CTpaHUTe No 4OroBopa; U3TernsHe oT TbproBckaTta Mpexa v ap.) Aa 3asaBsBa
AO0CTaBKa Ha Apyr 3aMmecTBall, JiekapCTBEH NPOAYKT, OTroBapsiLl, HA TEXHUYECKUTE U3NCKBaHWUS
B MpnnoxeHneTo KkbM goroeopa, cbe cblumsa ATC kog n INN Ha 3amecTBaLLmSA nNnekapCcTBEH
NPOAYKT, Ha He NO-BMCOKa eAUHUYHA LieHa OT Ta3n Ha 3aMeCcTBaHuUs flekapCTBEH NpoaykT. B
cnyyam, Ye eauHUYHaTa 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 obsisnexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBopbT MOXe Aa ce N3MeHU
B CrlydauvTe, Korato B CpoKa Ha [e/CTB/ME Ha JoroBopa, ce Cryyu nponsBoanTENAT, NOCOYEH
OT U3NBLIIHUTENSA NO AOroBoOpa, Aa NPOMEHN npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue NpeanioxXeHne oT U3NbIHUTENSA 3a AOCTaBka Ha MeanKaMeHTa B pasnuyHa
pa3dacoBka, HO Npu 3anasBaHe Ha YroBOpPEHUTE LieHa 1 YCroBUs, NpeanoxeHa B oeprara,
C KOSITO YY4aCTHUKBLT € KlacupaH Ha MbpBO MSCTO.

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

5.1.8. Critéir inrochtaineachta
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsabea ga
npuTexaBaT paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBUS Ha €4p0 C fIekapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
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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[IOl, kaTo ce noco4yBa: HOMep 1 AaTa Ha usgaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3JMXM unu 3a TbproBusa Ha egpo
C NeKapCTBEHM NPOAYKTU UMK Ha yOOCTOBEPEHMETO 3a pPerucTpaumns 3a TbproBusi Ha eapo C
nekapcTBEeHW NPOAYKTU, UM Ha pa3peLleHneTo 3a BHoC. [loka3BaHe: Ha ocHoBaHue yn. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30IN 4OKYMEHTBLT, KONTO CE NPEeACTaBA OT y4acTHUKA
onpeaeneH 3a u3nbnHuTen, Npeaun ga 6bae CKNYeH JOroBOp MM NP NOMCKBaHe B X0A4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanvaHo paspelueHue 3a Npou3BOACTBO, U34aAeHo Mno
pena Ha 3J1MXM unu 3a TbproBusa Ha egpo C NekapCTBEHN NPOAYKTU UM yOoCTOBEPEHME 3a
pernctpaums 3a TbproBus Ha egpo C nekapCTBEHW NPOAYKTU, UK paspeLleHmne 3a BHOC.
Bb3noxuTensTt He U3MCcKBa 3aBepeHo Komnne Ha paspeLLeHneTo Unn Ha apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NMPaBOTO 3@ ThbProBUs C NIEKAPCTBEHM MPOAYKTU NN pa3peLleHne 3a
NpOM3BOACTBO UMM BHOC, KOraTo MMa AOCTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrop,
UIn KoraTo CbLyMTe MoraTt Aa 6baaT ocurypeHmn Ypes npsik u 6esnnarteH 4ocTbn 40
HaumMoHanHuTe 6a3n JaHHW Ha ObPXXaBUTE YNEHKN.

Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
nputexaeaT NULUEH3Us, n3gageHa no pega Ha 3akoHa 3a KOHTPOS Ha HAapPKOTUYHUTE
BeLlecTBa un npekypcopute (3KHBIT), korato yyacteaT 3a fOCTaBKa Ha fiekapCTBEHU
NPOOYKTU, CbAbpXKally HApKOTUYHKM BelecTBa oT npunioxxeHnss Ne 2 u Ne 3 kbM un. 3, T. 2 N T.
3 ot Hapepnbara 3a knacuduumpaHe Ha pacTeHusTa 1 BewecTBaTa KaTo HapKOTUYHW. (BaXu
camMo 3a 060cobeHnTe NO3MLMK, ChabpXKaLLM NEeKapCTBEHM NPOAYKTU, ChAbpKaLim
HapKoTu4HM BewecTBa oT MNpunoxerHns Ne 2 n Ne 3 kem un. 3, 1. 2 n 1. 3 ot HapenbaTa 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo 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 NPOaYKTU, CbAbpKaLln HAPKOTUYHM BELLeCcTBa OT
npunoxeHnst Ne 2 n 3 kbm un. 3, 1. 2 n 3 ot Hapegb6ara 3a knacuguunpaHe Ha pacTeHusTa 1
BellecTBaTa KaTo HapkoTU4HW. [lJokasBaHe: Ha ocHoBaHue un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHUKa onpefeneH 3a U3nbiHUTen, npeau
Aa 6bae ckYeH 4oroBop UM Npu NOMCKBaHE B Xo4a Ha npoueaypaTta e: 3aBepeHo Konve Ha
BanuaHa nuueHsunsa, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHW NPOAYKTU, ChAbpXaLlm
HapKoTu4HM BewecTBa OT NpunoxerHns Ne 2 n 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacuduumpaHe Ha pacTeHusaTa 1 BeLeCcTBaTa KaTo HAPKOTUYHU. Bb3NOXUTENAT HE N3NCKBA
3aBEpPEHO 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 JaHHW Ha ObpPXaBUTE YIIEHKM.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe Tpy NPUKITYUIM (PUHAHCOBU FOANHN
YYaCTHUKBLT cneBa fa e peanuaupan MmHumaneH obuy obopoT, nsumcrneH Ha 6asa
roauwHuTe o60poTH, B pasamep He No-Manbk OT ABYKPaTHUSA pa3Mep Ha NporHo3HaTta
CTOMHOCT Ha CboTBeTHaTa obocobeHa no3nums, 3a KosSTo nogasa odepta. [pu nsnonssaHe
Ha NOAM3NBHUTENN U3UCKBAHETO 3a MUHUMAareH o6, o6opoT e cbobpasHo Buaa u gena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JlnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MikoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpwn
y4yacTne Ha obegMHEeHNs, KOUTO He ca PUaANYECKN Nnua, CbOTBETCTBMETO C NOCOYEHNSA
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KpuTepun 3a nogbop ce Aoka3ea OT 06eMHEHNETO YH4ACTHUK, @ 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 OTBapsSHETO 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 OOKYMEHTW no yn. 62, an. 1, 1.3 u/unu 1.4 ot 30Tl1. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbIIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsAHe Ha AOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxagecTtpaHHute
YyYaCTHULM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOATENCTBOTO CU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHuTe TPy NPUKITYUIU (PUHAHCOBU FOANHN
YyYaCTHUKBLT crnefBa fa € peanusupan MmHumaneH obopoT B cpepaTta, nonagalla B obxeaTta
Ha nopbykaTa — npogaxba Ha NekapCTBEHU NPOAYKTU, U3YUCIEH Ha 6a3a roguHuTe
060opoTKn, B pasMmep He No-ManbK OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoaTo ce nogasa odepTa. Npu n3anonssaHe Ha NOAN3MbIHUTENN N3NUCKBAHETO 3a
oboporT B chepata, nonagalla B obxsata Ha nopbykaTta, € cbobpasHo Buga u gena ot
nopbukaTa, KOUTO Llie n3nbnHaBaT. YaocTtoBepsiBaHe: Jluueto nnm nuuarta nonbneat vact 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMun4ecko n puHaHcoBo cbeTosHne” oT EEJOTN. Mpun
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 Aoka3Ba UHdopMauumaTta, nocoveHa B EE[Ol, 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 U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsaHe Ha JOKYMEHTU no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKOHOAATENCTBOTO CU. BaxkHO: AKO y4acTHMKBT nogasa odepTu 3a noBeye oT eaHa
obocobeHa no3nuust, Bb3noxmntenaTt He N3NCKBa MOCOYEHUTE MUHMMANHN U3MCKBAHUS 3a
peanuavpaH MuHUManeH obuy obopoT, pecn. 3a M1MHMManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbuykaTta 3a Bcsika obocobeHa no3unums aa ce cymupar.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHsABaHeTO Ha NpeanoXeHusaTa B HacTodAwaTa obLiecTBeHa nopbyka ce M3BbpLIBa
Bb3 OCHOBA Ha KpUTEpuUs 3a BbanaraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I1).
Cur sios: OueHsiBaHETO Ha NpeanoXeHnaTa B HacTosiwaTa obLiecTBeHa Nnopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka ¢ noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe y4acTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unuv nose4ve oeptn nnu e no-Hucka c noseye ot 20 % ot obsiBeHaTa
NPOrHo3Ha CTOMHOCT Mpu AONYyCHAaTU 0 OUEeHsABaHe eaHa nunn Ase ogepTn, KOMUCUSATA 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 U3MckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.
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5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/589498
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589498
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 14/07/2026 13:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un. 197, an. 1, 1. 1 ot 3akoHa 3a
obuwectBeHnTe nopbykm (30IM) XKanba moxe aa ce nogasa npen K3K B 10-gHeBeH cpok oT
n3TM4aHeTo Ha cpoka no yn. 100, an. 3 - cpeLly peLleHneTo 3a OTKpUBaHe Ha npoueayparta u
/vnn pelwweHneTo 3a ogobpsaBaHe Ha NPOMEHU B yCrioBudATa no obsseHaTa npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CMNMeyMANN3NPAHA BEOJTHNLA 3A AKTUBHO JIEYEHWE MO OHKONOTIMA"CBETH
MNHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CITELVATTUSVUPAHA
BOJTHNUA 3A AKTUBHO JIEMEHWE MO OHKOJIOIM'MA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTta Ha KOHKypeHUnsTa
Eagraiocht a thaigheann iarratais ar rannphairtiocht: CIIELUIMATTMUSPAHA BOJTHULIA 3A
AKTMBHO NNEYEHWE MO OHKOJIOITMA"CBETU MUHA" EOO[
Eagraiocht a phroisealann tairiscinti: CMELWANM3NPAHA BOJTHNUA 3A AKTUBHO
JIEYEHUME MO OHKONOI'A"CBETU MUHA" EOOL
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5.1. Luchtég: LOT-0005
Teideal: "Tremelimumab", konu4ecTBo akTMBHO BewecTBo 25 mg/1.25 ml (20 mg/ml)
Cur sios: NpeameT Ha o6ocobeHa no3numnsa Ne 5 "Tremelimumab”, kKoNMY4eCcTBO akTUBHO
BewecTBo 25 mg/1.25 ml (20 mg/ml) e gocTaBka Ha NekapcTBEH NPOAYKT C aHAaTOMO-
TepaneBTudeH koa /ATC-koa/LO1FX20, MexgyHapogHo HenaTeHTHO HanmeHoBaHue /INN/
Tremelimumab, JlekapctBeHa dbopma Concentrate for solution for infusion, konnyecTso
akTMBHO BewecTBo 25 mg/1.25 ml (20 mg/ml), nporHo3Ho konu4vecTtso 60 flac.
Aitheantoir inmheanach: 589504

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: 1.1. KpaiHUST CpOK 3a U3NbJSIHEHME MOXeE [a Ce NPOabITKM
(mogHOBM) 4O CKNtoYBaHE Ha HOB 4OroBOP NO NPOBeAeHa cregalla npoueaypa 3a BbanaraHe
Ha obLuecTBeHa NopbYka CbC ChLUNSA NpegMeT Bb3 OCHOBA Ha €AHOCTPaHHO NMUCMEHO
yBeJOMIIEHNE OT CTpaHa Ha Bb3N0OXUTErNs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3M
crny4an MeceyHuTe OOCTaBKM (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a 1 B CbOTBETCTBUE CbC
cpeaHo MmeceveH 06eM Ha U3NbIHEHNE Ha JOCTaBKM NO 4OroBopa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTO/NOAHOBABAHETO. Y AbMKaBaHeTO Ha Cpoka
Ha gorosopa (MoAHOBSIBAHETO € cbobpaseHo ¢ uancksaHnata Ha yn. 21, an. 1ot 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 PeCypC MO HETO U BBb3NOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3faraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CM 3anassa nNpaBoTo Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha JoroBopa“, kKaTo yabIKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN JONBISIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepnsaHe Ha (pMHaHCOBUSA pecypc NO CbOTBETHUSI OroBOP, HO 3a He noseye oT 12
(aBaHageceT) Mmeceua. lNopg ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AoroBopa M n3pa3xoaBaHuTe
PMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxutenar Mmoxe aa peanuampa npaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aorosopa“ o M3TU4aHe cpoka Ha A0oroBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obuecTBeHaTa nopbyka. OnundaTa ce peanuampa Ypes CKYBaHeTo Ha
AOMBbNHUTENHO cnopa3ymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

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

5.1.3. Fad measta
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 2
Tuilleadh eolais faoi athnuachain: 1.1. KpaHuaT Cpok 3a n3nbiiHEHME MOXe [a Ce NPOabITKM
(nogHOBW) OO CKIOYBaHEe Ha HOB LOroBOpP Mo NpoBeAeHa criedBalla npoueaypa 3a BbanaraHe
Ha obLecTBeHa NopbYka CbC CbLUNA NpegMeT Bb3 OCHOBA Ha e4HOCTPaHHO MMCMEHO
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yBeJOMIIeHNe OT CTpaHa Ha Bb3MN0XUTers, HO He 3a NoBeYe OT ABa Mecela, KaTto B TO3M
cnyyam mecevHuTe AOCTaBKM (NpeaMeT Ha JoroBopa), Le ca Ha 6a3a u B CbOTBETCTBUE CbC
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 NpaBoTo Ha
,LOMLUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yaAb/KM CpOKa Ha A0roBopa 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 JonycTumaTa CTOMHOCT Ha JOroBopa W n3pasxoaBaHuTe
(bMHaAHCOBM CpeacTBa No 4OroBopa. Bb3noxutenar moxe aa peanuampa npaBoTo CU Ha
,LOMUMA 3a yabmkaBaHe Cpoka Ha JoroBopa“ 4o n3TnyaHe cpoka Ha AoroBopa 3a BbanaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKMYBaHETO Ha
AOMbITHUTENHO CriopasymMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. Luach
Luach measta gan CBL a aireamh: 60 026,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: Hactosilwarta obwectBeHa nopbyka ce OTKpUBa M Bb3nara nepnoanyHo, ¢ orneg
noTpebHocTUTEe Ha Ne4yebHOTO 3aBedeHMe OT AOCTaBKa Ha NekapCTBEHU NPOOYKTMU.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil
Eolas breise: 1. Bb3noxmutenat uma npaBo npn He06Xo0ANMOCT C Ornea peanHuTe cu
noTpebHOCTM Aa NPOMEHS eHOCTPaHHO MNPOrHO3HUTE /NnaHnpaHnTe/ KonnyecTasa no
OoTOEeNHUTE NekapcTBeHn NPOAYKTM OT cneundurkauuaTa, kKaTto nma NpaBo Aa 3asiBU JOCTaBKa
Ha No-rofiemMun KonmyecTsa NpPoayKTu OT eaHa unu nosevye o60cobeHn No3numm B paMKkuTe Ha
porosopeHarta cTorMHocT. 2. OdeprpaHaTa LeHa 3a onakoBka Ha nekapCTBEHUS NPOAYKT €
douKCcMpaHa 1 He NoAneXun Ha NPoMsiHa 3a CpoKa Ha AencTBue Ha gorosopa. 1o uskniodeHne
[OroBopeHara LieHa MoXe [a Ce U3MeHS BbB Bpb3ka C MPOMEHN B HOPMATUBHUTE
pasnopenbu, pecnektMBHo B Hapeabata 3a ycnosusTa, npaBunaTa u pefa 3a perynupaHe u
pernctpmpaHe Ha ueHuTe Ha nekapcteeHute npogyktu ot 30.04.2013 r./uam. n gon. [1B. 6p. 8
oT 24 aHyapwv 2017 r. n cn./, npaBeLmn HEBb3MOXHO U3NbIIHEHNETO Ha JOroBopa npu
porosopeHuTe ycnosus. 3. [JoroBopeHaTa LieHa MOXe Aa ce U3MeHU U Ha ocHoBaHue 4n. 117a
ot 30Il1 B cnyyan Yye ca Hanuue OCTaTbyYyHO AaHHW, OT KOMTO Ce YCTaHOBSIBA HANMYNETO Ha
NPUYNHHO-CNeACTBEHATa Bpb3Ka MexXay HacTbNunmMTe MHMNaUMOHHM NPoLEeCU 1
yBenuyeHata CTOMHOCT Ha NekapCTBEHUTE MPOAYKTU, Noanexalum Ha nigekcaums. 4. B
crny4an, 4e B CpoKa Ha AeNCTBME Ha JOroBopa ObpXKaBHO perynupaHara ueHa B [NpunoxeHune
Ne 2 Ha [103UTUBHNA NeKapCTBEH CMUCHK CTaHe MO-HUCKa OT JoroBopeHaTa, M3nbnHutenaT e
ANbXEeH CBOEBPEMEHHO [ia NPOMEHU LieHaTa, Ha KOSITO JOCTaBA fIekapCTBEHUTE NPOAYKTH, B
CbOTBETCTBME C onpeaerieHaTa LeHa B [103nTUBHNSA NnekapCcTBEH CNUCHK, CYNTAHO OT JaTaTta
Ha npomMsiHaTa. B cnyyan, ye He yBegomu Bb3noxuntensi IMCMeHO B S—AHEBEH CPOK 3a
npomMsiHaTa U He NPOMEHU LieHaTa, Bb3noxuTenaT we 3annawa 4oCTaBAHUTE NeKapCTBEHN
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NPOAYKTM MO NPOMEHEHAaTa LeHa, CYHMTaHO OT AataTta Ha CbOoTBeTHaTa AKTyanusaums Ha
[Mo31TMBHMA NEKapCTBEH CNUCHK. 5. Bb3noXuTensaTt nma npaBo B M3BbHPEAHN 06CTOATENCTBA
(3a KonTO 0BCTOATENCTBA BLINOXUTENAT € MMCMEHO YBEAOMEH OT Bb3OXMUTENS), KOUTO
BOOAT 0O HEBB3MOXHOCT Aaf€eH NekapCTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa 6bvae
AOCTaBsH (Hanp. cnupaHe OT NPOM3BOACTBO; BPEMEHHO OrpaHMyaBaHe Ha NPoM3BOACTBOTO;
CbLLEeCTBEHO 3abaBsHe Ha BHOCA, KOETO He e pe3ynTaT Ha BUHOBHO WU/Mnn HEBPEXHO
noBefEeHUs Ha CTpaHUTe MO A0roBopa; U3TErnsiHE OT TbproBckaTa Mpexa v ap.) Aa 3asassaBa
AOCTaBKa Ha Apyr 3amMecTBall, JIekapCTBEH NPOAYKT, OTrOBapsiLl, HA TEXHUYECKUTE U3NCKBaAHWUS
B NpunoxxeHneTo Kbm goroeopa, cbe cbluma ATC kog 1 INN Ha 3amecTBaLLMS NEKAPCTBEH
NPOAYKT, Ha HE NO-BMCOKa eAUHUYHA LieHa OT Tasn Ha 3aMeCcTBaHWs NekapCTBEH NpoaykT. B
crny4yan, Ye eAnHMYHaTa LieHa Ha 3aMeCcTBaLLMsA NEKapCTBEH NPOAYKT € No-BUCoKa OT
AOroBopeHarta no AoroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn oroBopa 3a obuiecTBeHa
nopbYKa No OTHOLLEHME HA TO3M NPOAYKT U Aa nNpoBeae npoueaypa Ha gorosapsiHe 6e3
npegsaputenHo obsiernexve no un. 79, an. 1, 1. 4 ot 30[1. 6. [loroBOpbT MOXe fa Ce N3MEHU
B CnyyauTe, KoraTto B CpoKa Ha AEeNCTBUE Ha A0roBopa, Ce Cryyn npom3BoauTENAT, NOCOYEH
OT U3MbIIHUTENSA MO AOroBopa, Aa NPOMeHn npeanaraHuTe pasdacoBku (6pon B onakoska), 1
€ Hanvue nNpeanoXxeHue oT U3NbIHUTENS 3a AOCTaBka Ha MeanKaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa U YCroBUs, NpeanoXxeHa B odeprara,
C KOSAAITO YYACTHUKBT € KnacupaH Ha NbpBO MSACTO.

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

5.1.8. Critéir inrochtaineachta
Ta critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexxasaT paspeLleHne 3a NPOoM3BOACTBO, N3aafeHo no peda Ha 3akoHa 3a NnekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no 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 (cnyyauTe 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[JOI1, kaTo ce nocoyBa: HOMEpP U JaTa Ha u3gaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3J1MXM vunu 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 30[ 4OKYMEHTBLT, KOWTO Ce NPeAcTaBsa OT ydacTHUKA
onpeaeneH 3a U3nbnHuUTen, npeau ga 6bae CknoYeH JOroBop My Npu NoucKBaHe B XoA4a Ha
npouenypara e: 3aBepeHoO 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.
Bb3noXuTenaT He n3McKkBa 3aBepeHo KOnne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpPSBaLL, NPaBOTO 3@ ThbProBuUs C fIeKapCTBEHM MPOAYKTU UNKN pa3speLleHne 3a
NPOV3BOACTBO UMM BHOC, KOraTo MMa AO0CTbN NO cnyxebeH NbT unu Ypes nybnuyeH perncrsp,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn Ypes npsik n 6esnnateH gocTsbn 4o
HaunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.
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Critéar: Claru i gclar gairmiuil abhartha

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBeHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpusiokeHnss Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbata 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbabpXKaLlM NekapCTBEHU NPOAYKTU, CbAbpXaLyu
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[JOl, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha NUUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NPoaYKTU, CbabpXKaLly HAPKOTUYHU BeLecTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa u
BellecTBaTa KaTo HapkoTuyHW. [JokasBaHe: Ha ocHoBaHue un. 67, an. S5uun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 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, ChabpXaLLm
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapenbara 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa Kato HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konune Ha NuLeH3nsTa No NpeaxogHoTo u3pedeHne, korato uma goCTb No
cnyxebeH NbT unn ypes nybnuyeH perncTbp, UM KoraTo cblyaTa MOXe Aa 6bae ocurypeHa
ypes npsk 1 6e3nnaTteH AOCTbN 4O HAUUOHaNHUTE 6a3n JaHHW Ha AbPXKaBUTE YNEHKN.

Critéar: loncam bliantuil ginearalta

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM (PUHAHCOBU FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHUS 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
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 ouHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHWs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 06eANHEHNETO y4aCTHUK, @ HEe OT BCAKO OT nuuara,
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 npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHdopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobxoaAnMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, 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 EKBUBANIEHTHN HA NOCOYEHNTE JOKYMEHTU CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Critéar: loncam bliantuil sonrach

Cur sios ar an gcritéar roghnuchain: 3a nocnegHute Tpy NPUKNOYUIM (UHAHCOBU FOOUHN
yYaCTHUKbBT crefBa Aa e peanuanpan MMHumaneH obopoT B cdepara, nonagaila B obxsarta
Ha nopbykaTa — npogaxba Ha NnekapCTBEHU NPOAYKTU, U34nUCneH Ha 6asa rogulHuTe
obopoTH, B pa3Mep He No-ManbK OT MPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3uums, 3a KoATo ce nogasa odepTa. [1pn n3nonssaHe Ha NOAU3MbIHUTENN U3NCKBAHETO 3a
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obopoT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena 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 OOKYMeHTM no 4n.62, an.1, 1.3 u/vunu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbJIHEHME, OBCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeacTaBsAHe Ha OOKYMEHTM no yn. 62, an. 1, 7. 3 u/unu 1. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOAaTencTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa oepTy 3a nosede oT efiHa
obocobeHa no3nuns, Bb3noXxntenaTt He N3NCKBa NMOCOYEHUTE MUHUMATHN 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. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: OueHABaHETO Ha NpeanoXeHnaTa B HacToswaTa obwecTBeHa NopbYyka ce N3BbpLIBa
Bb3 OCHOBA Ha KpUTEpMA 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot 30I).
Cur sios: OueHsBaHETO Ha NpeasioXKeHMsITa B HacTosiwaTa obuecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30I1). OueHsBaHeTO Ha ohepTuTE LLE Ce n3BbpLUBa 3a BCAka obocobeHa no3mums
nooTAenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KoaTo e no-Hucka ¢ noseye ot 20 % ot
cpedHaTa CTOMHOCT Ha NPeasioKeHMsTa Ha OCTaHanuTe y4acTHMUM Npy AonycHaTh Ao
oLeHsiBaHe Tpu unu nose4ve oeptTn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHO3Ha CTOMHOCT NMpY AOMNyCHAaTK A0 OUeHsBaHe eaHa unu ase ooepTn, KoMucusaTa Lwe
NpUNoXxm namckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a ob6ocobeHa
no3nuus, onpeaensHeTo Ha U3NbIIHUTEN MEeXAY KnacupaHuTe Ha MbpPBO MACTO OhepTy e ce
N3BbpLUBa Npu cna3eaHe nanckBaHmaTa Ha yn. 58, an. 3 ot Mr30r1.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/589498
Cainéal cumarsaide ad hoc:
Ainm: LUANC EOIM

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/589498
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 13/07/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
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https://app.eop.bg/today/589498
https://app.eop.bg/today/589498

An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 14/07/2026 13:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara

Téarmai an chonartha:

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

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmta Ha KOHKypeHunaTa
Eolas faoi spriocdhatai athbhreithnithe: CvrnacHo un. 197, an. 1, 7. 1 ot 3akoHa 3a
obuwecteeHuTe nopbykm (30I0M) XKanba moxe aa ce nogasa nped K3K B 10-gHeBeH Cpok oT
n3TnyaHeTo Ha cpoka no un. 100, an. 3 - cpeLly peLLleHNeTo 3a OTKpMBaHe Ha npouegypaTa u
/nnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHM B yCrioBusaTa no obsseHarta npoueaypa.
Eagraiocht a sholathraionn faisnéis bhreise faoin nés imeachta solathair:
CNEUMANMN3NPAHA BEONMHNUA 3A AKTUBHO NEYEHWE MO OHKOJIOIMMA"CBETA
MNHA" EOOL
Eagraiocht a sholathraionn rochtain as line ar na doiciméid solathair: CIIELUWAITM3VNPAHA
BOJTHNUA 3A AKTUBHO JIEMEHWE MNO OHKOJIOTMA"CBETU MUHA" EOO[
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awmTa Ha KOHKypeHuusiTa
Eagraiocht a fhaigheann iarratais ar rannphairtiocht: CITELUIWMATTIMSPAHA BOJTHULIA 3A
AKTUBHO NIEYEHME MO OHKOJIOMMA"CBETU MUHA" EOOL
Eagraiocht a phréisealann tairiscinti: CIIELLIVAJTIMSUPAHA BOJIHULA 3A AKTVBHO
NNEYEHWE MO OHKONOIMA"CBETU MUHA" EOO[

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: CIMTELUMNANU3VNPAHA BEOJIHULUA 3A AKTUBHO JIEHYEHWE MO OHKONOI A"
CBETW MMHA" EOO[J
Uimhir chlaruchain: 101533900
Seoladh poist: BACUI1 JIEBCKW Ne.62
Baile: rp. brnaroesrpag
Cad poist: 2700
Foroinn tire (NUTS): bnaroesrpag (BG413)
Tir: An Bhulgair
Pointe teagmhala: CoHa Knucypcka
R-phost: song_klisurska@abv.bg
Teil.: +359 877009717
Seoladh idirlin: http://www.sbalo-svetimina.com
Praoifil an cheannaitheora: https://app.eop.bg/buyer/18369

408266-2026 Page 33/34


mailto:sonq_klisurska@abv.bg
http://www.sbalo-svetimina.com
https://app.eop.bg/buyer/18369

Réil na heagraiochta seo:

Ceannaitheoir

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

Eagraiocht a phréisealann tairiscinti

8.1. ORG-0002
Ainm oifigiuil: Komucuns 3a 3awimMta Ha KOHKypeHumsTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Codumsa
Cdd poist: 1000
Foroinn tire (NUTS): Cocpums (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Komucus 3a sawmra Ha KOHKypeHuusaTa
R-phost: delovodstvo@cpc.bg
Teil.: +359 29356113
Facs: +359 29807315
Seoladh idirlin: http://www.cpc.bg
Ré6il na heagraiochta seo:
Eagraiocht athbhreithniuchain
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe

Eolas faoin bhfégra

Aitheantdir/leagan an fhogra: d4b0154d-b4e5-4793-ba7c-240a3c058eca - 01

Cineal na foirme: lomaiocht

Cineal an fhogra: Fogra maidir le conradh n6 lamhaltas — an gnathchéras

Fochineal an fhogra: 16

Data seolta an fhéogra: 12/06/2026 12:36:44 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fégra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 408266-2026

Uimhir eagrain 1O S: 113/2026

Data foilsithe: 15/06/2026
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