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408266-2026 - CbcTesartenHa npoueaypa

Bbnrapus — ®apmaueBTUYHM NPOAYKTU — ,, JlocTaBKa Ha NPOTMBOTYMOPHM NEeKapCTBEHU
npoaykTu 3a Hyxaute Ha CBAJIO ,,Ceetu Muna“ EOO[], rp. BnaroeBrpag -nbpBa 4act* no
060Cc00eHU No3nLun“

OJ S 113/2026 15/06/2026

O6saBneHne 3a NOpbUKa UNN KOHLIECUSA — CTaHOAPTEH PEXUM

HocTaBku

1. KynyBau

1.1. KynyBau
OdmumanHo HanveHoBaHue: CINELUVATTIM3NPAHA BOJTHULA 3A AKTVBHO NEYEHME MO
OHKOJTIOM'MA"CBETU MUHA" EOO[
EnekTpoHHa nowa: song_klisurska@abv.bg
MMpaBHa kaTeropus Ha KynyBada: lNybnuyHonpasHa opraHnsaums
[lenHocT Ha Bb3narawusa opraH: 3gpaBeonasBaHe

2. Mpouenypa

2.1. Mpouenypa
3arnasue: ,JloctaBka Ha NPOTUBOTYMOPHM feKapCTBEHM NPOoAyKTH 3a Hyxaute Ha CBAJ10
,CBeTn MuHa“ EOO[, rp. bnaroesrpag -nbpea 4act no o6ocobeHn nosnuymm’
Onucanue: MNpegmeTbT Ha obuiecTBeHaTa nopbyka ,JocTaBka Ha NPOTUBOTYMOPHM
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
NoeHtudukaTtop Ha npouenypata: 38d1d0d4-ca92-4ea3-ae90-116a7df9644b
BbTpelweH ngeHtudunkatop: 589498
Bug npoueaypa: OTkputa
Mpouenypata ce yckopsiea: He
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2.1.1. Uen
EctecTtBO Ha nopbykarta: [JocTtaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU

2.1.2. MsacTo Ha nsanbriHeHue
MoweHckn agpec: yn. Bacun Jlesckn Ne 62
"pag: rpag bnaroesrpag
MoweHckn kopa: 2700
AOMUHUCTpaTUBHO-TEpUTOPManHa eguHuua Ha abpxasata (NUTS): bnaroesrpag (BG413)
[OvpxaBa: bvnrapusa

2.1.3. CtomHoCT
MporHosHa ctonHocT, 6e3 ga ce Bkntousa A0C: 1 392 106,02 EUR

2.1.4. O6wa nHcdopmauus
HonbnHutenHa nHgopmaums: 1. Bbanoxutensat onpeaens kato NMNOOAXOOALA N
OBEKTVBHA BA3A 3a cpaBHeEHME, KOATO LLie U3Mon3Ba BbB Bpb3ka c un. 72, an. 1, 1. 2 ot
30I1 nporHo3Ha cToMHOCT Ha ob6ocobeHaTa No3nunsa. 2. Y4acTHUKBT, onpegereH 3a
N3NbAHUTEN Ha obulecTBeHaTa Nopbyka € ANbXKeH, npeau NoAnMCBaHeTo Ha AOroBopa, Aa
npeAacTaBu rapaHums 3a U3nbiHeHne Ha goroesopa B pa3mep Ha 3 /Tpu/ % OT CTOMHOCTTa Ha
porosopa 6e3 AC. 2.1. NapaHumata 3a M3nbiHeHWe Ha gorosopa Tpsibea ga 6bae
npegcraBeHa no XernaHne Ha ydacTHuKa B egHa oT doopmuTe npeasmaenn B Un. 111 ot 30TI1.
MapaHumara no un. 111, an. 5, 1. 3 ot 30l MmoXxe ga ce npeacTaBn camo Korato CTOMHOCTTa
Ha rapaHuusTa 3a n3nbJiHeHWe e paBHa unu no-marska ot 500 000 nesa unn 255 645,94
(oBecTa neTgoeceT M NeT XMW WEeCTCTOTUH YeTUpmuaeceT 1 NeT eBpo U AeBeTaeceT n
4YeTUpu eBpo LieHTa) eBpo (Ha ocHoBaHue 4n. 111, an. 7 ot 30I01). 2.2. KoraTo rapaHuusTa e
nog oopmarta Ha napuyHa cyma, To T8 e nnatuma no 6aHkoBaTa cMeTka Ha fie4yebHOTO
3aBegeHne — CBAJ10 ,Ceetn MuHa“ EOO[: OBLUIMHCKA BAHKA Afl, L — bnaroesrpas
IBAN: BG11SOMB91301013959201 BIC: SOMBBGSF Tutynsap: CBAJ1IO ,Csetn MuHa“
EOOL. Benukn 6aHkoBM pa3xoaun, CBbp3aHy ¢ NpeBoauTe Ha cymaTa ca 3a CMeTKa Ha
N3nbnHuTtens. 2.3. KoraTo rapaHuuaTa e nog dpopmarta Ha 6aHkoBa rapaHums, U3NbAHUTENAT
npeacTaBs opurnHansT Ha 6aHkoBaTa rapaHums, kaTo cbllaTta 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.

NpaBHO OoCHOBaHue:

Oupektnea 2014/24/EC

2.1.5. Ycnosus 3a Bb3naraHe Ha o6LlecTBeHa Nopbuka
YcnoBus 3a nogaBaHe:
MakcumaneH 6pon o6ocobeHn no3nuum, 3a KOUTO eanH odpepeHT MoXe aa nogaae ocdeptn: 5
YcnoBusa Ha goroBsopa:
MakcumaneH 6por 06ocobeHn no3mumm, 3a KOMTo MoraT ga 6baaT Bb3NOXKEHN MOPBYKN HA
eavH opepeHT: 5

2.1.6. OcHoBaHUA 3a U3KNYBaHe
M3TOYHMUM Ha OCHOBaHUATA 3a U3KNo4YBaHe: YBeaoMreHne
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YyacTtue B npecTbnHa opraHn3aums: Y4acTHUKBT € OCbAeH C Brisi3na B cuna npucbaa 3a
npectbnnenue no 4n. 321 unu yn. 321a ot Hakasatenuus kogekc (4n. 54, an. 1, 1. 1 ot 300M)
UM 3a aHanorn4yHo NpecTbieHe B Apyra AbpXasa YfeHKka unuv tpeta ctpaHa (un. 54, an. 1,
T. 2 o1 300N)

Kopynuus: Y4acTHUKBT € OCbeH C BNdA3na B curna npucbaa 3a npecrbnnenue no yn. 301-307
oT HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[l1) nnn 3a aHanNoOrM4HO NPeCTbNNEHNE B
Apyra abpxasa ureHka unv tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I1)

M3mamu: YYaCTHUKBT € OCbAeH C BIisi3na B cuna npucbia 3a npectbrnenue 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)

TepopuUCTUYHN NPECTBLNIIEHUS NN NPECTBNSIEHNSA, KOUTO Ca CBbP3aHN C TEPOPUCTUYHMU
OEeMHOCTU: YUYaCTHUKBT € OCbAEH C Brisidna B cuna npucbaa 3a npecrbhnedue no yun. 114a -
11471 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorMyHo nNpecTbneHne
B ApYyra AbpKaBa 4YneHka unu Tpeta ctpana (4n. 54, an. 1, 1. 2 ot 30[1; no un. 108a ot
HakasatenHusa kogekc (u3m. u gon., obH. 1B, 6p. 84 ot 06.10.2023 r. — pegakumsa B cuna go
30.01.2026 r.) kaTo NpecTbnneHne, BKNOYEHO B 06xBaTta Ha yn. 57, naparpadg 1 ot
Oupektnsa 2014/24/EC)

M3nupaHe Ha napu unun pyHaHcupaHe Ha TepopuamMa: Yy4acTHUKBT € OCb/EH C Bris3na B
cuna npucbaa 3a npecrbnneHne no yn. 253-260 ot HakaszatenHusa kogekc (4n. 54, an. 1, 1.1
ot 30I1) nnn 3a aHanorM4HO NpecTbNNEHNEe B Apyra AbpXKaBa YneHka unm Tpeta cTpaHa (4n.
54, an. 1, 1.2 ot 300N)

HeTcku Tpya v gpyrn popmmn Ha Tpaduk Ha xopa: YHaCTHUKBLT € OCbAEeH C Brs3na B cuna
npucbaa 3a npecrbnneHne no yn. 159a-159r ot HakasartenHusa kogekc (4n. 54, an. 1, 1. 1 oT
30T1) nnu 3a aHanorMyHoO NpecTbNNeHne B Apyra Abp)XaBa YreHka unm tTpeta ctpaHa (4n. 54,
an. 1, 1.2 ot 300N)

HeunsnbnHeHne Ha 3aabikeHne, CBbP3aHo C NnalaHeTo Ha AaHbun: YYaCTHUKLT MMma
3a4b/MKeHNs 3a JaHbumM No cMUCHIa Ha un. 162, an. 2, 1. 1 oT JaHbYHO-OCUrypUTENHUSA
npouecyarneH Kogekc n NnMxeuTe No Tax KbM ObpXaBaTa unv kbM obLuimHaTa no ceganveTo
Ha Bb3MNOXUTENSA U Ha KaHOMAATa UK y4acTHUKA, UMW aHanorm4yHu 3aabimKeHns CbriacHo
3aKOHO4ATENCTBOTO Ha AbpXXaBaTta, B KOATO KAaHAWMAATBLT UK YYaCTHUKBT € YCTaHOBEH,
AoKasaHu C BNA3b B CUa akT Ha KOMMeTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I0)
HeunsnbnHeHne Ha 3aabikeHne, CBbP3aHo C NallaHeTo Ha CoLManHOOCUTrypUTENHN BHOCKN:
Y4YacTHUKBT nMa 3a4bimKEeHNS 3a 3a4bIDKUTENHN OCUTYPUTENHN BHOCKM MO CMUCHIA Ha Y.
162, an. 2, T. 1 oT [JaHbYHO-OCUTYPUTENHUS NpoLecyarneH KogeKC U INXBUTE MO TAX KbM
AbpXxaBaTa unm KbM obLMHaTa No ceganuuleTo Ha Bb3NOXUTENS U Ha KaHauMaaTa unm
y4acCTHUKA, NN aHanorMyHn 3agbImKeHNs CbrNacHO 3aKOHOA4AaTENCTBOTO Ha AbpKaBaTta, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3bI1 B CUMa akT Ha
KOMNEeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I1)

HapylweHne Ha 3agbimkeHnsa B 06racTTa Ha eKONOrMYHOTO NPaBo: YYaCTHUKBT € OCbAEH C
BNsA3na B cuna npucbAa 3a npectbnrnenme no un. 352-353e o1 HakasatenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanorMyHoO NpecTbiieHMe B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

HapylweHne Ha 3agbimkeHnsa B o6ractta Ha coumanHoTo NpaBo: YYaCTHUKLT € OCbAEH C
BIiSI3Ma B cuna npucbaa 3a npectbrneHue rno yn. 172 vnu un. 192a ot HakasatenHus kogekc
(un. 54, an. 1, 1. 1 o1 30I1) UK 3a aHanNOrM4YHO NPECTbNIIEHNE B Apyra AbpXasa YsieHka unm
TpeTa cTpaHa (un. 54, an. 1, 1. 2 ot 30IN)

HapylweHne Ha 3agbikeHns B obnactta Ha Tpy4oBOTO NPaBo: YYACTHUKBT € U3BbPLUMA
HapyweHue no un. 118, 128, 245 1 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C BIISI3NO B
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Cvna HakasaTesnHo NOCTaHOBMEHME UMK CbOEeOHO peLLeHne, NN aHanorMyHN HapyLleHus,
YCTAHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbrfacHO 3aKOHOA4ATENCTBOTO Ha AbpXaBaTa, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € yCTaHoBeH (4n. 54, an. 1, T. 6 ot 30I01)

Mpsiko Ny KOCBEHO y4acTue B NOAroTOBKaTa Ha npoueaypaTa 3a Bb3naraHe Ha obLiecTBeHa
nopbyka: Hanuue e HepaBHoNoCTaBeHOCT B cnyyauTe no 4n. 44, an. 5 ot 3001 (4n. 54, an. 1,
T. 4 ot 300N)

KOHMnmKT Ha nHTEepecu, cBbp3aH € y4acTMETO B NpoueaypaTta 3a BbanaraHe Ha obuiectBeHa
nopbyka: Hanuue e KOHPNUKT Ha HTepecn No cmmucbna Ha § 2, 1. 21 ot AP Ha 301, konTo
He Moxe Aa 6bae oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300)

HeBepHu gaHHW, ykpuBaHe Ha MHopmaums, HenpeacTaBsiHE Ha NPUAPYKaBaLUn JOKYMEHTH
UNun Nony4aBaHe Ha NoBepuTenHa MHopMaLmst BbB Bpb3ka C npoueayparta: 3a ydacTHuka e
YCTaHOBEHO, Y€: - € NpeACTaBui JOKYMEHT C HEBAPHO CbAbpXKaHMe, C KOUTO ce JoKa3Ba
AeKknapupaHaTa nunca Ha OCHOBaHUA 3a OTCTPaHsIBaHe UNKU OeKnapupaHoTO U3MbITHEHME Ha
Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I1); - He e npegocTaBun N3NCKBaLLa ce
NMHopMaumsi, cBbp3aHa C yaoCTOBEPSIBAHE NMrncaTta Ha OCHOBaHUSA 3a OTCTPaHsIBaHE Unu
N3NbIIHEHNETO Ha Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I01)

HeunanbnHeHne Ha 3aabikeHuaTa, yCTaHOBEHO Ha 6asaTta Ha cneunduyHn HauMoHanHu
OCHOBaHMs 3a M3KIoYBaHe: 3a y4yaCTHMKa € Hanuue HAKoe OT criegHntTe obctosaTencrea:
OCbAEH € C Brsiana B cuna npucbaa 3a npecrbnnenust no yun. 194 — 208, un. 213a — 217, un.
219 — 252 n un. 254a — 255a n un. 256 - 260 HK (un. 54, an. 1, 7. 1 ot 30I1); n3BbpLun e
HapyweHus no 4n.61, an.1, un.62, an.1 nnu 3, 4n.63, an.1 vwnn 2, yn.228, an.3 ot Kogekca Ha
Tpyaa v no 4n.13, an.1 ot 3akoHa 3a TpygoBaTa Murpauma n Tpygosata MOGUIHOCT,
YCTaHOBEHMW C BNA3MO B CUMa HakasaTenHo NocTaHOBMEHME Unun cbaebHo peluenune (4n.54, an.
1, 7.6 ot 30I0); ob6cTOsATENCTBO MO Yn. 3, T. 8 OT 3aKOHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE
OTHOLLEHUSA C apyKecTBaTa, PErMcTpupann B OPUCAMKLMKN C npedepeHumaner JaHbyeH
PEXMM, KOHTPONMPAHUTE OT TAX NMUa N TEXHUTE OENCTBUTENHN cCOBCTBEHMLN; OBCcTOATENCTBA
no 4n. 90 n 91 ot 3akoHa 3a NPOTUBOAENCTBME Ha KOpYNuMsaTa cpej nvuarta, 3aemalim
ny6nuyHy anbxHoctn (06H. B, 6p. 51 o1 05.06.2026 r., B cuna ot 05.06.2026 r.); c
HanoxeHa caHkumsa no yn. 83a, an. 5, 1. 1 ot 3AHH — BpemeHHa 3abpaHa 3a yyactme B
npouenypv 3a BbanaraHe Ha 06LLECTBEHN NOPBYKM.

5. O6ocob6eHa no3nuus

5.1. O6ocob6eHa no3uuus: LOT-0001
3arnasue: Pemigatinib
Onucanue: MNMpeameTt Ha O6ocobeHa no3unumna Ne 1 "Pemigatinib" e goctaBka Ha nekapcTBeH
npoaykT ¢ AHaTomo-TepaneBTunyeH kog /ATC-koa/ LOTENO2, MexayHapoaHO HenaTeHTHO
HanmeHoBaHue /INN/ Pemigatinib, JlekapctBeHa oopma Tablet, konn4yectBo akTMBHO
BewwecTBO 4.5 mg, NporHo3Ho konuyectso 1 512 tabl.
BbTpeweH ngeHtudunkatop: 589499

5.1.1. Uen
EcTtectBo Ha nopbykarta: [loctaBku
OcHosHa knacudukaums (cpv): 33600000 dapmaueBTUYHM NPOAYKTH
BapuaHTu:
OnucaHnue Ha onumuTe: 1.1. KpaHMAT CPOK 3a M3NbiHEHME MOXeE [a Ce NPOaBbIKMN (NOLHOBW)
[0 CKMNoYBaHe Ha HOB AOroBOp Mo NpoBeAeHa crnejpala npoueaypa 3a Bb3naraHe Ha
obLlecTBeHa NopbYKa CbC ChLUMSA NPeaAMeT Bb3 OCHOBA Ha €4HOCTPAHHO NMUCMEHO
yBeJOMIEeHNE OT CTpaHa Ha Bb3NOXUTENs, HO He 3a NoBeYe OT ABa Mecela, KaTo B TO3M
crny4an MeceyHuTe AOCTaBKM (MpegMeT Ha JoroBopa), Wwe ca Ha 6a3a n B CbOTBETCTBUE CbC
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cpeaHo MeceyeH ob6em Ha M3NbIIHEHWE Ha LOCTaBKM MO 4OroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KOMTO € HanpaBeHO ya4bKaBaHETO/MOAHOBABAHETO. YAb/KaBaHETO Ha CpoKa
Ha goroeopa (NogHOBSIBAHETO € Cbobpa3eHo € n3nckBaHusaTa Ha vn. 21, an. 1 ot 30Mu e
npeaBuaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye go
N3TU4aHe Ha CpoKa Ha JeNCcTBMEe Ha AOoroBopa 3a CbOTBETHaTa No3nuus e Hanvue
HeunapasxoaBaH OMHaHCOB PECYPC MO HErO U BLIMOXUTENAT HE € CKITHYUIT Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoOTo Ha
,LOMLUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yAbIMKM CpOKa Ha AOroBopa C NpaBoTo Aa
Bb3M0XN JONBIIHUTENHW KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata go
n3yepriBaHe Ha PUHaAHCOBUSA PeCYpPC NO CbOTBETHUS LOrOBOP, HO 3a He noBeYye oT 12
(aBaHageceT) Mmeceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasug,
pasnukaTa Mexay MakCuManHo JonycTumaTta CTOMHOCT Ha JOroBopa W n3pasxoaBaHuTe
(bMHaAHCOBM CpeacTBa No 4OoroBopa. Bbanoxntenar moxe aa peanuampa npaBoTo CU Ha
,LOMUMA 3a yabmkaBaHe Ccpoka Ha JoroBopa“ 4o n3tnyaHe Cpoka Ha AoroBopa 3a BbanaraHe
N3NbITHEHNETO Ha obLlecTBeHaTa nopbyka. OnuuaTa ce peanusmpa Ypes CKYBaHETO Ha
AOMbITHUTENHO CriopasymMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. MsacTo Ha U3NbJIHEHUe
MoweHckn agpec: yn. Bacun Jlesckn Ne 62
'paa: rpag bnaroesrpag
MoweHckn kop: 2700
AOMUHUCTpaTUBHO-TEpUTOpPUanHa eguHuua Ha abpxasata (NUTS): bnaroesrpaa (BG413)
ObpxaBa: bbvnrapua

5.1.3. OyakBaHa NpoABLIMKUTENTHOCT
Cpok: 24 Meceuum

5.1.4. TopHoBsiBaHe
MakcumaneH 6pon nogHoBABaHUS: 2
Opyra nidopmauus 3a nogHossaBaHus: 1.1. KpanHUAT CpokK 3a M3MbIHEHNE MOXe Aa ce
npoabIKM (NOLHOBKU) OO0 CKMOYBaHE Ha HOB JOrOBOP MO NPOBeAEHa crieaBalla npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMA NpeaMeT Bb3 OCHOBA HA €4HOCTPaHHO
NMMCMEHO yBEeJOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3U CriyYyan MeceyHuTe AO0CTaBKku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBETCTBUE
CbC CpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO JOroBopa UM Cbpa3MepHO Ha
YyacTTa OT Mecela, 3a KOUTO € HanpaBeHo yabIKkaBaHETO/NOAHOBABAHETO. Yab/KaBaHETO Ha
CpoOKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3nmckBaHmaTa Ha un. 21, an. 1 ot 30T
N e NnpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
00 U3TU4aHe Ha Cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3nLMs € Hanuue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3Ba NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha AoroBopa“, kaTo yabJKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBa OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykaTa ao
n3yepneaHe Ha hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakcumarnHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoaBaHuTe
bMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxmntenat moxe aa peanuampa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obuiecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHEeTo Ha
AONBIHUTENHO cropasymMeHue npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.
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5.1.5. CtomHocCT
MporHosHa cTorHocT, 6e3 aa ce Bknousa A0C: 668 596,57 EUR

5.1.6. OOGwa uHdopmauua
ToBa e noBTapsiwa ce obLiecTBeHa Nnopbyka
Onucanwne: HactosiwaTa oblecTBeHa nopbyka ce OTKpMBa U Bbarnara nepuoanyHo, ¢ ornea
notpebHocTMTe Ha Ne4yebHOTO 3aBefeHME OT AOCTaBKa Ha NekapCTBEHN NPOOYKTMU.
3anaseHo y4yacTtue:
YyacTmeTo He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha obLecTBeHa NopbYKa, KONTO HEe e PUHaAHCKMpaH cbe cpeacTea oT EC
MopbykaTa nonaga B NpUIOXHOTO none Ha CnopasyMeHneTo 3a AbpXaBHuTe nopbyku (CAMM)
. He
HJonbnHutenHa nHgopmaumsa: 1. Bb3noxutensaTt nva npaBo npy Heo6XoaMMOoCT € ornes
peanHuTe cn NoTpebHOCTN Aa NPOMEHS €QHOCTPAaHHO NPOrHO3HMTE /NNnaHnpaHuTe/
Konu4yecTBa no OTAEeNHMTE NeKapCTBEHM NMPOAYKTM OT cneumdurkaumaTa, Kato nma npaso ga
3asiBM JOCTaBKa Ha No-rofieMu KonmyecTBa NpoayKT OT egHa unu noseve ob6ocobeHun
no3nuun B pamMKuTe Ha LOoroBopeHaTa cToMHOCT. 2. OdepumpaHaTa LieHa 3a onakoBka Ha
neKkapCcTBEHUS MPOAYKT € (PuKcupaHa u He Noasnexn Ha NpoMsiHa 3a Cpoka Ha AeWCTBUE Ha
poroopa. o nsknyeHme goroBopeHara LieHa MoXe Aa ce M3MEHsI BbB Bpb3ka C MPOMEHN B
HOopMaTMBHUTE pasnopendun, pecnekTMBHO B Hapeabarta 3a ycnosusaTa, NnpaBunaTa n peaa 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHnte npoayktn ot 30.04.2013 r./uam. n
pon. [1B. 6p. 8 oT 24 aHyapu 2017 r. n cn./, npaBeLLm HEBb3MOXHO U3MbIIHEHMETO Ha
A0orosopa npu goroBopeHnte ycnosus. 3. [loroBopeHaTta LieHa MOXe Aa ce U3BMEHUN N Ha
ocHoBaHue 4n. 117a ot 30l B cny4an Yye ca Hanuue 4oCTaTbyYyHO AaHHU, OT KOUTO Ce
yCTaHOBSIBA HAaNM4MeTo Ha NPUYMHHO-CreACTBEHaTa Bpb3ka Mexay HacTbnunuTe
WMHNALMOHHM NpoLecK 1 yBenmyeHaTa CTOMHOCT Ha fiekapCTBEHUTE NPOAYKTU, NOAnexaLum
Ha nHgekcauus. 4. B cnyyan, 4ye B cpoka Ha AeNCTBME Ha A0roBopa Abp)KaBHO perynupaHarta
ueHa B NMpunoxeHune Ne 2 Ha Mo3nTHUBHUS NEKAPCTBEH CMUCHK CTaHe NO-HUCKa OT
aoroBopeHara, M3nbnHuTensaT € ANbXKeH CBOeBPEMEHHO Aa NPOMEHU LieHaTa, Ha KOATO
A0CTaBs fekapcTBeHUTE NPOAYKTU, B CbOTBETCTBME C onpeaenieHaTa LueHa B [103nTnBHmns
NeKapCTBEH CNUCHK, CYNTAHO OT JaTaTa Ha NnpomMsiHaTa. B cniyyan, 4ye He yBegoMuM
Bb3noxuTens nMcmMeHo B 5—HEBEH CPOK 3a NpoMsiHaTa U He NMPOMEHN LeHaTa,
Bb3noxutenar we 3annawa A4oCTaBAHUTE NekapCTBEHU NPOAYKTM NO NPOMEHeHaTa LieHa,
CUYMTaHO OT AaTtaTta Ha cboTBeTHaTa AKTyanusaumns Ha [1o3nTUBHUSA NeKapCTBEH CNUCHK. 5.
Bb3noxutensaTt nma npaBo B M3BbHPEOHN O0OBCTOATENCTBA (3a KOMTO 0BCTOATENCTBA
Bb3MOXUTENAT € MMCMEHO YBELOMEH OT Bb3MOXUTENS), KOUTO BOAAT A0 HEBBH3MOXHOCT
AafeH nekapCcTBeH NPOAYKT, yrOBOPEH C AoroBopa Aa 6bae focTtaBsH (Hanp. cnupaHe oT
NpoOM3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NPOU3BOACTBOTO; CbLLECTBEHO 3abaBsHe Ha
BHOCa, KOETO He e pe3ynTaTt Ha BUHOBHO W/uUnn HEGPEXHO NOBEAEHUSA Ha CTpaHUTE No
AO0roBopa; U3TernsHe oT TbproBckaTa Mpexa u Ap.) Aa 3asBsBa A0CTaBKa Ha Apyr 3amMecTBall
neKapCTBEH NPOAYKT, OTrOBapsiLL, Ha TEXHNYECKUTE N3NCKBaHWS B [1pUNOXEHNETO KbM
aoroBopa, cbe cbms ATC kog u INN Ha 3amecTBaLms nekapcTBEH NPOAYKT, Ha He MNo-
BMCOKa eQMHMYHA LeHa OT Ta3n Ha 3aMeCTBaHUs NiekapCcTBEH NpoaykT. B cnyyan, ye
eVHMYHaTa LieHa Ha 3aMeCcTBaLLMA NekapCcTBEH NPOAYKT € No-BMCOoKa OT AOroBopeHarta no
AO0roBop, Bb3NOXUTENAT MMa NpaBo fa NpekpaTn oroBopa 3a obLecTBeHa nopbyka no
OTHOLLUEHME Ha TO3M NPOAYKT U Aa npoBefe npoueaypa Ha gorosapsiHe 6e3 npeasapuTenHo
obsBneHue no un. 79, an. 1, 1. 4 ot 30TI1. 6. [loroBOpbT MOXe Aa Ce U3MEHUN B CriyvaunTe,
Korato B CpOKa Ha AeNcTBue Ha JOoroBopa, ce Cry4v Npou3BOAUTENAT, MOCOYEH OT
N3NbNHUTENSA NO 4OroBopa, Aa NPOMEHW NpeanaraHuTe pasdacoBku (6pon B onakoBka), 1 €
Hanuue npeanoXxeHue oT U3NbSIHUTENS 3a AOCTaBKa Ha MeMKaMeHTa B pasnunyHa
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pa3(*)aCOBKa, HO Npwu 3ana3BaHe Ha yroBOpeHUTE LieHa 1 YCroBu4, npeasioXXeHa B OCbepTaTa,
C KOATO Y4aCTHUKBT € KrnacupaH Ha MbpBO MACTO.

5.1.7. Crpaternyecku obLiecTBEHU NOPBYKU
Llen Ha cTpaTernyecknTe obLecTBeHn nopbykn: Hama cTpaternyecka obLiecTBeHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a ekonorocbobpasHu
obLLEeCTBEHM NOPBYKN

5.1.8. KpuTtepum 3a 0OCTHLNHOCT
BkntoyeHn ca kpuTepumn 3a 4OCTBMHOCTTA 3a NuuaTa C yBpexaaHus

5.1.9. KpuTtepuu 3a noabop
M3TOYHULM Ha KpuTepumn 3a n3dop: YBegomneHue
Kputepun: Pernctpauusi B CboTBeTEH NpodecrnoHaneH permctTbp
OnucaHue Ha kpuTepua 3a nogbop: YyacTHUuuTe B obLecTBeHaTa nopbyka Tpsbea aa
npuTexaBaT paspeLleHne 3a NpoM3BOACTBO, U3A4aAEeHO NO peda Ha 3akoHa 3a NekapCTBEHUTE
NPOoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
THProBUs Ha €4pO C NIEKAaPCTBEHM MPOAYKTU UMW YAOCTOBEPEHME 3a pErMcTpaums 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLleHue 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YpocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHNSA KPUTEPUIA Ce AeKrnapupa C
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 3/1MXM vunu 3a TbproBusa Ha egpo
C NeKkapCTBEHM NPOAYKTU NN HA yOOCTOBEPEHMETO 3a permcTpauuns 3a TbproBus Ha eapo ¢
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
npoueaypara e: 3aBepeHo Konve Ha BanuaHo paspeLueHne 3a Npon3BOACTBO, M34aAEHO0 Mo
pena Ha 3J1MXM unu 3a TbproBnsa Ha eapo C fIeKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
perncTpaumsi 3a TbproBusi Ha e4po C NieKapCTBEHU NPOAYKTU, UMK pa3peLLeHmne 3a BHOC.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmMe Ha paspeLLeHeTo Unn Ha apyr AOKYMEHT,
yaoCTOBEpsBaLL, NPABOTO 3a TbProBusi C NIEKAPCTBEHM MPOAYKTU UNKN paspeLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN No criyebeH NbT unum Ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn Ypes npsik n 6esnnateH gocTsbn Ao
HauunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.

Kputepun: Peructpauus B CbOTBETEH NMPOdECHOHarneH permctbp

OnucaHune Ha kpuTepus 3a nogbdop: YyacTHMumuTe B 0bLecTBeHaTa nopbyka Tpsbea aa
npuTexasaT NUUEH3Us, u3gageHa no pefa Ha 3akoHa 3a KOHTPOM Ha HAapPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBEHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpuriokeHnss Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbarta 3a knacudmumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHMN. (Baxu
camMo 3a 060cobeHnTe No3nLMK, CbabpXKaLlM NekapCTBEHU NPOAYKTU, CbabpXaLym
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 1 AaTa Ha n3gaBaHe Ha NULEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NPoaYKTU, CbabpKaLly HAPKOTUYHU BeLecTBa OT
npunoxexnst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa 1
BellecTBaTa KaTo HapkoTu4HW. [JokasBaHe: Ha ocHoBaHue un. 67, an. S5uun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeAcTaBs OT y4aCTHUKA onpeaeneH 3a U3nbiHuTesn, npean
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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 Konune Ha NuLeH3nsTa No NpeaxogHoTo u3pedeHne, Korato uma gocTbi No
cnyxebeH NbT unn Yypes nybnuyeH perncTbp, Unm KoraTo cblaTa MoOXe Aa 6bae ocurypeHa
ypes npsk 1 6e3nnaTteH AOCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKW.

Kputepun: O6w roguweH obopoT

OnucaHune Ha Kputepua 3a noabop: 3a nocnegHUTe TPy NPUKIYMAN (PUHAHCOBU FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHUS pa3Mep Ha NporHosHaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nsnonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 060poT e cbobpasHo BUAa v aena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: Jluueto nnm nuuarta nonbneat vact 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MlkoHoMun4ecko n puHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHNs, KOUTO He ca PUaNYECKM nuua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 006eANHEHNETO y4aCTHMK, a HEe OT BCAKO OT nuuara,
BKMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKa3Ba UHopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPa3HOTO NPOBEXAAHE Ha npoueayparta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30l. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha OOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Kputepun: CneundunyeH roguiieH obopoT

OnucaHne Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIOYMAN (PUHAHCOBU FOOUHU
YyYaCTHUKBT crneaBa fAa e peanuanpan MuHumarneH 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. Npu n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
obopoT B cthepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JlnueTo nnu nuuarta nonsbneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MikoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpun
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, Bb3noxuTtenar
MOXXE Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[Ol, 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@ U3MbIHUTESN YY4aCTHUK
C NpeacTaBsAHe Ha JOKYMEHTM No yn. 62, an. 1, 7. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKoHO4ATenNcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTy 3a nosede oT efHa
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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. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHue: OueHsaBaHETO Ha NpeanoXeHusTa B HacTosWwarta obLecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Onucanue: OueHABaHETO Ha NpeanoXeHusaTa B HacTosiLaTta obLecTtBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka c noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe y4acTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT Mpu AONYyCHAaTU O OUEHsABaHe eaHa nunn Ase ogepTn, KOMUCKSATA Lie
NPUNOXu nanckeaHmsTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO OPepTy Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30Tr1.

5.1.11. [OokymeHTauus 3a Bb3naraHe Ha obLecTBeHa Nopbyka
E3vun, Ha KonTto AokymMeHTaumaTa 3a obiecTBeHaTa nopbyka € opuumnanHo JOCTbNHA:
Obnrapckm
Agpec Ha JoKymeHTauumsiTa 3a obuiecTBeHaTa nopwbyka: https://app.eop.bg/today/589498
Ad hoc kaHan 3a KOMyHuKauuA:
HanmeHnosaHwne: LAVC EOT

5.1.12. YcnoBusA 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBus 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3aabimKUTENHO
Appec 3a nogasaHe: https://app.eop.bg/today/589498
E3nuu, Ha kouTo moraT ga ce nogasaT opepTn uUnu 3asBrieHns 3a yvyactme: Gbnrapcku
EnekTpoHeH kaTanor: PaspeLueHo
M3nckBa ce yCbBBbPLUEHCTBAH UNN KBaNnnMuUUUpaH enekTpoHeH Nognuc nnu nevar (CbrnacHo
onpegeneHundata B PernameHT (EC) Ne 910/2014)
BapuaHTtu: 3abpaHeHo
KpaeH cpok 3a nonydasaHe Ha odepTun: 13/07/2026 23:59:59 (UTC+03:00)
N3TOYHOEBPOIENCKO NATHO Bpeme
MpoabmKMTENHOCT, Npe3 KOATO odepTaTta TpsibBa Aa octaHe BanuaHa: 6 Meceuun
MHdopmauma 3a obwecTtBeHaTa nopbykKa:
[aTta Ha oTBapsHe: 14/07/2026 13:00:00 (UTC+03:00) n3to4HoeBpONEencKo NsTHO Bpeme
MscTo: B cuctemara
YcnoBusa Ha goroBopa:
M3nbnHeHneTo Ha goroBopa TpsibBa Aa ce u3BbpLUBa B pamMKUTE Ha Nporpamu 3a Cb3gaBaHe
Ha 3awuTeHn paboTHn mecTa: He
EnekTpoHHO dhakTypupaHe: PaspelueHo
LLle ce nsnonasa enekTpoHHO NOpbYBaHE: HE
LLle ce nsnonssa enekTpoHHO NnawaHe: He

5.1.15. TexHuku
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PamkoBo cnopa3ymeHue:

Hsma pamkoBO cnopasymeHue

MHdopmauma 3a aMHaMnyHaTa cuctema 3a NoKynKu:
Hama gMHammyHa cuctema 3a noKymnku

5.1.16. [donbnHuTenHa nHcpopmauus, Meguauua v npepasrnexnaHe (obxansaHe)
OpraHnsaums, oTroBapsiLia 3a npepasrnexgaHeTo (obxansaHeTo): Komvcua 3a 3awimra Ha
KOHKypeHuunaTa
NHdopmauusa 3a kpanHUTe cpokoBe 3a npepasrnexagaHe: CbvrnacHo yun. 197, an. 1, 1. 1 ot
3akoHa 3a obwecTtBeHuTe nopbykm (30rM1) XKanba moxe aa ce nogasa npea K3K B 10-aHeBeH
CPOK OT M3TMYaHeTo Ha cpoka no 4n. 100, an. 3 - cpeLly peLlleHMeTo 3a OTKpUBaHe Ha
npoueayparta u/vnu peleHmeTo 3a ogobpsiBaHe Ha NPOMEHU B ycrioBusiTa no obsseHaTta
npoueaypa.
OpraHusauums, KOATO NpeaocTaBs AOMbIHUTENHA MHOPMaUUA 3a NpoueaypaTta 3a BbanaraHe
: CNEUMATTMBNPAHA BOJTHULA 3A AKTUBHO JIEMEHWE MO OHKOJTIOMMA"CBETU
MNHA" EOOL
OpraHnsaums, KOSTo NpefocTaBs AOCTbMN A0 AOKYMEHTauuaTa 3a nopbykaTa 6e3 Bpb3ka C
nHtepHet: CNEUMNATIMSVUPAHA BOJIHUNLA 3A AKTUBHO JIEMYEHUME MO OHKONOI A"
CBETU MMHA" EOO[
OpraHusauums, npegocTtassia noseye nHopmaLmsa 3a npouenypurte 3a npernes (obxansaHe)
: Komncusa 3a 3awimra Ha KOHKypeHumnaTa
OpraHusaums, KosaTo nony4vasa 3assrieHusaTa 3a yyactme: CINELNAJTTM3UPAHA BOJIHULA
3A AKTMBHO JIEMEHUME MO OHKONOIMN'MA"CBETU MUHA" EOOL
OpraHunszauums, kosito obpabotea odeptute: CMNELUMNATNTNM3NPAHA BOJTHULUA 3A AKTUBHO
JIEYEHME MO OHKONOIMNMA"CBETU MUHA" EOOL

5.1. O6Gocob6eHa no3unuusa: LOT-0002
3arnaswe: Avapritinib
Onucanwue: MNpegmeT Ha o6ocobeHa no3uuma Ne 2 "Avapritinib" e gocTaBka Ha nekapcTBeH
NpoaykT ¢ aHaTomo-TepaneBTuyeH kog /ATC-kon/ LO1EX18, MexayHapogHO HenaTeHTHO
HanmeHoBaHue /INN/ Avapritinib, JlekapctBeHa opma Film-coated tablet, konnyectso
aKTMBHO BELLECTBO.
BbTpelweH ngeHtudunkatop: 589501

5.1.1. Uen
EctecTtBO Ha nopbykaTta: [JocTaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU
BapuaHTu:
Onucanune Ha onuuuTe: 1.1. KpaHUST CPOK 3a U3MbIHEHE MOXE Aa ce NPOoabIKM (NOLHOBK)
00 CKIoYBaHe Ha HOB JOroBOp MO NpOBeAEHa crieABalla npoleaypa 3a Bb3naraHe Ha
obulecTBeHa Nopbyka CbC CbLUMsA NpeaMeT Bb3 OCHOBA Ha €AHOCTPAHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3NOXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTo B TO3M
crnyyam mecevHuTe A0CTaBKM (NpeaMeT Ha Jorosopa), Lwe ca Ha 6a3a U B CbOTBETCTBUE CbC
cpeaHo meceyveH 06em Ha M3NbIHEHNE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KONTO e HanpaBeHO yabIKaBaHETO/MOAHOBABAHETO. YOb/KaBaHETO Ha CpoKa
Ha goroBopa (MoAHOBsIBAHETO e cbobpaseHo ¢ uanckeaHmata Ha yn. 21, an. 1 ot 30Mwn e
npeasnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cniyyan ye oo
N3TU4YaHe Ha CpoKa Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa No3nLUMs e Hanuue
HeunspasxoaBaH (PMHaAHCOB PeCcypC MO HEro U Bb3NOXUTENAT HE € CKIYUI Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, BL3NMOXUTENAT CU 3anas3ea NpaBoOTO Ha
,LOMUMA 3a yabikaBaHe Cpoka Ha JoroBopa“, KaTo yab/MKM CpOKa Ha A0rosopa C NpaBoTo Aa
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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. lNopg ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT UMa npeasug,
pasnukaTa Mexay MakCuManHo JonycTumaTa CTOMHOCT Ha 4OroBopa W n3pasxoaBaHuTe
dmMHaHCOBM cpeacTBa Mo Aorosopa. Bb3noxutenar Moxe ga peanusnpa npasoTo CU Ha
,LOMUMA 3a yabmkaBaHe Cpoka Ha JoroBopa“ 4o n3TnyaHe Cpoka Ha AoroBopa 3a BbanaraHe
N3NbIHEHNETO Ha obLecTBeHaTa nopbyka. OnumaTa ce peanuampa Ypes CKYBaHeTo Ha
AOMbITHUTENHO CropasyMeHue npu ycnosusaTa Ha yn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. MsacTo Ha U3nNbJIHEHUe
MoweHckn agpec: yn. Bacun Jlesckn Ne 62
'paa: rpag bnaroesrpag
MoweHckn kop: 2700
AOMUHUCTpaTUBHO-TEpUTOpPUanHa eguHuua Ha abpxxasata (NUTS): bnaroesrpaa (BG413)
ObpxaBa: bbvnrapua

5.1.3. OyakBaHa NpoABLIMKUTENTHOCT
Cpok: 24 Meceuum

5.1.4. TopHoBsiBaHe
MakcumaneH 6pon nogHoBABaHUS: 2
Opyra nidopmauus 3a nogHossaBaHus: 1.1. KpanHUAT CpokK 3a N3MbIHEHNE MOXe Aa ce
npoabIKM (NOLHOBKU) OO0 CKOYBaHE Ha HOB JOroBOP MO NPOBeAEHa crieaBalla npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMA NpeaMeT Bb3 OCHOBA Ha €4HOCTPaHHO
NMMCMEHO yBEeJOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3U CriyYyan MeceyHuTe A4O0CTaBku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBEeTCTBUE
CbC CcpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO JOroBopa UM Cbpa3MepHO Ha
YyacTTa OT Mecela, 3a KOUTO € HanpaBeHo yabIhkaBaHETO/NOAHOBABAHETO. Yab/KaBaHEeTO Ha
CpoOKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3nMckBaHmaTa Ha un. 21, an. 1 ot 30T
N e NnpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cniyyan ye
00 U3TU4aHe Ha Cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3nLMs € Hanuue
HenspasxoaBaH PMHAHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3MOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha AoroBopa“, kaTo yabIKM Cpoka Ha A0oroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBA OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepneaHe Ha (hbMHaHCOBUSA pPecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTa Mexay MakcumarnHo JonycTuMaTta CTOMHOCT Ha AOroBopa M U3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bbanoxmntenat moxe aa peanuampa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIHEHNETO Ha obLecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHEeTo Ha
OONBbIHUTENHO cnopasymMeHune npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. CromHocT
MporHo3Ha cTonHocT, 6e3 ga ce sBkntousa A0C: 395 333,21 EUR

5.1.6. OO6wa nHcpopmauusn
ToBa e noBTapsiwa ce obLiecTBeHa Nnopbyka
Onucanwne: HactosilwaTa obLiecTBeHa nopbyka ce OTKpMBa U Bb3rnara nepuoanydHo, ¢ ornea
notpebHocTMTe Ha Ne4yebHOTO 3aBedeHME OT AOCTaBKa Ha NekapCTBEHN NPOOYKTMU.
3anaseHo y4yacTtue:
YyacTneTo He e 3anaseHo.
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lMpoekT 3a Bb3naraHe Ha obLecTBeHa Nopbyka, KOMTO He e UHaHcKMpaH cbe cpeacTtea oT EC
MopbykaTa nonaga B NPUIIOXKHOTO none Ha Cnopa3yMeHneTo 3a AbpXaBHuTe nopbyku (CAOMM)
I He

JonbnHutenHa nHgopmaumsa: 1. Bb3noxutensaTt nva npaBo npy Heo6XoaMMOCT € ornes,
peanHuTe cn NoTpebHOCTM Aa NPOMEHS eQHOCTPaHHO NPOrHo3HUTE /nnaHmpaHuTe/
KonuyecTtBa no OTAEeNHMTE NeKapCTBEHM NMPOAYKTM OT cneumdukaumaTa, Kato uma npaso ga
3asBM A4OCTaBKa Ha No-rofieMmn KonmyecTsa NpoaykTn oT eaHa unm noseyve o60cobeHn
no3nuun B pamMKuTe Ha JoroBopeHaTa cTomHocT. 2. OdepupaHaTa LieHa 3a ornakoBka Ha
neKkapCcTBEHUS MPOAYKT € (PpuKcupaHa n He Noasexn Ha NpoMsiHa 3a Cpoka Ha AeWCTBME Ha
poroopa. o nsknyeHme goroBopeHara LieHa MoXe Aa ce M3MEHSI BbB Bpb3Kka C MPOMEHN B
HOopMaTMBHUTE pasnopendun, pecnekTMBHO B Hapeabarta 3a ycnosusaTa, NnpaBunaTa n peaa 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHute npoayktn ot 30.04.2013 r./uam. n
pon. 1B. 6p. 8 oT 24 aHyapu 2017 r. 1 cn./, npaBeLLy HEBb3MOXHO U3MbIIHEHMETO Ha
Aorosopa npu goroBopeHnte ycnosus. 3. [loroBopeHaTta LieHa MOXe Aa ce U3BMEHUN N Ha
ocHoBaHue 4. 117a ot 30l B cny4an Yye ca Hanuue 4oCTaTbyYyHO AaHHU, OT KOUTO Ce
yCTaHOBSIBA HAaNM4MeTo Ha NPUYMHHO-CreACTBEHaTa Bpb3ka Mexay HacTbnmnuTe
WMHNaLMOHHM NpoLecK 1 yBenmyeHaTa CTOMHOCT Ha fleKapCTBEHUTE NPOAYKTU, NoAnexalum
Ha nHgekcauus. 4. B cnyyan, Yye B cpoka Ha AeNUCTBMe Ha A0roBopa Abp)KaBHO perynupaHarta
ueHa B NMpunoxeHne Ne 2 Ha Mo3nTUBHMS NEeKapCTBEH CNNCHK CTaHe No-HUcka oT
aoroBopeHara, M3nbnHUTensaT € ANbXKeH CBOEBPEMEHHO Aa NPOMEHU LieHaTa, Ha KOATo
A0CTaBs fekapcTBeHUTE NPOAYKTU, B CbOTBETCTBME C onpedenieHaTa ueHa B [103nTneHmns
NeKapCTBEH CNUCHK, CYNTAHO OT JaTaTa Ha npomMsiHaTa. B cniyyan, Yye He yBegoMuM
Bba3noxutensa nucmMeHo B 5—gHEBEH CPOK 3a NpoMsiHaTa 1 He NPOMEHM LieHaTa,
Bb3noxutensr we 3annawa 4oCTaBAHUTE NekapCTBEHU NPOAYKTM NO NPOMEHeHaTa LieHa,
CYMTaHO OT AaTtaTta Ha cboTBeTHaTa AKTyanusaumus Ha [1o3nTUBHUSA NeKapCTBEH CNUCHK. 5.
Bb3noxutensaTt nma npaBo B M3BbHPEOHN 0OCTOATENCTBA (3a KOMTO 0BCTOATENCTBA
Bb3MOXUTENAT € MMCMEHO YBELOMEH OT Bb3MOXUTENS), KOUTO BOAAT A0 HEBBH3MOXHOCT
AafeH nekapCcTBEH NPOAYKT, YrOBOPEH C AoroBopa Aa 6bae focTtaBsH (Hanp. cnupaHe oT
NPoOn3BOACTBO; BPEMEHHO OrpaHM4YaBaHe Ha NPOM3BOACTBOTO; CblLIECTBEHO 3abaBsaHe Ha
BHOCa, KOETO He e pe3ynTaTt Ha BUHOBHO W/uUnn HEGPEXHO NOBEAEHUSA Ha CTpaHUTE No
A0roBopa; U3TernsHe oT TbproBckaTa Mpexa u Ap.) Aa 3asBsaBa A0CTaBKa Ha Apyr 3aMecTBaly
nekapCTBEH NPOAYKT, OTroBapsiLL, Ha TEXHNYECKUTE N3NCKBaHWS B [1pUNOXEHNETO KbM
aoroBopa, cbe cbms ATC kog n INN Ha 3amecTBaLmsa nekapcTBeH NPOAYKT, Ha He MNo-
BMCOKa eMHMYHa LeHa OT Ta3n Ha 3aMeCTBaHWs NiekapCTBEH NpoaykKT. B cnyyan, ye
eVH/YHaTa LieHa Ha 3aMeCcTBalLMA NnekapCcTBEH NPOAYKT € No-BMCoKa OT AOoroBopeHarta no
AO0roBoOp, Bb3NOXUTENAT MMa NpaBo fa npekpaTn oroBopa 3a obLecTBeHa nopbyka no
OTHOLLEHNE Ha TO3U NPOAYKT 1 Aa NpoBeae npoueaypa Ha gorosapsiHe 6e3 npeasapuTenHoO
obsBneHne no un. 79, an. 1, 1. 4 ot 30TI1. 6. [loroBOpbT MOXe Aa Ce U3MEHU B criyvaunTe,
Korato B CpOKa Ha AeNcTBue Ha JOoroBopa, ce Cry4v Npou3BoaUTENAT, MOCOYEH OT
N3NbAHUTENSA NO AOroBopa, Aa NPOMEHW NpeanaraHuTe pasdacoBku (bpon B onakoBka), 1 €
Hanuue npeanioXkeHne oT N3NbIIHUTENS 3a AOCTaBKka HA MeaukaMeHTa B pasfnnyHa
pasdacoBka, HO Npu 3ana3BaHe Ha YroBOPEHUTE LieHa 1 YCroBUs, NpeanoXxeHa B ogeprara,
C KOSITO YYaCTHUKBLT € KflacupaH Ha MbpBO MSACTO.

5.1.7. CrpaTermyeckm obecTBeHN NOPBUKHN
Llen Ha cTpaTernyeckuTe obLiecTBeHN Nopbyku: Hama cTpaTernyecka obLiecTseHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepumm 3a ekonorocbobpasHu
o6LLEeCTBEHN NOPBYKM

5.1.8. KpuTtepuu 3a goctbnHoCT
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BkrnitoueHun ca Kputepumn 3a OCTbMHOCTTA 3a JNimuaTta C yBpexXgaHusa

5.1.9. KpuTtepun 3a nogbop
N3TOYHULM Ha KpuTepumn 3a n3dop: YBegomneHue
Kputepun: Pernctpauusi B CboTBETEH NpodecrnoHaneH permctbp
OnucaHune Ha kputepua 3a noabop: YyacTHuumTe B obLiecTBeHaTa nopbyka Tpsibea ga
npuTexasaT paspeLleHne 3a NpoM3BOACTBO, U3A4aAeHO NOo peda Ha 3akoHa 3a NekapCcTBeHUTe
NpoAyKTu B XymaHHata meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBusA Ha egpo C NekapCTBEHN NPOAYKTU UM yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha eapo € nekapcTBeHn nNpoayktu (crnyqante no yn. 195, an. 1 n an. 2 ot 3/1MXM), unu
paspeLlueHne 3a BHOC (cnydauTe no yn. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JMTMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C MOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbriBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOI1, kaTo ce nocoyBa: HOMep 1 JaTa Ha u3gaBaHe
Ha paspeLueHVeTo 3a NPon3BOACTBO, M3gaaeHo no pega Ha 3J1MXM unu 3a Tbproeusi Ha egpo
C NnekapCTBEHW NPOAYKTU U Ha yOOCTOBEPEHMETO 3a perucTpauuns 3a TbproBus Ha eapo C
nekapcTBeHU NPoayKTU, NN Ha pa3peLleHneTo 3a BHoc. [loka3BaHe: Ha ocHoBaHwue un. 67,
an.5unun. 112, an. 1, 1. 2 ot 30l AOKYMEHTBLT, KOWTO Ce NpeacTaBst OT y4aCTHUKA
onpegeneH 3a U3nbnHuTen, npeau ga 6bae cknioYeH JOroBop My Npu NouckBaHe B XoA4a Ha
npouenypara e: 3aBepeHoO Konve Ha BanvaHo paspeLleHne 3a Npon3BoACTBO, U34aaeHo no
pena Ha 3J1MXM vnu 3a TbproBusa Ha efpo C ekapcTBeHU NPOaYKTN UNN yaOCTOBEPEHME 3a
pernctpaums 3a TbproBus Ha egpo C nekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noxuTenaT He n3MckBa 3aBepeHo Konne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOoCTOBEpPSABALL, NPaBOTO 3@ TbProBUSA C fIeKapCTBEHM MPOAYKTU UNKN pa3speLueHne 3a
NpOV3BOACTBO UMM BHOC, KOrato MMa AO0CTbN MO cnyxebeH NbT unu Ypes nybnuyeH perncrsp,
UK KoraTo cbluMTe MoraT ga 6baaT ocurypeHn ypes npsk n 6esnnateH JocTsbn Ao
HaumoHanHuTe 6a3n JaHHW Ha ObpXaBUTE YNEHKN.

Kputepun: Peructpauusa B CbOTBETEH NMPOJECHOHArNeH perncTbp

OnucaHune Ha kpuTepua 3a nogbop: YyacTHuMuuTe B obLecTBeHaTa nopbyka Tpsbea aa
nputexxasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BewecTBa u npekypcopute (3KHBIT), koraTo y4acTBaT 3a JOCTaBKa Ha NeKapCTBEHM
NPOAYKTU, CbAbpXKaLLM HAPKOTUYHU BeLecTBa OT npunoxeHna Ne 2 n Ne 3 kem un. 3, 7. 2 n T.
3 o1 Hapegbarta 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHuTe No3nLMK, CbabpXaLly NekapCTBEHU NPOAYKTU, CbAbpXaLuu
HapKoTu4HM BewecTBa oT NpunoxerHns Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbara 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KpUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, 6ykea A"
ot eEE[JOI, kaTo ce nocoyBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha NMUEeH3UATa, u3gageHa no
pena Ha 3KHBIT 3a nekapcTBeHn NpoayKTH, CbAbpPXKaLLM HAPKOTUYHWN BELLEeCTBa OT
npunoxexust Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa 1
BellecTBaTa KaTo HapkoTu4HW. [JokasBaHe: Ha ocHoBaHue yn. 67, an. Suun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHMKaA onpeaeneH 3a U3NbiHUTEN, Npeau
Aa 6bae CKYeH JOroBop UK Npy NOMCKBAHE B XO4a Ha npoueayparta €: 3aBepeHo Konuve Ha
BanuaHa nuueHsuns, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHM NPOAYKTU, ChabpXaLum
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 n 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapKOTUYHN. Bb3nNoxnMTensT He U3nckea
3aBepeHo Konune Ha NuLeH3nsaTa No NpeaxogHoTo u3pedeHne, korato uma goCTb No
cnyxebeH NbT unn Ypes nybnuyeH perncTbp, Unm KoraTo cblyaTa MOXe Aa 6bae ocurypeHa
ypes nNpsKk n 6eannaTteH AOCTbN 4O HAUWOHaNHUTE 6a3n aHHW Ha AbPXKaBUTE YNEHKW.
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Kputepun: O6w roguweH obopoT

OnucaHune Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIOYMAN (PUHAHCOBW FOOUHN
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pasMep Ha NporHosHaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nanonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 060poT e cbobpasHo BuAa v aena 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 7.4 ot 30Tl. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3nbiiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT U3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHULUM NPeaCTaBAT EKBUBANIEHTHN Ha NOCOYEHNTE JOKYMEHTN CbOBpasHo
3aKoHOaTencTBOTO CHU.

Kputepun: CneundunyeH roguiieH obopoT

OnucaHune Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIYMAN (PUHAHCOBU FOOUHU
YyYaCTHUKbLT crneaBa Aa e peanuanpan MuHumarneH obopoT B cdeparta, nonagaila B obxeata
Ha nopbykaTa — npogaxba Ha nekapcTBEHN NPOAYKTU, M3YNCHEH Ha 6asa roguHnTe
0060poTK, B paaMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odepTa. Npn n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
oboporT B cthepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMTO LLe U3NbIIHABAT. YOocToBepsiBaHe: JlnueTo nnu nuuarta nonsbneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpun
yyacTne Ha obeMHEeHNs, KOUTO He ca PUaANYECKN NLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06eMHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenar
MOXXE Aa U3NCKBa MO BCSKO BPEME Cred OTBapsIHETO Ha odepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heo6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoleaypaTta, @ 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, OBCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKoHO4ATenNcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTy 3a nosede oT efHa
obocobeHa no3nunsl, Bb3noXxntenaTt He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUA 3a
peanuavpaH MmH1UManeH obuy obopoT, pecn. 3a MMHMManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbykaTa 3a Bcsika 0bocobeHa no3numst Aa ce cymmpar.

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHue: OueHsiBaHETO Ha NpeanoXeHnaTa B HacTodwarta obLiecTBeHa Nnopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30I).
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Onucanue: OueHaBaHEeTO Ha NpeanoXeHusaTa B HacTosiLaTta obLecTtBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hah-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHsBaHeTO Ha odepTUTE e ce M3BbpLUBA 3a BCAka 06ocobeHa no3mums
nooTaenHo. AKO y4aCTHUK npeanoxu oblya LeHa, Kosato e no-Hucka c nosedve ot 20 % ot
cpepHaTa CTOMHOCT Ha NnpeanoXeHusaTa Ha OcTaHanuTe ydacTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT Mpu AONYyCHAaTU O OUEHsABaHe eaHa unn Ase opepTu, KOMUCKSATA e
NPUNoXu namckeaHmsaTa Ha un. 72 ot 30TM1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSICTO 0PEpPTH Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MM30Tr1.

5.1.11. [okymeHTauus 3a Bb3naraHe Ha obwecTBeHa NopbykKa
E3nun, Ha KonTto AokymMeHTaumaTa 3a obecTBeHaTa nopbyka € ouumnanHo JOCTbNHA:
6bnrapcku
Afpec Ha JoKyMmeHTauumsiTa 3a obuiecTBeHaTa nopbuyka: https://app.eop.bg/today/589498
Ad hoc kaHan 3a KOMyHMKaUuuA:
HanmeHnosanwne: LAVC EOTI

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBusa 3a nogaBaHe:
EnekTtpoHHO nogasaHe: 3agb/KUTENHO
Appec 3a nogasaHe: https://app.eop.bg/today/589498
E3vun, Ha konto morat fa ce nogasat odepTu Unn 3asiBNeHns 3a yyactue: 6bnrapckm
EnekTpoHeH katanor: PaspelueHo
M3unckBa ce yCbBbPLUEHCTBAH UMK KBanMUuupaH enekTpoHeH Nognuc unm nevart (CbrinacHo
onpegenexusta B PernameHTt (EC) Ne 910/2014)
BapunaHnTtu: 3abpaHeHo
KpaeH cpok 3a nony4vasaHe Ha odepTun: 13/07/2026 23:59:59 (UTC+03:00)
N3TOYHOEBPOMNEWNCKO NSATHO BpeEME
MpoabmKUTENHOCT, Npe3 KoATo odepTaTa TpsibBa Aa octaHe BanuaHa: 6 Meceun
MHdopmauma 3a obwecTtBeHaTa nopbykKa:
[aTta Ha oTBapsHe: 14/07/2026 13:00:00 (UTC+03:00) n3to4HOEBpPONENCKO NSATHO Bpeme
MsacTo: B cucrtemata
YcnoBus Ha gorosopa:
M3nbnHeHneTo Ha goroeBopa TpsibBa Aa ce U3BbpLUBA B paMKUTE Ha NporpamMu 3a cb3gaBaHe
Ha 3awwmTeHn paboTHu mecTta: He
EnekTpoHHO dhakTypupaHe: PaspeLueHo
LLle ce n3nonsea enekTpoOHHO NopbYBaHe: He
LLle ce nsnonssa enekTpoHHO NnaLaHe: He

5.1.15. TexHuKun
PamkoBO cnopa3ymeHue:
Hama pamkoBo cnopasymeHue
UHdopmauuma 3a gMHaMM4YHaTa cuctemMma 3a NoKynKu:
Hsma guHammnyHa cuctema 3a noKyrmnku

5.1.16. [AdonbnHuTenHa nHcgpopmauus, Meguauusa v npepasrnexanaHe (odxansaHe)
OpraHusauus, oTroBapsilia 3a npepasrnexgaHeTto (o6xansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuusTa
MHdopmaums 3a KpanHUTe cpokoBe 3a npepasrnexgade: CornacHo un. 197, an. 1, 1.1 ot
3akoHa 3a obuiectBeHnTe nopbukm (30I1) XKanba moxe aa ce nogasa npeq K3K B 10-aHeBeH
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CPOK OT M3Tu4aHeTo Ha cpoka no 4n. 100, an. 3 - cpeluy pelleHneTo 3a OTKpMBaHe Ha
npoueayparta u/vnu pelleHveTo 3a ogobpsiBaHe Ha NPOMEHU B yCrioBusaTa no obsseHarta
npoueaypa.

OpraHusauums, KOATO NpegocTaBs AOMbIHUTENHA MHOPMaLUS 3a npoueaypaTa 3a Bb3naraHe
: CMEUMATINSNPAHA BOJTHULA 3A AKTUBHO JIEYEHUE MO OHKOJIOTMA"CBETH
MWHA" EOO[

OpraHu3auus, KoaTo NpeaocTaBsa AOCTbN A0 JOKYMEHTauusaTa 3a nopbykaTta 6e3 Bpb3ka C
nHtepHet: CNEUNANM3NPAHA BONMHNLUA 3A AKTUBHO NEYEHME MO OHKONOInNA"
CBETU MUHA" EOQO[

OpraHnsaums, npegocTassila noseye MHopMaums 3a npouenypute 3a npernes (obxansaHe)
: Komucmsa 3a 3awwmra Ha KOHKypeHumaTa

OpraHusauums, KoaTo nosyyasa 3aseneHusTa 3a yvactme: CIMEUNANTM3NPAHA BOJTHNLA
3A AKTUBHO JIEYEHWME MO OHKONOIMA"CBETU MUHA" EOO[,

OpraHusauus, koato obpaboTtea odpeptute: CMELUNAITM3NPAHA BOJNTHNUA 3A AKTUBHO
NEYEHWE MO OHKONOIMMA"CBETU MUHA" EOO[

5.1. O6ocobeHa no3uuyua: LOT-0003
3arnasue: Ripretinib
Onucanue: MNpegmeT Ha o6ocobeHa nosumums Ne 3 "Ripretinib" e gocTtaBka Ha nekapcTeeH
NPOAYKT ¢ aHaTomo-TepaneBTnyeH kog /ATC-kog/ LO1EX19, MexayHapoaHO HenaTeHTHO
HanmeHoBaHue /INN/ Ripretinib, JlekapctBeHa dbopma Tablet, kKonn4ecTBo akTMBHO BELLECTBO
50 mg, nporHo3Ho konuyectso 1 080 tabl;
BbTpelweH ngeHtudpunkatop: 589502

5.1.1. Uen
EctecTtBO Ha nopbykarta: [JocTtaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaueBTUYHN NPOAYKTU
BapuaHTu:
Onucanue Ha onumuTe: 1.1. KpaHMAT CPOK 3a M3NbIHEHME MOXeE [a Ce NPoabIKMN (MOLHOBW)
00 CKIoYBaHe Ha HOB JOroBOp MO NpoBeAeHa crieABalla npoleaypa 3a Bb3naraHe Ha
obLlecTBeHa NOpbYKa CbC ChLUMSA NPpeAMeT Bb3 OCHOBA Ha €4HOCTPAHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3MN0OXUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3U
crny4an MeceyHuTe OOCTaBKM (MpeaMeT Ha JoroBopa), e ca Ha 6a3a 1 B CbOTBETCTBUE CbC
cpeaHo meceyveH 06eM Ha U3NbIHEHUE Ha LOCTaBKM NO 4OroBopa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTO/NOAHOBABAHETO. Y AbMKaBaHeTO Ha Cpoka
Ha gorosopa (MoAHOBSIBAHETO e cbobpaseHo ¢ uanckesaHuatTa Ha yn. 21, an. 1 ot 30Mwn e
npeaBuaeHoO 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 HErO U Bb3NOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3faraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CM 3ana3sa nNpaBoTo Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha JoroBopa“, kKaTo yabIKM Cpoka Ha A40oroBopa ¢ NpaBoTo Aa
Bb310XN JONMBISIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepneaHe Ha (pMHaHCOBUSA pecypc NO CbOTBETHUSI OroBOp, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasug,
pasnukaTta Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoABaHuTe
PMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxntenar moxe aa peanuampa npaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ o M3TU4aHe cpoka Ha 40oroBopa 3a Bb3naraHe
N3NbIHEHNETO 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. MsacTo Ha nsnbnHeHue
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MoweHckn agpec: yn. Bacun JleBckn Ne 62

Npag: rpag bnaroesrpag

MoweHckn kop: 2700

AOMUHUCTpaTUBHO-TEpUTOpPManHa eguHuua Ha abpxxasata (NUTS): bnaroesrpag (BG413)
ObpxaBa: bvnrapusa

5.1.3. OuakBaHa NpPoABLIMKUTENTHOCT
Cpok: 24 Meceuu

5.1.4. TopHoBsiBaHe
MakcumaneH 6pon nogHoBABaHUSA: 2
Opyra nidopmauus 3a nogHossaBaHus: 1.1. KpanHUAT CPoK 3a M3NbIHEHNE MOXe Aa ce
npoabIKM (NOQHOBKM) OO0 CKMOYBaHE Ha HOB JOrOBOP MO NPOBeAEHa crieaBalla npoueaypa 3a
Bb3naraHe Ha obLlecTBeHa nopbyka CbC CbLUNA NpeaMeT Bb3 OCHOBA HA €QHOCTPaHHO
NMMCMEHO yBEeOOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3M CnyyYyan MecedHnTe JOCTaBku (MpeamMeT Ha A4oroesopa), e ca Ha 6asa 1 B CbOTBETCTBME
CbC cpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKN NO 4OroBopa UM Cbpa3MepHoO Ha
yacTTa OT MeceLa, 3a KONTO e HanpaBeHo yabmkKaBaHETO/MOAHOBABaAHETO. YabIKaBaHETO Ha
Cpoka Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3nckBaHmaTa Ha un. 21, an. 1 ot 30T
N e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
A0 U3TnU4aHe Ha cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa No3nLMs € Hanuue
HeunspasxoaBaH (PMHAHCOB PEeCypPC MO HEro U Bb3NOXUTENAT HE € CKITKYUI Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUNA 3a yabimkaBaHe Cpoka Ha JoroBopa“, KaTo yab/KM CpOKa Ha A0roBopa C NpaBoTo Aa
Bb3r10XWN AOMNBIIHUTENHM KONMYECTBAa OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykaTa ao
n34yeprneaHe Ha PUHAHCOBMKS Pecypc Mo CbOTBETHUS LOrOBOpP, HO 3a He noBeye oT 12
(aBaHageceT) meceua. lNopg ,HenspasxonBaH UHAHCOB pecypc” Bb3NOXUTENAT MMa npeasug,
pasnukaTa Mexagy MakCuMarnHo JonycTumaTta CTOMHOCT Ha JOroBopa U u3pasxoaBaHuTte
oMHaHCOBM CpeacTBa Nno 4oroBopa. Bbanoxmntenat moxe aa peanuavpa NpaBoTo CU Ha
,LOMUMA 3a yabhkaBaHe Cpoka Ha JoroBopa“ 4o n3TnyaHe cpoka Ha AoroBopa 3a BbarnaraHe
N3NbHEHNETO Ha oblecTBeHaTa nopbyka. OnumaTa ce peanuampa Ypes CKYBaHEeTOo Ha
OOMBbIHUTENHO cnopasymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. CromnHoct
MporHo3Ha cTonHocT, 6e3 ga ce Bkntousa A0C: 220 129,81 EUR

5.1.6. OO6wa nHcpopmauusn
ToBa e noBTapswa ce obecTBeHa Nopbyka
OnucaHnue: HactosiwaTta obLiecTBeHa NopbYka ce OTKpMBa 1 Bbanara nepuoanyHo, ¢ ornes
notTpebHocTUTE Ha Ne4yebHOTO 3aBeeHre OT AOCTaBKa Ha fekapCTBEHW NPOAYKTH.
3anaseHo y4yacTtue:
Y4yacTueTo He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha obLLecTBeHa NopbYka, KOUTO He e bMHaHCcupaH cbe cpeactea ot EC
MNMopbykaTa nonaga B NPUNOXHOTO norie Ha CnopasymeHneTo 3a AbpxaBHuTe nopbyku (CAOM)
: He
JdonbnHuTtenHa nHopmauus: 1. BuanoxutenaT nma npaso npu HEO6XOAMMOCT C ornes
peanHuTe cn NOTpebHOCTM Aa NPOMEHSA eQHOCTPaHHO NPOrHo3HUTE /nnaHmpaxduTe/
KOnmM4ecTBa Mo OTAeNHUTE NneKkapCTBeHU NPOAYKTU OT cneundukaumaTa, Kato uma npaso ga
3asBM JOCTaBKa Ha Nno-rofeMm KonMyecTsa NpoaykTn oT eaHa unv noseyve o60cobeHn
no3nunmM B paMKuTe Ha JoroBopeHaTta ctonHocT. 2. OdepupaHaTta LieHa 3a onakoBka Ha
nekapcTBeHUs NPoAyKT € ouKcupaHa U He NoAasexun Ha NpoMsiHa 3a Cpoka Ha JencTBue Ha
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poroopa. o nsknyeHne goroBopeHarta LeHa MoXe a ce U3MeHS BbB Bpb3Kka C MPOMEHN B
HopMaTMBHUTE pa3nopendbu, pecnekTneHo B Hapenbarta 3a ycnoBusaTa, npasunaTa v pega 3a
perynupaHe n permctpupaHe Ha ueHuTe Ha nekapcreeHute npoayktn ot 30.04.2013 r./uam. n
pon. AB. 6p. 8 oT 24 aHyapu 2017 r. 1 cn./, npaBeLLy HEBb3MOXHO U3NMbIHEHMETO Ha
A0oroBopa npu goroBopeHnte ycnosus. 3. [loroBopeHaTa LeHa MOXe Aa ce U3SMEHU N Ha
ocHoBaHue un. 117a ot 30l B cny4an Yye ca Hanuue 4oCTaTb4YyHO AaHHU, OT KOUTO Ce
YCTaHOBSBA HaNM4MeTo Ha NPUYMHHO-CrieACcTBEeHaTa Bpb3ka Mexay HacTbnunuTe
WMHNALMOHHM NPOLIECU N YBENMYEHaTa CTOMHOCT Ha fleKapCTBEHUTE NPOAYKTU, NOANEeXaLum
Ha nHgekcaums. 4. B cnyvan, 4ye B cpoka Ha AeCTBME Ha JOroBopa Obp)KaBHO perynMpaHarta
ueHa B lNMpunoxeHne Ne 2 Ha Mo3nTUBHMS NeKapCTBEH CNUCHK CTaHe No-HUCKa oT
AoroBopeHarta, M3nbfHUTeNaT e ANbXeH CBOeBPEMEHHO a NPOMEHU LeHaTa, Ha KOATO
AO0CTaBs fnekapcTBEHUTE NPOAYKTU, B CbOTBETCTBME C onpeaenieHaTa ueHa B [103nTnBHmns
neKkapCcTBEH CMUCHK, CYNTAHO OT JaTaTa Ha npomMsiHaTa. B cnyyan, Yye He yBegoMuM
Bb3noxuTens nucmeHo B 5—QHEBEH CPOK 3a NpoMsiHaTa U He NMPOMEHW LieHaTa,
Bb3noxutenar we 3annawa 4oCcTaBAHUTE NekapCTBEHU NPOaYKTU Mo NpOMeHeHaTa LeHa,
CYMTaHO OT JaTtaTta Ha cboTBeTHaTa AkTyanusaums Ha [1o3nTMBHUSA NeKapCTBEH CNUCHK. 5.
Bb3noxutenaTt uma npaeo B M3BbHpPeAHM o6cToATeENCTBA (3a KOMTO obcToATeNncTBa
Bb3MOXKUTENAT € MMCMEHO YBELOMEH OT Bb3MOXUTENS), KOUTO BOAAT 40 HEBBH3MOXHOCT
AadeH NekapcTBEH NPOAYKT, YrOBOPEH € AoroeBopa Aa 6bae AocTtaBsH (Hanp. cnupaHe oT
NPOn3BOACTBO; BPEMEHHO OrpaHMyYaBaHe Ha NPOM3BOACTBOTO; CbLLECTBEHO 3abaBAHE Ha
BHOCA, KOETO HE € pe3ynTaT Ha BUHOBHO M/UNn HEBPEXHO NOBEAEHUSI HA CTPAHUTE MO
AO0roBopa; U3TernsHe oT TbproBckata Mpexa u Ap.) Aa 3asBsaBa AOCTaBKa Ha Apyr 3aMecTBaly
nekapCcTBEH MPOAYKT, OTrOBapsLL, Ha TEXHNYECKUTE N3NCKBaHWS B [1pUNoXeHneTo KbM
aoroBopa, cbe cbms ATC ko n INN Ha 3amecTBaLmsa NekapCcTBEH NPOAYKT, Ha He No-
BMCOKa eJMHMYHa LUeHa OT Ta3n Ha 3aMeCTBaHWs NekapcTBeH NpoaykT. B cnyyan, vye
eVHMYHaTa LieHa Ha 3aMeCTBaLLMA NekapCTBEH NPOAYKT € No-BMCOoKa OT AOroBopeHarta no
AOroBOp, BL3NOXUTENAT MMa NPaBo Aa NpekpaTy 4oroBopa 3a obLiecTBeHa Nopbyka no
OTHOLLEHME Ha TO3M NPOAYKT U Aa npoBefe npoueaypa Ha gorosapsiHe 6e3 npeaBapuTenHo
obsBneHve no yn. 79, an. 1, 1. 4 ot 30I1. 6. [loroBopbT MOXe Aa ce U3MEHU B CriyqauTe,
KoraTto B CpOKa Ha AeNCcTBMe Ha 4OroBopa, Ce Cry4u Npou3BOAUTENAT, MOCOYEH OT
N3NbITHUTENSA NO AOroBOpa, Aa NPOMEHU npeanaraHuTe pasdacoBku (6pon B onakoska), 1 e
Hanuue npeanoXxeHue oT U3NbIIHUTENS 3a AOCTaBKa Ha MeMKaMeHTa B pasnunyHa
pa3dacoBka, HO Npu 3anasBaHe Ha YroBOpPEeHUTE LieHa 1 YCroBus, NpeanoxeHa B oeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSCTO.

5.1.7. Crpaternyecku obLiecTBEHN NOPBYKU
Llen Ha cTpaTernyecknTe obLecTBeHn nopbykn: Hama cTtpaternyecka obLiecTBeHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a ekonorocbobpasHu
obLLEeCTBEHM NOPBYKN

5.1.8. KpuTtepuu 3a 0OCTHLMNHOCT
BkntoyeHn ca kpuTepumn 3a 4OCTBMHOCTTA 3a NuuaTa C yBpexaaHus

5.1.9. KpuTtepuu 3a noabop
N3TouHMLM Ha KpuTepun 3a n3bop: YeegomrieHune
Kputepun: Pernctpauusi B CboTBeTEH NpodecrnoHaneH permctTbp
OnucaHue Ha kpuTepua 3a nogbop: YyacTHUuuTe B obLecTBeHaTa nopbyka Tpsbea aa
npuTexaBaT paspeLleHne 3a NpoM3BOACTBO, U3A4aAEeHO NO peda Ha 3akoHa 3a NekapCTBEHUTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha €4pO C NIEKAPCTBEHM MPOAYKTU UMW YAOCTOBEPEHME 3a pErncTpaums 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
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paspelueHue 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YgocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOl1, kaTo ce nocoyBa: HOMEpP U JaTa Ha u3gaBaHe
Ha paspeLleHMeTo 3a NPon3BOACTBO, u3fgaaeHo no pega Ha 3JIMXM unu 3a Tbproeusi Ha egpo
C NeKkapCTBEHM NPOAYKTU NN HA yOOCTOBEPEHMETO 3@ permcTpauus 3a TbproBus Ha eapo ¢
nekapcTBEHW NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. [lokasBaHe: Ha ocHoBaHue un. 67,
an. 5nun. 112, an. 1, 1. 2 ot 30I 4OKYMEHTBLT, KOUTO Ce NPeAcTaBsa OT ydacTHUKA
onpenerneH 3a n3anbnHuTen, npeaun ga 6bae CKYeH JOroBop UM Npu NOMCKBaHe B Xo4a Ha
npoueaypara e: 3aBepeHo Konve Ha BanuaHo paspelueHne 3a Npon3BOACTBO, M34aAEHO0 Mo
pena Ha 3J1MXM unu 3a TbproBusa Ha eapo C fieKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
perncTpaums 3a TbproBusi Ha e4po C NieKapCTBEHN NPOAYKTU, UMK pa3peLLeHmne 3a BHOC.
Bb3noxunTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHneTo Unn Ha Apyr AOKYMEHT,
yOo0CTOBEpsBALL, NPABOTO 3a TbProBusi C NIEKAPCTBEHM MPOAYKTU UNKN paspeLleHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unum ypes nyonuyeH perncrop,
UK KoraTo cblumMTe MoraT ga 6baaT ocurypeHmn Ypes npsik n 6esnnateH gocTsbn Ao
HaunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.

Kputepun: Peructpauus B CbOTBETEH NMPOdECHOoHarneH permctbp

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

Kputepun: O6w roguweH obopoT

OnwucaHve Ha kpuTepus 3a nogdop: 3a nocnegHUTe TP NPUKIYNIY (PUHAHCOBY FOOUHU
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o60poTn, B pasMep He No-ManbK OT ABYKPATHUSA pa3mep Ha NporHo3HaTta
CTOMHOCT Ha cboTBeTHaTa o6ocobeHa no3nums, 3a KosaTo nogasa odepta. [pu nsnonssaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT e cbobpasHo BUAa v aena ot
nopbyKaTa, KOMTO e n3nbnHABaT. YaoctoBepsasaHe: JluueTto unu nuuata nonbneart yacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 puHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHNs, KOUTO He ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
KpuTepun 3a nogbop ce Aoka3ea OT 06eMHEHNETO Y4aCTHUK, a He OT BCAKO OT nuuaTa,
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BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe npeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMaumaTta, nocoveHa B EE[Ol, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30l. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbiiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 7. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANIEHTHN Ha NOCOYEHNTE JOKYMEHTU CbOBpasHo
3aKoHOaTencTBOTO CMU.

Kputepun: CneundounyeH roguiieH obopoT

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

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepun:
Bua: LleHa
HanmeHoBaHue: OueHsaBaHETO Ha NpeanoXeHusTa B HacTosWwara obecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Onucanue: OueHABaHeTO Ha NpeanoXeHuaTa B HacTosLaTta obLecTtBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka ¢ 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. [dokymeHTauus 3a Bb3naraHe Ha obLiecTBeHa nNopbyKa
E3uum, Ha KonTo JOKyMeHTauumsiTa 3a obLiecTBeHaTa Nopbyka e ouunanHo OCTbIHA:
Obnrapckm
Appec Ha gokyMeHTaumaTta 3a obliectBeHaTa nopbuka: https://app.eop.bg/today/589498
Ad hoc kaHan 3a KOMyHUKaLuA:
HanmeHnosaHwne: LAVC EOT

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBus 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3aabimKUTENHO
Appec 3a nogasaHe: https://app.eop.bg/today/589498
E3nuu, Ha kouTo moraT ga ce nogasaT opepTn Unu 3asBrieHns 3a yvactme: Gbnrapcku
EnekTpoHeH kaTanor: PaspeLueHo
M3nckBa ce yCbBBbPLUEHCTBAH UNN KBaNnUMuUUUpaH enekTpoHeH Nognuc nnu nevar (CbrnacHo
onpegenerHunata B PernameHT (EC) Ne 910/2014)
BapuaHTtu: 3abpaHeHo
KpaeH cpok 3a nony4vasaHe Ha odepTun: 13/07/2026 23:59:59 (UTC+03:00)
N3TOYHOEBPOMNENCKO NATHO BpeMe
MpoabmKMTENHOCT, Npe3 KoATO odepTaTta TpsbBa Aa octaHe BanuaHa: 6 Meceuun
MHdopmaumsna 3a obuwecTBeHaTa nopbukKa:
[aTta Ha oTBapsHe: 14/07/2026 13:00:00 (UTC+03:00) n3to4HoeBpONEnCcKo NsTHO Bpeme
MsacTo: B cucrtemarta
YcnoBua Ha goroBopa:
M3nbnHeHneTo Ha goroBopa TpsibBa Aa ce u3BbpLUBa B pamMKUTE Ha Nporpamu 3a Cb3gaBaHe
Ha 3awuTeHn paboTHn mecTa: He
EnekTpoHHO dhakTypupaHe: PaspelueHo
LLle ce n3nonsea enekTpoOHHO NopbYBaHe: He
LLle ce n3nonsea enekTpoHHO NnawiaHe: He

5.1.15. TexHuKun
PamkoBoO cnopa3ymeHue:
Hsima pamkoBO cnopasymeHune
MHdopmauma 3a aMHaMmnyHaTa cuctema 3a NoKynKu:
Hsama guHammnyHa cuctema 3a nokymnku

5.1.16. [donbnHuTenHa nHcgpopmauus, Meguaumusa v npepasrnexanaHe (obxxansaHe)
OpraHusauus, oTroBapsiwia 3a npepasrnexgaHeto (obxansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuunsaTa
NHdopmauusa 3a kpanHuTe cpokoBe 3a npepasrnexagaHe: CbernacHo yun. 197, an. 1, 1. 1 ot
3akoHa 3a obwecTtBeHnTe nopbukm (30IM1) XKanba moxe aa ce nogasa npeq K3K B 10-aHeBeH
CPOK OT U3TMYaHeTOo Ha cpoka no 4n. 100, an. 3 - cpeLly pelleHneTo 3a OTKpMBaHe Ha
npouenyparta n/unu peleHneTo 3a ogodbpsiBaHe Ha NPOMEHU B ycrioBusiTa no obsseHarta
npoueaypa.

OpraHusaums, KOATO NpeaocTaBs AOMbIHUTENHA MHGOPMaUUA 3a NpoueaypaTta 3a BbanaraHe
: CNEUMATTMBNPAHA BOJTHULA 3A AKTUBHO JIEMEHWE MO OHKOJTIOTMA"CBETU
MWHA" EOOJ

OpraHusauums, KOATO NpeaocTaBs AOCTbN A0 JOKYMeHTaumndaTa 3a nopbykaTta 6e3 Bpb3ka ¢
nHtepHet: CMEUMATTIMSNPAHA BOJTHULA 3A AKTUBHO JIEMEHUE MO OHKOJTOMMA"
CBETU MMHA" EOO[
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OpraHusauums, npegocTtassia noseye nHgopmaLmsa 3a npouenypurte 3a npernes (obxansaHe)
: Komucus 3a 3awwmra Ha KOHKypeHumnaTa

OpraHusaums, KosaTo nony4vasa 3assreHusTa 3a yyactme: CINELNAJTTIM3NPAHA BOJIHULA
3A AKTMBHO JIEMEHUME MO OHKONOIMNMA"CBETU MUHA" EOOL

OpraHunszauums, kosito obpabotea odeptute: CMNELUMNANTNM3NPAHA BOJTHULUA 3A AKTUBHO
JIEYEHUME MO OHKONOIMNMA"CBETU MUHA" EOOL,

5.1. O6ocobeHa nosunuus: LOT-0004
3arnasue: "Tremelimumab", konnyectso akTmeHO BeLwlectBo 300 mg/15 ml (20 mg/ml)
Onucanue: MNpegmeT Ha o6ocobeHa nosmums Ne 4 "Tremelimumab”, konn4yecTBO akTUBHO
BewectBo 300 mg/15 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, konnyecTtso
aktneHo BewectBo 300 mg/15 ml (20 mg/ml), nporHo3Ho konnyecTBo 4 flac.
BbTpeweH ngeHtudpunkatop: 589503

5.1.1. Uen
EctecTtBO Ha nopbykarta: [JocTtaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU
BapuaHTu:
Onucanue Ha onumuTe: 1.1. KpaHMAT CPOK 3a M3NbIHEHME MOXeE [a Ce NPoabIKMN (MOLHOBW)
00 CKIoYBaHe Ha HOB 4OroBOp MO NpoBeAeHa criedBalla npoueaypa 3a Bb3naraHe Ha
obLiecTBeHa NOpbYKa CbC ChLUMSA NPpeAMeT Bb3 OCHOBA Ha €4HOCTPAHHO NMUCMEHO
yBeAOMIIEHNE OT CTpaHa Ha Bb3MN0XUTENs, HO HE 3a NoBeYe OT ABa Mecela, KaTto B TO3U
crny4an MeceyHuTe OOCTaBKM (MpeaMeT Ha JoroBopa), Wwe ca Ha 6a3a 1 B CbOTBETCTBUE CbC
cpeaHo meceyveH 06em Ha U3NbNIHEHNE Ha LOCTaBKM NO 4OroBopa UM Cbpa3MepHo Ha YacTTa
OT MeceLa, 3a KOWTO e HanpaBeHo yabimKaBaHeTO/NOAHOBABAHETO. Y AbMKaBaHeTO Ha Cpoka
Ha gorosopa (MoAHOBSIBAHETO e cbobpaseHo ¢ uancksaHuata Ha yn. 21, an. 1 ot 30Mwn e
npeaBuaeHoO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye oo
N3TU4YaHe Ha CpoKa Ha JeNCcTBMe Ha AOroBopa 3a CbOTBETHATa No3nUUs e Hanuvue
HenspasxoaBaH (PMHaHCOB PeCypPC MO HETO U Bb3NOXUTENST He € CKNoYMn Apyr AOroBop 3a
Bb3faraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CM 3ana3sa npaBoTo Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kKaTo yabIKU CpoKa Ha A4oroBopa ¢ NpaBoTo Aa
Bb310XWN JOMNBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NpeaMeT Ha nopbykata ao
n3yepneaHe Ha (pMHaHCOBUSA pecypc NO CbOTBETHUSI 4OroBOpP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasug,
pasnukaTta Mexay MakcumarHo JonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoaBaHuTe
PMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxutenat moxe aa peanuampa npaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aorosopa“ o M3TU4aHe cpoka Ha AoroBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obuecTBeHaTa nopbyka. OnundaTa ce peanuampa Ypes CKYBaHEeTo Ha
AOMBbNHUTENHO cnopa3ymMeHune npu ycrnosusaTa Ha yvn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. MsacTo Ha U3NbfIHEHUe
MoweHckn agpec: yn. Bacun Jlesckn Ne 62
Npag: rpag bnaroesrpag
MoweHckn kopa: 2700
AOMUHUCTpaTUBHO-TEpUTOPManHa eguHuua Ha abpxasata (NUTS): bnaroesrpag (BG413)
ObpxaBa: bvnrapusa

5.1.3. OuakBaHa NpPoOABLIMKUTENTHOCT
Cpok: 24 Meceuu
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5.1.4. TopHoBsiBaHe
MakcumaneH 6pon nogHoBABaHUS: 2
Opyra nidopmauus 3a nogHossaBaHus: 1.1. KpaHUAT CpoK 3a M3MbIAHEHNE MOXe Aa ce
npoabIKM (NOLHOBKU) OO0 CKMOYBaHE Ha HOB JOrOBOP MO NPOBeAEHa crieaBalla npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMA NpeaMeT Bb3 OCHOBA HA €4HOCTPaHHO
NMMCMEHO yBEeJOMIEHNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa Mecela, KaTto B
TO3U CriyYyan MeceyHuTe A0CTaBku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBETCTBUE
CbC CpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO JOroBopa UM Cbpa3MepHO Ha
YyacTTa OT Mecela, 3a KOUTO € HanpaBeHo yabIhkaBaHETO/NOAHOBABAHETO. Yab/KaBaHETO Ha
CpoOKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3mckBaHmaTa Ha dn. 21, an. 1 ot 30T
1 e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cniyyan ye
00 U3TU4aHe Ha Cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3nLMs € Hanuue
HenspasxoaBaH PMHaHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNoYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBKkuTe, NpeaMeT Ha A0roBopa, BL3NOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha AoroBopa“, kaTo yabJKM Cpoka Ha AoroBopa ¢ NpaBoTo Aa
Bb310XWN LOMNBIIHUTENHM KONMYECTBA OT fIEKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepneaHe Ha hMHaHCOBUSA pPecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasus,
pasnukaTa Mexay MakcumarHo gonycTuMaTta CTOMHOCT Ha AOroBopa M n3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OroBopa. Bbanoxmntenat moxe aa peanuavpa NnpaBoTo CU Ha
,LOMUMSA 3a yabIhkaBaHe Cpoka Ha Aorosopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbHEHNETO Ha obuiecTBeHaTa nopbyka. Onumarta ce peanuampa Ypes CKYBaHeTo Ha
OONBIHUTENHO cnopasymMeHue npu ycrnosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. CtomHocT
MporHo3Ha cTonHocT, 6e3 ga ce Bkntousa AC: 48 020,43 EUR

5.1.6. OO6wa nHcpopmauusn
ToBa e noBTapsiwa ce obLiecTBeHa Nnopbyka
Onucanwne: HactosiwaTa obLliecTBeHa nopbyka ce OTKpMBa U Bb3nara nepuoanyHo, ¢ ornea
notpebHocTMTe Ha Ne4yebHOTO 3aBedeHME OT AOCTaBKa Ha NekapCTBEHN NPOOYKTMU.
3anaseHo y4yacTtue:
YyacTmeTo He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha obLLecTBeEHa Nopbyka, KOMTO HE € hnHaHcupaH cbe cpeacTtea ot EC
MopbykaTa nonaga B NpUoXHOTO none Ha CnopasyMeHMeTo 3a AbpXaBHUTE nopbykm (CLM)
. He
JonbnHutenHa nHgopmaums: 1. Bb3anoxutensaTt nva npaBo npyu Heo6xoaMMocCT € ornep
peanHuTe cn NOoTpebHOCTMN Aa NPOMEHS €QHOCTPAHHO NPOrHO3HUTE /MNaHupaHnTe/
Konu4yecTBa no OoTAeNHMTE NeKapCTBEHM NPOAYKTU OT cneumdurkaumaTa, Kato nma npaso ga
3asiBU JOCTaBKa Ha No-rofieMu KonmyecTBa NPoayKT OT egHa unu noseve ob6ocobeHun
no3nuun B pamMKuTe Ha goroBopeHaTa cTomHocT. 2. OdepupaHaTa LeHa 3a onakoBka Ha
neKkapCTBEHUS MPOAYKT € (huKcupaHa u He Noasexn Ha NpoMsiHa 3a CpoKa Ha AeWCTBUE Ha
poroopa. Mo nsknyeHme goroBopeHara LieHa MoXe Aa ce M3MEHsI BbB Bpb3ka C MPOMEHN B
HopMaTMBHUTE pa3nopendbu, pecnekTnBHo B Hapenbarta 3a ycnosusTa, npasunaTa v pega 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHnte npoayktn ot 30.04.2013 r./uam. n
pon. [1B. 6p. 8 o1 24 aHyapun 2017 r. u cn./, npaBeLwm HEBb3MOXHO U3MbITHEHMETO Ha
Aorosopa npu goroBopeHnte ycnosus. 3. [loroBopeHaTta LieHa MOXe Aa Ce U3BMEHUN N Ha
ocHoBaHue un. 117a ot 30l B cny4an Yye ca Hanuue 4oCTaTbyYyHO AaHHU, OT KOUTO Ce
yCTaHOBSIBA HAaNM4mMeTo Ha NPUYMHHO-CNeACTBEHATa Bpb3ka Mexay HacTbnunuTe
WMHALMOHHM NpoLecH 1 yBenmyeHaTa CTOMHOCT Ha fiekapCTBEHUTE NPOAYKTU, NOANeXalum
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Ha nHgekcaums. 4. B cnyvan, Yye B cpoka Ha AeCTBME Ha JOroBopa Obp)KaBHO perynMpaHarta
ueHa B lNpunoxeHve Ne 2 Ha Mo3nTUBHMS NeKapCTBEH CMUCHK CTaHe No-HUCKa oT
poroBopeHaTta, N3nbnHUTensaT € onbXeH CBOEBPEMEHHO 4a NPOMEHN LieHaTa, Ha KOSTO
[OCTaB4A flekapCTBEeHUTE NPOaYKTU, B CbOTBETCTBUE C onpegerieHarta ueHa B [Mo3nTUBHUS
neKkapCcTBEH CNUCHK, CYNTAHO OT JaTaTa Ha npomMsiHaTa. B cnyyan, Yye He yBeoMM
Bbanoxutena nucmMeHo B 5—gHEBEH CPOK 3a NpoMsHaTa 1 He NPOMEHU LieHaTa,
Bb3noxutenar we 3annawa 4oCcTaBAHUTE NekapCTBEHU NPOaYKTU Mo NPpOMeHeHaTa LeHa,
CUMTaHO OT JaTaTa Ha cboTBeTHaTa AkTyanusaumsa Ha [No3UTUBHNA flekapCTBEH CMUCHK. 5.
Bb3noxutenaTt uma npaeo B N3BbHPEeAHM 06CTOATENCTBA (3a KOUTO 06CcToATENCTBA
Bb3MOXUTENAT € NMCMEHO YBELOMEH OT Bb3MOXUTENS), KOUTO BOAAT 40 HEBBH3MOXHOCT
AafeH NekapcTBEH NPOAYKT, YrOBOPEH € AoroeBopa Aa 6bae AocTaBsH (Hanp. cnupaHe oT
NPOn3BOACTBO; BPEMEHHO OrpaHMyYaBaHe Ha NPOM3BOACTBOTO; CbLLIECTBEHO 3abaBsAHE Ha
BHOCA, KOETO HE € pe3ynTaT Ha BUHOBHO M/ HEBPEXHO NOBEAEHUSI HA CTPAHUTE MO
AO0roBopa; N3TernsHe oT TbproBckaTa Mpexa u Ap.) Aa 3asBsaBa AOCTaBka Ha Apyr 3aMecTBaly
nekapCcTBEH MPOAYKT, OTrOBapsLL, Ha TEXHNYECKUTE N3NCKBaHWS B [1pUNOXeHNeTo KbM
aoroBopa, cbe cbms ATC kog n INN Ha 3amecTBaLma NekapcTBEH NPOAYKT, Ha He No-
BUCOKa eJMHMNYHA LUeHa OT Ta3n Ha 3aMeCTBaHWs NekapcTBeH NpoaykT. B cnyyan, vye
eONHNYHaTa LieHa Ha 3amMecTBaLlus flekapcTBEH NPOLYKT € No-BUCOKa OT JOoroBopeHaTa no
AOroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn oroBopa 3a oblecTseHa nopbyka no
OTHOLLEHME Ha TO3M NPOAYKT U Aa npoBefe npoueaypa Ha goroBapsiHe 6e3 npeaBapuTenHo
obsBneHve no yn. 79, an. 1, 1. 4 ot 30I1. 6. [loroBopbT MOXe fa ce U3MEHU B CriyqauTe,
KoraTo B CpoKa Ha eNCTBMe Ha JOroBopa, ce Crnyyu npons3BoguTEeNAT, MOCOYEH OT
N3NbIHUTENSA NO AOroBOpa, Aa NPOMEHU npeanaraHuTe pasdacoBku (6pon B onakoska), 1 e
Hanuue npegsiokeHne oT U3NbIIHUTENS 3a A0CTaBKa Ha MeaukaMeHTa B pasfnnyHa
pasdacoBka, HO Npu 3anasBaHe Ha YroBOpPEeHUTE LieHa 1 YCroBUs, NpeanoxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KflacupaH Ha MbpBO MSCTO.

5.1.7. Crpaternyecku obLiecTBEHU NOPBYKU
Llen Ha cTpaTernyecknTe obLecTBeHn nopbykn: Hama ctpaternyecka obLiecTBeHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a ekonorocbobpasHu
obLLEeCTBEHM NOPBYKN

5.1.8. KpuTtepum 3a 0OCTHLNHOCT
BkntoyeHn ca kpuTepumn 3a 4OCTBMHOCTTA 3a NuuaTa ¢ yBpexaaHus

5.1.9. KpuTtepuu 3a noabop
N3TOYHULM Ha KpuTepumn 3a n3dop: YBegomneHue
Kputepun: Pernctpauusi B CboTBeTEH NpodecrnoHaneH permctTbp
OnucaHue Ha kpuTepua 3a nogbdop: YyacTHUuuTe B obLecTBeHaTa nopbyka Tpsabea aa
npuTexaBaT paspeLleHne 3a NpoM3BOACTBO, U3A4aAEHO NO peda Ha 3akoHa 3a NekapCTBEHUTE
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha €4pO C NIEKAPCTBEHM MPOAYKTU UMW YAOCTOBEPEHME 3a pErMcTpaums 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
nonbrniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOI1, kaTo ce nocoyBa: HOMEpP U JaTa Ha u3gaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3J1MXM vnu 3a TbproBus Ha egpo
C NeKkapCTBEHM NPOAYKTU NN HA yOOCTOBEPEHMETO 3a permcTpauus 3a TbproBus Ha eapo ¢
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
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npouenypara e: 3aBepeHO Konve Ha BanuaHo paspeLleHme 3a Npon3BoACTBO, U34aaeHo no
pena Ha 3J1MXM unu 3a TbproBusa Ha eapo C fieKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
pernctpaums 3a TbproBusa Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC.
Bb3noxutenar He U3MCKBa 3aBEePEHO KOMMe Ha paspeLLeHneTo Unu Ha apyr JOKYMEHT,
yOocTOBeEpSBaLL, NPaBOTO 3@ TbProBUSA C fIeKapCTBEHM NMPOAYKTU UNKN pa3speLueHne 3a
NPOM3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unum ypes nyonuyeH perncrop,
UK KoraTo cbLlumMTe MoraT ga 6baaT ocurypeHn Ypes npsik n 6esnnateH gocTsbn Ao
HaunoHanHuTe 6a3n gaHHU Ha ObpPXKaBUTE YNEHKN.

Kputepun: Peructpauus B CbOTBETEH NMPOdECHOHarneH permctbp

OnucaHune Ha kpuTepusa 3a nogodop: YyacTHuMumuTe B 0bLecTBeHaTa nopbyka Tpsbea aa
npuTexasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBeHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpusioXkeHns Ne 2 n Ne 3 kem un. 3, 1. 2 n T.
3 o1 Hapepgbarta 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHMN. (Baxu
camo 3a 060cobeHnTe No3nLMK, CbObpXKaLlM NeKkapCTBEHU NPOAYKTU, CbAbpXaLiu
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). YA4OCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, 6ykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha n3gaBaHe Ha NUUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NPoaYKTU, CbabpXKalln HAPKOTUYHU BeLecTBa OT
npunoxexnst 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 4OKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbiHUTEN, 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, CbhabpXaLm
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacudumumpaHe Ha pacTeHusiTa u BellecTBaTa Kato HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konue Ha NuueH3nsTa No NpeaxogHoTo u3pedeHne, Korato uma gocTb No
cnyxebeH NbT unn ypes3 nybnuyeH perncTbp, Unm KoraTo cblaTa MoOXe aa 6bae ocurypeHa
ypes npsk 1 6e3nnaTteH AOCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKMW.

Kputepun: O6w roguweH obopoT

OnucaHune Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIYMAN (PUHAHCOBU FOOUHK
YyYaCTHUKbLT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pa3Mep Ha NporHosHata
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pun nsanonaeaHe
Ha NOAU3NBbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT e cbobpasHo BuAa v aena ot
nopbykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MlkoHoMu4ecko 1 ouHaHcoBo cbeTosHne” oT EEJOTN. Mpu
yyacTtme Ha ob6eanHeHWs, 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 AoKa3Ba UHopMauumaTta, nocoveHa B EE[IOl, koraTto ToBa €
HeobxoanMO 3a 3aKOHOCHOOPAa3HOTO NPOBEXAAHE Ha npoueaypaTta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no 4n. 62, an. 1, 1.3 u/unu 7.4 ot 30l. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBop 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
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C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANIEHTHN Ha NOCOYEHNTE JOKYMEHTU CbOBpasHo
3aKoHOaTencTBOTO CMU.

Kputepun: CneundounyeH roguiieH obopoT

OnucaHune Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIYMAN (PUHAHCOBU FOOUHN
YyYaCTHUKbBT creaBa Aa e peanuanpan MuHumaneH obopoT B cdeparta, nonagaila B obxearta
Ha nopbykaTa — npogaxba Ha nekapCcTBEHN NPOAYKTU, U3YNCHEH Ha B6asa roguHnTe
0060poTK, B pasMmep He No-Manbk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odpepTa. Npu n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
obopoT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbykaTa, KOMUTO LLe U3NbITHABAT. YOoCcToBepsiBaHe: JlnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MikoHomu4ecko n ouHaHcoBo cbeTosHne” oT EEQOTN. Mpun
y4yacTne Ha obegMHEHNs, KOUTO He ca PUaNYECKN NnLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06e4MHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrosusaTa Ha Yn. 67, an. 5 ot 30l1, Bb3noxutenaT
MOXXE da U3MCKBAa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHopMaumaTta, nocoveHa B EE[JOl, koraTto ToBa €
Heo6xoauMO 3a 3aKOHOCBHOOPA3HOTO NPOBEXAaHEe Ha NpoueaypaTta, a UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/vunu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbIIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTESN YY4aCTHUK
C NpeacTaBsAHe Ha JOKYMEHTM No yn. 62, an. 1, 1. 3 u/unu T. 4 ot 30Tl1. YyxgecTtpaHHute
YyYaCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKoHOOATenNCcTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nofdasa odpepTy 3a nosede oT efHa
obocobeHa no3nunsl, Bb3noXxntenaTt He N3NCKBa MOCOYEHUTE MUHUMATHN U3UCKBaHUA 3a
peanuavpaH MmHUManeH obuy obopoT, pecn. 3a MMHMManeH o6opoT B cpepaTta, nonagalla B
obxBaTa Ha nopbykaTa 3a Bcsika 0bocobeHa no3unumst Aa ce cymmpar.

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHue: OueHsaBaHETO Ha NpeanoXeHusTa B HacTosiWwarta obLecTBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPMUS 3a Bb3naraHe ,Hanu-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Onucanue: OueHaBaHeTo Ha NpeanoXeHuaTa B HacTosLaTta obLecTtBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHsaBaHeTo Ha odepTUTE e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka ¢ noseye ot 20 % ot
cpeaHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe y4acTHULM Npu OonycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT Mpu AONYyCHAaTU O OUEeHsABaHe eaHa nnn Ase ogepTn, KOMUCKSATA e
NPUNoXu namckeaHmsTa 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.

5.1.11. [dokymeHTauus 3a Bb3naraHe Ha obLecTBeHa Nopbyka
E3vun, Ha KonTto AoKkymMeHTaumaTa 3a obiecTBeHaTa nopbyka € opuumnanHo OCTbNHA:
Obnrapcku
Afpec Ha JoKymeHTauumsiTa 3a obuiecTBeHaTa nopwbyka: https://app.eop.bg/today/589498
Ad hoc kaHan 3a KOMyHuKauuA:
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HanmeHosaHue: LIANC EOT

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBusa 3a nogaBaHe:
EnekTtpoHHO nogaBaHe: 3agb/mKUTENHO
Appec 3a nogaBaHe: https://app.eop.bg/today/589498
E3nun, Ha konto morat ga ce nogasat odepTu Unn 3asiBNeHns 3a yyactue: 6bnrapckm
EnekTpoHeH katanor: PaspelueHo
M3unckBa ce yCbBbPLUEHCTBAH UK KBAnNMUUUpaH enekTpoHeH Nognuc unm nevat (CbrinacHo
onpegeneHusta B PernameHTt (EC) Ne 910/2014)
BapunaHTtu: 3abpaHeHo
KpaeH cpok 3a nony4vaBaHe Ha odepTun: 13/07/2026 23:59:59 (UTC+03:00)
N3TOYHOEBPOMNEWNCKO NSATHO BpeEME
MpoAbmMKMTENHOCT, Npe3 KOATO odpepTaTa TpsbBa Aa octaHe BanuaHa: 6 Meceum
MHdopmaumna 3a obuwecTBeHaTa nopbUkKa:
[aTta Ha oTBapsaHe: 14/07/2026 13:00:00 (UTC+03:00) n3to4HOEBPONENCKO NSATHO BpeMe
MsacTo: B cuctemata
YcnoBusa Ha goroBsopa:
M3nbnHeHneTo Ha goroesopa TpsibBa ga ce U3BbpLUBA B paMKUTE Ha NporpamMmu 3a cb3gaBaHe
Ha 3awwmnTeHn paboTHn mecTa: He
EnekTpoHHO hakTypupaHe: PaspelueHo
LLle ce n3nonsea enekTpoOHHO NopbYBaHe: He
LLle ce nsnonssa enekTpoHHO NnaljaHe: He

5.1.15. TexHuKun
PamkoBoO cnopasymeHue:
Hama pamkoBo cnopasymeHune
UHdbopmauua 3a guHaMmMyHaTa cMctemMa 3a NOKYNKU:
Hama gnHammndHa cnctema 3a noKynku

5.1.16. [donbnHuTenHa nHcgpopmauus, Meguauusa u npepasrnexanaHe (ooxansaHe)
OpraHusauus, oTroBapsiia 3a npepasrnexagaHeTto (o6xansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuusaTa
MHdopmaums 3a KpanHUTe cpokoBe 3a npepasrnexgaHe: CornacHo un. 197, an. 1, 1.1 ot
3akoHa 3a obuiectBeHnTe nopbykm (30I1) XKanba moxe aa ce nogasa npeq K3K B 10-aHeBeH
CPOK OT M3TMYaHETOo Ha cpoka no yn. 100, an. 3 - cpeLly peLeHneTo 3a OTKpMBaHe Ha
npoueaypara u/vnu peleHveTo 3a ogobpsiBaHe Ha NPOMEHU B ycrioBusaTa no obsseHarta
npoueaypa.
OpraHusauums, KOATO NpeocTaBs AONbIHUTENHA MHOPMaLUUA 3a npoueaypaTa 3a BbanaraHe
: CNEUMATTIM3NPAHA BONMHULUA 3A AKTUBHO NEYEHME MO OHKOJIOMMA"CBETU
MWHA" EOOJ
OpraHusaumsi, KOATO NpeaocTaBs AOCTbN A0 JOKYMEHTaumusaTa 3a nopbykata 6e3 Bpb3ka ¢
nHtepHet: CMEUMATTMSNPAHA BOJTHHULA 3A AKTUBHO JIEMEHUE MO OHKOJTOMnA"
CBETU MMHA" EOO[J
OpraHnsaums, npegocTassila noseye MHopMaums 3a npouenypure 3a npernes (obxansaHe)
: Komucus 3a 3awmta Ha KOHKypeHumaTa
OpraHusauums, KoaTo nosnyyaea 3aseneHusTa 3a yvactme: CIMEUNAITM3NPAHA BONTHNLA
3A AKTUBHO JIEYMEHKWE MO OHKOJIOM'MA"CBETU MUHA" EOO[
OpraHusauus, koato obpaboTtea odpeptute: CMELUNAITM3NPAHA BONTHNUA 3A AKTUBHO
NIEYEHME MO OHKONOIrMA"CBETU MUHA" EOO[
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5.1. O6ocobeHa no3suuua: LOT-0005
3arnasue: "Tremelimumab", konnyecTBo akTUBHO BellecTBo 25 mg/1.25 ml (20 mg/ml)
Onucanue: MNpegmeT Ha o6ocobeHa nosuums Ne 5 "Tremelimumab”, konn4yecTBo akTMBHO
BewecTBo 25 mg/1.25 ml (20 mg/ml) e gocTaBka Ha NekapcTBEH NPOAYKT C aHaTOMO-
TepaneBTudeH koa /ATC-koa/LO1FX20, MexayHapogHo HenaTeHTHO HanmeHoBaHue /INN/
Tremelimumab, JlekapctBeHa bopma Concentrate for solution for infusion, konuyecTBo
akTuBHO BewecTBo 25 mg/1.25 ml (20 mg/ml), nporHo3Ho konuyecTtso 60 flac.
BbTpeweH ngeHtndunkatop: 589504

5.1.1. Uen
EctecTtBO Ha nopbykaTta: [JocTaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU
BapuaHTu:
Onucanune Ha onuuuTe: 1.1. KpaHUAT CPOK 3a U3MbIHEHE MOXE Aa ce NPOoabIKM (NOLHOBK)
00 CKIoYBaHe Ha HOB JOroBOp MO NpoBeAeHa crieABalla npoleaypa 3a BbanaraHe Ha
obLiecTBeHa NopbYyKa CbC ChLUMA NPeaAMET Bb3 OCHOBA Ha €4HOCTPAHHO NMUCMEHO
yBeAOMIIEHMNE OT CTpaHa Ha Bb3NOXUTENS, HO HE 3a NoBeYe OT ABa MeceLa, KaTo B TO3M
crnyyam mecevyHuTe AOCTaBKM (NpeaMeT Ha Jorosopa), Le ca Ha 6asa U B CbOTBETCTBUE CbC
cpeaHo meceveH 06em Ha M3NbIHEHWE Ha LOCTaBKM MO AOroBOpa UM Cbpa3MepHO Ha YacTTa
OT MeceLa, 3a KONTO e HanpaBeHO yabIKaBaHETO/MOAHOBABAHETO. YOb/KaBaHETO Ha CpoKa
Ha goroBopa (MoAHOBsIBAHETO e cbobpa3seHo ¢ uanckeaHmata Ha yn. 21, an. 1 ot 30Mwn e
npegsnaeHo OT Bb3NOXUTENS B NPOrHO3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye oo
N3TU4YaHe Ha CpoKa Ha JeNCcTBME Ha AOroBopa 3a CbOTBETHATa No3NLUMs e Hanuue
HeunspasxoaBaH (OMHaAHCOB PeCcypC MO HEro U Bb3NOXUTENAT HE € CKIYUI Apyr 4OroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, BL3NMOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMA 3a yabikaBaHe cpoka Ha JoroBopa“, KaTo yab/MKM CpOKa Ha Aorosopa ¢ NpaBoTo Aa
Bb3/10XWN LOMBIIHUTENHM KONMYECTBA OT fIEKapCTBEHUTE NPOAYKTU, NPeaMeT Ha nopbykaTa ao
n34yeprneaHe Ha PUHAHCOBMUS pecypc MO CbOTBETHUSA LOroBOpP, HO 3a He noBeye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasung,
pasnukaTa Mexgy MakCuManHo JonycTumaTta CTOMHOCT Ha JOroBopa U u3pasxoaBaHute
b1MHaHCOBM CpeacTBa No 4OoroBopa. Bb3noxntenat moxe aa peanuavpa NnpaBoTo CU Ha
,LOMUMA 3a yabhkaBaHe Ccpoka Ha JoroBopa“ 4o N3TnyaHe cpoka Ha AoroBopa 3a BbarnaraHe
N3NbHEHNETO Ha obLecTBeHaTa nopbyka. Onumata ce peanuampa Ypes CKYBaHEeTo Ha
OOMBbIHUTENHO cropasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.2. MsacTo Ha n3nbriHeHue
MoweHckn agpec: yn. Bacun Jlesckn Ne 62
"paa: rpag bnaroesrpag
MoweHckm koa: 2700
AOMUHUCTpaTUBHO-TEpUTOpPUanHa eguHuua Ha abpxasata (NUTS): bnaroesrpag (BG413)
Ovpxaea: bvnrapusa

5.1.3. OyakBaHa NpoAbLIMKUTENHOCT
Cpok: 24 Meceuu

5.1.4. MNopHoBsAiBaHe
MakcrmaneH 6pon nogHOBsIBAHUA: 2
Opyra vidopmauus 3a nogHoesaBaHus: 1.1. KpaHUAT CpoK 3a N3NbrHeHNe MoXe Aa ce
NpoAbLIXM (NOAHOBKM) OO CKMNOYBaHE Ha HOB AOroBOp Mo NpoBeAeHa cnejpala npoueaypa 3a
Bb3raraHe Ha obLecTBeHa Nopbyka CbC CbLUMSA NpeaMeT Bb3 OCHOBa Ha eHOCTPaHHO
NMUCMEHO yBeOMINEHNe OT CTpaHa Ha Bb3NOXUTENS, HO He 3a noBeYye OT ABa Meceua, KaTto B
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TO3K CriyYyan MeceyHuTe A4O0CTaBku (NpegMeT Ha Aoroeopa), we ca Ha 6a3a 1 B CboTBETCTBUE
CbC CpeaHO MeceyeH 06eM Ha M3NbiHEHNE Ha AOCTaBKM NO OroBopa UM Cbpa3MepHO Ha
YyacTTa OT MeceLla, 3a KOUTO € HanpaBeHo yabIhkaBaHETO/NOAHOBABAHETO. Yab/KaBaHETO Ha
CpoOKa Ha goroBopa (NogHOBABAHETO € CbobpaseHo ¢ n3mckBaHmaTa Ha dn. 21, an. 1 ot 30T
1 e NpeaBuaeHO OT Bb3NOXUTENS B NPOrHo3HaTa CTOMHOCT Ha nopbykaTta). 1.2. B cnyyan ye
00 U3TU4aHe Ha Cpoka Ha JeNCTBME Ha AOroBopa 3a CbOTBETHATa NO3nLMs € Hanuue
HenspasxoaBaH PMHaAHCOB PECYPC MO HETO U BBb3NOXUTENST HE € CKNYMN Apyr AOroBop 3a
Bb3raraHe Ha JOCTaBkuTe, NpegMeT Ha A0roBopa, Bb3NOXUTENAT CU 3ana3ea NpaBoOTO Ha
,LOMUMS 3a yabIhkaBaHe Cpoka Ha 4oroBopa“, kaTo yabJKM CpoKa Ha A0roBopa ¢ NpaBoTo Aa
Bb310XWN LOMBIIHUTENHM KONMYECTBA OT fIeKapCTBEHUTE NPOAYKTU, NPeaMET Ha nopbykata ao
n3yepnsaHe Ha (hMHaHCOBUSA pecypc NO CbOTBETHUSI 4OrOBOP, HO 3a He noseye oT 12
(aBaHageceT) meceua. Mo ,HenspasxonBaH PUHAHCOB pecypc” Bb3NOXUTENAT MMa npeasusg,
pasnukaTta Mexay MakcumarHo JornycTuMaTta CTOMHOCT Ha AOroBopa M U3pa3xoABaHuTe
bMHaAHCOBM CpeacTBa No 4OoroBopa. Bb3noxmntenat moxe aa peanuavpa NpaBoTo CU Ha
,OMUMSA 3a yabIhkaBaHe Cpoka Ha Aoroesopa“ 4o M3TU4aHe cpoka Ha A0roBopa 3a Bb3naraHe
N3NbIIHEHNETO Ha obLecTBeHaTa nopbyka. Onumara ce peanuampa Ypes CKYBaHEeTo Ha
AOMBIHUTENHO cropasymMeHune npu ycrosusaTa Ha vn. 116, an. 1, 1. 1 ot 30TI1.

5.1.5. CtomHocT
lMporHosHa cTonHocT, 6e3 ga ce sBkntousa A0C: 60 026,00 EUR

5.1.6. OO6wa nHcpopmauus
ToBa e noBTapsLia ce obwecTBeHa nopbyka
Onuncanwne: HactosilwaTa obLliecTBeHa nopbyka ce OTKpMBa U Bb3nara nepruoanydHo, ¢ ornea
noTpebHocTMTEe Ha Ne4yebHOTO 3aBefeHne OT AOCTaBKa Ha NekapCTBEHU MPOLYKTHU.
3anaseHo y4yacTtue:
Y4yacTtneto He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha 0bLLecTBeEHa Nopbyka, KOMTO HE € hnHaHcupaH cbe cpeacTtea ot EC
MopbykaTa nonaga B NpUIOXHOTO norne Ha CnopasyMeHneTo 3a AbpXaBHuTe nopbyku (CAOMM)
. He
JonbnHuTtenHa nHgopmaums: 1. BbanoxutenaTt uma npaso npyv He0BXoAMMOCT C ornep,
peanHuTe cn NoTpebHOCTMN Aa NPOMEHS] €AHOCTPAHHO NPOrHO3HUTE /MNaHnpaHnTe/
KonunyecTBa No OTAENHUTE NekapCTBEeHN NPOAYKTM OT cneundurkauuaTa, kaTto nma npaeo Aa
3asiBU JOCTaBKa Ha No-rofieMu KonmyecTBa NpoayKTn OoT egHa unu noseve ob6ocobeHun
no3vumm B pamKnTe Ha JoroBopeHaTa CTOMHOCT. 2. OdepupaHaTa LieHa 3a ornakoBka Ha
nekapCTBEHUS MPOAYKT € (huKCupaHa u He Noanexn Ha NpoMsiHa 3a CpoKa Ha AeUCTBUE Ha
porosopa. o n3knoyeHne JoroBopeHarta LeHa MOXe [ia Ce U3MeHS BbB Bpb3Ka C MPOMEHM B
HOopMaTMBHUTE pa3nopendbu, pecnekTnBHo B Hapenbarta 3a ycnosusTa, npasunaTta v pega 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHnte npoayktn ot 30.04.2013 r./uam. n
pon. [1B. 6p. 8 o1 24 aHyapu 2017 r. u cn./, npaBeLwm HEBb3MOXHO U3MbITHEHMETO Ha
Aoroeopa npu goroBopeHute ycnosus. 3. [loroBopeHaTta LieHa MOXe Aia Ce U3MEHMU 1 Ha
ocHoBaHue 4n. 117a ot 30l B cny4an Yye ca Hanuue 4oCTaTbyYyHO AaHHU, OT KOUTO Ce
yCTaHOBSIBA HANMYMeTO Ha NPUYMHHO-CeACTBEHAaTa Bpb3ka Mexay HacTbnunure
WMHALMOHHM NpoLeCcH 1 yBenmnyeHaTa CTOMHOCT Ha fiekapCTBEHUTE NPOAYKTU, NOANeXaLum
Ha nHaekcaums. 4. B cnyyan, 4ye B cpoka Ha AeNCTBUE Ha A0roBopa AbpKaBHO perynupaHarta
ueHa B NMpunoxenne Ne 2 Ha Mo3nTUBHMS NEeKapCTBEH CNUCHK CTaHe No-HUCKa OT
AorosopeHara, M3nbnHUTeNAT e AnbXeH CBOEBPEMEHHO [a NPOMEHN LieHaTa, Ha KOATO
A0CTaBs fekapcTBEHUTE NPOAYKTU, B CbOTBETCTBME C onpeaesieHaTa LeHa B [103nTnBHmns
nekapcTBEH CMMUCHK, CYNTAHO OT AaTata Ha npomsHaTta. B cny4van, 4ye He yBegoMu
Bb3noxuTens nMcmMeHo B 5—HEBEH CPOK 3a NpoMsiHaTa U He NPOMEHN LeHaTa,
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Bb3noxutenar we 3annawa 4ocTaBAHUTE NekapCTBEHN NPOaYKTU Mo NpOMeHeHaTa LeHa,
CYMTaHO OT AaTtaTta Ha cboTBeTHaTa AkTyanusaums Ha [1o3nTuBHUSA NeKapCTBEH CNUCHK. 5.
Bb3noxutenaTt uma npaeo B N3BbHPEeAHM 06CTOATENCTBA (3a KOUTO 06CcTOoATENCTBA
Bb3MIOXUTENAT € NMCMEHO YBELOMEH OT Bb3MOXUTENS), KOUTO BOAAT 40 HEBBH3MOXHOCT
AafeH NekapcTBEH NPOAYKT, YrOBOPEH € Aoroesopa Aa 6bae AocTtaBsH (Hanp. cnupaHe oT
NPOn3BOACTBO; BPEMEHHO OrpaHMyYaBaHe Ha NPOM3BOACTBOTO; CbLLIECTBEHO 3abaBsAHE Ha
BHOCA, KOETO HE € pe3ynTaT Ha BUHOBHO M/ HEBPEXHO NOBEAEHUSI HA CTPAHUTE MO
AO0roBopa; N3TernsHe oT TbproBckaTa Mpexa u Ap.) Aa 3asBsABa AOCTaBka Ha Apyr 3aMecTBaly
nekapCcTBEH MPOAYKT, OTrOBapsiLL, Ha TEXHNYECKUTE N3NCKBaHWS B [1pUNoXeHneTo KbM
aoroBopa, cbe cbms ATC ko u INN Ha 3amecTBaLma NekapCcTBEH NPOAYKT, Ha He No-
BMCOKa eJMHMNYHa LUeHa OT Ta3n Ha 3aMeCTBaHWs NekapcTBeH NpoaykT. B cnyyan, vye
e[VHMYHaTa LieHa Ha 3aMeCTBalLMsA NekapCTBEH NPOAYKT € No-BMCOKa OT AOroBopeHarta no
AOroBop, Bb3NOXUTENAT MMa NpaBo Aa npekpaTn AoroBopa 3a oblecTBeHa nopbyka no
OTHOLLEHME Ha TO3M NPOAYKT U Aa npoBefe npoueaypa Ha gorosapsiHe 6e3 npeaBapuTenHo
obsBneHve no un. 79, an. 1, 1. 4 ot 30I1. 6. [loroBopbT MOXe Aa ce U3MEHU B CriyqauTe,
KoraTto B CpOKa Ha AeNCTBMe Ha 4OroBopa, Ce Cry4u NpoM3BOAUTENAT, MOCOYEH OT
N3NbIIHUTENSA NO AOroBOpa, Aa NPOMEHU nNpeanaraHuTe pasdacoBku (6pon B onakoska), 1 e
Hanuue npeanoXxeHue oT U3NbIIHUTENS 3a AOCTaBKa Ha MeAMKaMeHTa B pasnuyHa
pasdacoBka, HO Npu 3anasBaHe Ha YroBOpPEHUTE LieHa 1 YCroBUs, NpeanoxeHa B odeprara,
C KOSITO YY4aCTHUKBLT € KlacupaH Ha MbpBO MSCTO.

5.1.7. Crpaternyecku obLiecTBEHU NOPBYKU
Llen Ha cTpaTernyecknTe obLecTBeHn nopbykn: Hama ctpaternyecka obLiecTBeHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a ekonorocbobpasHu
obLLEeCTBEHM NOPBYKN

5.1.8. KpuTtepuu 3a 0OCTHLNHOCT
BkntoyeHn ca kpuTepumn 3a 4OCTBMHOCTTA 3a NuuaTa C yBpexaaHus

5.1.9. KpuTtepuu 3a noa6op
M3TOYHULM Ha KpuTepumn 3a n3dop: YBegomneHue
Kputepun: Pernctpauusi B CboTBeTEH NpodecrnoHaneH permctTbp
OnucaHune Ha kpuTepua 3a nogbdop: YyacTHUuuTe B obLecTBeHaTa nopbyka Tpsabea aa
npuTexaBaT paspeLleHne 3a NpoM3BOACTBO, U3A4aAEeHO NO peda Ha 3akoHa 3a NekapCcTBEHUTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha €4pO C NIEKAPCTBEHM MPOAYKTU UMW YAOCTOBEPEHME 3a pErMcTpaums 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspelueHue 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. YpocTtoBepsiBaHe: CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKrnapupa C
nonbniBaHe Ha vact IV, 6ykea ,A“ oT eEE[JOl1, kaTo ce nocoyBa: HOMEP U JaTa Ha u3gaBaHe
Ha paspeLUueHneTo 3a NPOM3BOACTBO, n3ganeHo no peaa Ha 3/1MXM vnu 3a TbproBusa Ha egpo
C NeKkapCTBEHM NPOAYKTU NN HA yOOCTOBEPEHMETO 3a permcTpauus 3a TbproBus Ha eapo ¢
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
npoueaypara e: 3aBepeHo Konve Ha BanuaHo paspeLueHune 3a Npon3BOACTBO, M34aAEHO0 Mo
pena Ha 3J1MXM unu 3a TbproBnsa Ha eapo C fIeKapCTBEHM NPOAYKTU UM yOOCTOBEPEHME 3a
perncTpaumsi 3a TbproBusi Ha e4po C NieKapCTBEHN NPOAYKTU, UMK pa3peLLeHme 3a BHOC.
Bb3noxuTensTt He n3McKBa 3aBepeHo KoMnmne Ha paspeLLeHeTo Unn Ha Apyr AOKYMEHT,
yaoCTOBeEpsBaLL, NPABOTO 3a TbProBusi C NIEKAPCTBEHM MPOAYKTU UNKN paspeLleHne 3a
NPON3BOACTBO UIM BHOC, KOraTo MMa 4OCTbN NO criyebeH NbT unm ypes nyonuyeH perncrop,

408266-2026 Page 31/35



Unu KoraTo cbLMTe Morat ga 6vaaTt OCUTypeHU 4pe3 NnpdaKk n 6es3nnarteH AocTbN A0
HauMoHanHUTe 6asn gaHHM Ha ObpPXaBUTE YITEHKN.

Kputepun: Peructpauus B CbOTBETEH NMPOdECHOHarneH permctbp

OnucaHune Ha kpuTepusa 3a nogdop: YyacTHuMumuTe B 0bLecTBeHaTa nopbyka Tpsbea aa
npuTexasaTt NULEH3MS, n3gageHa no peaa Ha 3akoHa 3a KOHTPOJST Ha HAPKOTUYHUTE
BellecTBa n npekypcopute (3KHBIT), koraTo yyactsaT 3a JOCTaBKa Ha flekapCTBeHU
NPOAYKTU, CbObPXaLLM HAPKOTUYHM BeLlecTBa OT NpusioXkeHns Ne 2 n Ne 3 kemM un. 3, 1. 2 n T.
3 o1 Hapepgbata 3a knacuduvumpaHe Ha pacTeHusaTa 1 BellecTBaTa Kato HapKOTUYHN. (Baxu
camo 3a 060cobeHuTe No3nLMK, CbabpXaLlM NeKkapCTBEHU NPOAYKTU, CbAbpXallym
HapKkoTu4HM BewecTBa oT NpunoxerHnsa Ne 2 u Ne 3 kbm un. 3, 1. 2 n 1. 3 ot Hapenbarta 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkoTUYHK). YAOCTOBEPSABAHE:
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot eEE[JOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha NULUEH3NATa, u3gageHa no
pena Ha 3KHBI1 3a nekapcTBeHn NpoaYyKTW, CbabpXKaLly HAPKOTUYHU BeLecTBa OT
npunoxexmst Ne 2 n 3 kbm un. 3, 7. 2 n 3 ot Hapegbara 3a knacuguunpaHe Ha pacteHusiTa 1
BellecTBaTa KaTo HapkoTuyHW. [JokasBaHe: Ha ocHoBaHue un. 67, an. S5uun. 112, an. 1, 1. 2
oT 30l LOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeneneH 3a U3NbHUTEN, Npeau
Aa 6bae CKYeH JOroBoOp UK Npy NOMCKBAHE B XO4a Ha Npoueayparta €: 3aBepeHo Konuve Ha
BanuaHa nuueHsuns, nsgageHa no pega Ha 3KHBIT 3a nekapcTBeHM NPOAYKTU, ChabpXaLm
HapKoTU4HM BewecTBa oT NpunoxerHns Ne 2 u 3 kbm un. 3, T. 2 u 3 ot Hapepnbara 3a
KnacudumumpaHe Ha pacTeHusiTa 1 BellecTBaTa KaTo HapkOTUYHN. Bb3noxnTensT He n3nckea
3aBepeHo Konue Ha NuueH3nsTa No NpeaxogHoTo u3pedeHne, Korato umva goCTb No
cnyxebeH NbT unn ypes nybnuyeH perncTbp, UM KoraTo cblaTa MOXe Aa 6bae ocurypeHa
ypes npsk n 6e3nnaTteH 4OCTbN 40 HAUUOHaNHUTE 6a3n JaHHW Ha AbPXaBUTE YNEHKW.

Kputepun: O6w roguweH obopoT

OnuncaHune Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIYMAN (PUHAHCOBW FOOUHK
YyYaCTHUKBT creaBa fga e peanuanpan MuHumaneH obuy o6opoT, nsuncneH Ha 6asa
roguwHuTe o6opoTK, B pasmep He No-ManbK OT ABYKpaTHMS pasMep Ha NporHo3HaTta
CTOMHOCT Ha cboTBeTHaTa obocobeHa no3mums, 3a kosaTo nogasa odepTa. [pn nsanonaeaHe
Ha NOAU3NbIIHUTENM U3UCKBAHETO 3a MMHMManeH o6 06opoT e cbobpasHo BUAa v aena ot
nopbuykaTa, KOUTO LLie n3nbnHaBaT. YaocTtoBepsiBaHe: JluueTo nnm nuuarta nonbneat vacT 1V:
,Kputepum 3a nopgbop“, 6yksa b: ,MIkoHoMu4ecko 1 ouHaHcoBo cbeTosHne” oT EEJOTN. Mpun
yyacTtme Ha ob6eanHeHNs, KOUTO He Ca PUaNYECKM N1ua, CbOTBETCTBMETO C NOCOYEHUS
Kputepuin 3a nogbop ce gokassa OT 006eANHEHNETO y4aCTHMK, @ HEe OT BCAKO OT nuuarta,
BKIMOYEHU B Hero. Ha ocHoBaHue 1 npu ycrnosusaTa Ha yn. 67, an. 5 ot 30[1, Bb3noxutenar
MOXe Ja U3NCKBa No BCAKO BpeMe creq oTBapsiHETO Ha odepTuTe nNpeacTaBsaHe Ha
OOKYMEHTUTE, Ype3 KOUTO ce AoKasBa UHopMauumaTta, nocoveHa B EE[Ol, koraTto ToBa €
HeobxoaAnMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAAHE Ha npoueayparta, a MMEHHO: NpeacTaBsiHe
Ha JOKYMeHTW no yn. 62, an. 1, 1.3 u/unu 7.4 ot 30Tl. [Joka3BaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbiHeHNE, 06CTOATENCTBOTO Ce AoKa3Ba OT M3bpaHns 3a N3MbIAHUTEN YYaCTHUK
C NpeAcTaBsAHe Ha JOKYMEHTW no yn. 62, an. 1, 1. 3 u/unu 1.4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHUUM NPeaCTaBAT EKBUBANEHTHN HA NOCOYEHNTE JOKYMEHTN CbOBpa3Ho
3aKoHOaTencTBOTO CMU.

Kputepun: CneundounyeH roguiieH obopoT

OnucaHune Ha Kputepua 3a noabop: 3a nocrnegHUTe TPy NPUKIYMAN (PUHAHCOBU FOOUHU
YyYaCTHUKBT creaBa Aa e peanuanpan MuHumaneH obopoT B cdeparta, nonagaila B obxeata
Ha nopbykaTa — npogaxba Ha nekapcTBEHN NPOAYKTU, M3YNCHEH Ha 6asa roguHnTe
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0060poTKH, B pasMmep He No-ManbKk OT NPOrHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa
no3nuus, 3a KoATo ce nogasa odpepTa. Npn n3anonssaHe Ha NOAN3MBIHUTENN N3NCKBAHETO 3a
obopoT B chepaTa, nonagalla B obxsata Ha nopbykaTta, e cbobpasHo Buga u gena ot
nopbyKkaTa, KOMTO LLe U3NbIHABAT. YOoCcToBepsiBaHe: JnueTo nnu nuuarta nonsneat vacTt 1V:
.Kputepum 3a nopgbop“, 6yksa b: ,MIkoHomMu4ecko n puHaHcoBo cbeTosHne” oT EEQOTN. Mpun
yyacTne Ha obegMHEHNs], KOUTO He ca PUaNYECKN NnLa, CbOTBETCTBMETO C NOCOYEHNSA
KpuTepun 3a nogbop ce Aoka3ea OT 06e4MHEHNETO YHACTHUK, @ HE OT BCAKO OT nuuaTa,
BKIOYEHM B HEro. Ha ocHoBaHue 1 npu ycrosusaTa Ha yn. 67, an. 5 ot 30l1, Bb3noxutenaT
MOXXE Aa U3NCKBa MO BCSKO BPEME Cried OTBapsSIHETO Ha odhepTuTe NpeacTaBsiHE Ha
OOKYMEHTUTE, Ype3 KOUTO ce Aoka3Ba MHdopMaumarta, nocoveHa B EE[JOl, koraTto ToBa €
Heob6xoauMO 3a 3aKOHOCBHOOPA3HOTO NpOBEXAaHEe Ha NpoueaypaTta, @ UMEHHO: NpeAcTaBsiHe
Ha OOKYMeHTM no 4n.62, an.1, 1.3 u/vunu 1.4 ot 30Tl1. [JokasBaHe: Ha eTan nognuceaHe Ha
AOroBOp 3a U3NbJIHEHME, 0BCTOATENCTBOTO CE AOKa3Ba OT M3OpaHMs 3@ U3MbIHUTEN YY4aCTHUK
C NpeacTaBsAHe Ha JOKYMEHTM no yn. 62, an. 1, 1. 3 u/unu 7. 4 ot 30Tl1. YyxgecTtpaHHute
y4aCTHULUM NPeACTaBAT EKBMBANIEHTHM HA NOCOYEHUTE AOKYMEHTU CbOOpPa3Ho
3aKOHOOAaTeNncTBOTO cU. BaxkHO: AKO y4aCTHUKBLT nogaBa oepTy 3a nosede oT efHa
obocobeHa no3nunsl, Bb3noXxmntenaTt He N3NCKBa NMOCOYEHUTE MUHMUMATHN U3UCKBaHUA 3a
peanuampaH MMHUManeH obLy obopoT, pecn. 3a MMHMUManeH o6opoT B cpepaTta, nonagaila B
obxBaTa Ha nopbukaTta 3a Bcsika 0b6ocobeHa no3uumst 4a ce cymmpar.

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHue: OueHsaBaHETO Ha NpeanoXeHusTa B HacTosWwara obecTBeHa nopbyka ce
N3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Han-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
300M).
Onucanue: OueHaBaHeTO Ha NpeanoXeHuaTa B HacTosLaTta obLecTtBeHa nopbyka ce
M3BbPLLBA Bb3 OCHOBA Ha KpUTEPUS 3a Bb3naraHe ,Hanv-Hucka ueHa” (un. 70, an. 2, 1. 1 ot
30IM). OueHaBaHeTo Ha odepTUTe e ce M3BbpLUBA 3a BCAka o6ocobeHa no3mums
nooTAaenHo. AKO y4acTHUK Npeanoxu obLua LeHa, KOSTo e no-Hucka c noseye ot 20 % ot
cpefHaTa CTOMHOCT Ha npeanoXeHusaTa Ha ocTaHanuTe ydacTHULM Npu onycHaTn 4O
oLeHsiBaHe Tpu unu nose4ve oeptTn nnu e no-Hucka c noseye ot 20 % oT obsiBeHaTa
NPOrHo3Ha CTOMHOCT MpK AONYyCHAaTU O OUeHABaHe eaHa nunn Ase ogepTu, KOMUCUSATA Lie
NPUNoXu nanckeaHmsaTa Ha un. 72 ot 30T1. MNpwu paBHa npeanoxeHa LeHa 3a obocobeHa
no3uums, onpeaensaHeTo Ha U3MbIHUTEN MEXAY KnacupaHuTe Ha MbPBO MSCTO OPepTH Le ce
M3BbPLLBA NpY cna3BaHe U3nckBaHusTa Ha yn. 58, an. 3 ot MNM30r1.

5.1.11. [dokymeHTauus 3a Bb3naraHe Ha obLecTBeHa nNopbyka
E3vun, Ha KonTto AokymMeHTaumaTa 3a obliecTBeHaTa nopbyka € opuumnanHo JOCTbNHA:
Obnrapcku
Agpec Ha JoKymeHTauumsiTa 3a obuiecTBeHaTa nopbyka: https://app.eop.bg/today/589498
Ad hoc kaHan 3a KOMyHuKauuA:
HanmeHnosaHwne: LAVC EOT

5.1.12. YcnoBusA 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBus 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3aabimKUTENHO
Appec 3a nogasaHe: https://app.eop.bg/today/589498
E3nuu, Ha kouTo moraT ga ce nogasaT opepTn uUnm 3asBrieHns 3a yyactme: Gbnrapcku
EnekTpoHeH kaTanor: PaspeLueHo
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M3unckBa ce yCbBbPLUEHCTBAH UK KBANMUUUpaH enekTpoHeH Nognuc unm nevat (CbrinacHo
onpegenexHunata B PernameHT (EC) Ne 910/2014)

BapunaHTtu: 3abpaHeHo

KpaeH cpok 3a nonyyaBaHe Ha odepTu: 13/07/2026 23:59:59 (UTC+03:00)
N3TOYHOEBPOMNEWCKO NSITHO BpEME

MpoAbMKMTENHOCT, Npe3 KOATO odpepTaTa TpsibBa ga octaHe BanugHa: 6 Meceum
MHdbopmauuma 3a obwecTBeHaTa NnopbYkKa:

[aTta Ha oTBapsaHe: 14/07/2026 13:00:00 (UTC+03:00) n3to4HOEBpPONENCKO NSATHO BpeMe
MsacTo: B cucrtemarta

YcnoBus Ha poroBopa:

M3nbnHeHneTo Ha goroeBopa TpsibBa ga ce U3BbpLUBA B paMKUTE Ha NporpamMmu 3a cb3gaBaHe
Ha 3awwnTeHn paboTHn mecTa: He

EnekTpoHHO hakTypupaHe: PaspelueHo

LLle ce n3nonsea enekTpoHHO NopbYBaHe: He

LLle ce nsnonssa enekTpoHHO NnaljaHe: He

5.1.15. TexHuKun
PamkoBoO cnopasymeHue:
Hsima pamkoBO cnopasymeHue
UHdopmauma 3a gUHaMMYHaTa cMcTemMa 3a NOKYNKU:
Hsama guHammnyHa cuctema 3a rnokyrku

5.1.16. [donbnHutenHa nHcgpopmauusa, Meamauumsa u npepasrnexaaHe (o6xxansaHe)
OpraHuszaums, oTroBapsiLia 3a npepasrnexgaHeTo (obxansaHeTo): Komvcua 3a 3awimra Ha
KOHKypeHuusaTa
NHdopmauus 3a KpanHuTe cpokoBe 3a npepasrnexgaHe: CbrnacHo yn. 197, an. 1, 1.1 o1
3akoHa 3a obuiectBeHnTe nopbukm (30I1) XKanba moxe aa ce nogaesa npeq K3K B 10-aHeBeH
CPOK OT U3TM4yaHeTo Ha cpoka no 4n. 100, an. 3 - cpelly peLleHMeTo 3a OTKpUBaHe Ha
npouenyparta n/unu pelieHneTo 3a ogobpsiBaHe Ha NPOMEHM B yCrioBusiTa no obsieeHarta
npoueaypa.
OpraHnsaums, KOSTO NpegocTaBs AONbIHUTENHA MHOPMaUMA 3a Npoueayparta 3a BbanaraHe
: CNEUMATTM3NPAHA BOJTHULA 3A AKTBHO JIEMEHWE MO OHKOJIOTMA"CBETU
MWHA" EOOJ
OpraHusaums, KOATO NpeaocTaBs AOCTbN A0 JOKYMEHTaumusaTa 3a nopbykata 6e3 Bpb3ka ¢
nHtepHet: CMEUMATTMSNPAHA BOJTHULA 3A AKTUBHO JIEMEHUE MO OHKOJTIOrnA"
CBETU MMHA" EOO[
OpraHnsaums, npegocTassila noseye MHopMaums 3a npoueaypute 3a npernes (obxansaHe)
: Komucus 3a 3awmta Ha KOHKypeHumaTa
OpraHunszaums, kosaTo nony4vasa 3asBrneHuaTa 3a yyactme: CIMELNATTIM3NPAHA BOJTHALA
3A AKTMBHO JIEYEHUME MO OHKONOIM'MA"CBETU MNHA" EOOL
OpraHunsaums, kosto obpabotsa odeptute: CMELUMNATITM3NPAHA BOJTHUUA 3A AKTUBHO
JIEYEHME MO OHKONOI'MA"CBETU MNHA" EOOL

8. OpraHunsauum

8.1. ORG-0001
OdmumanHo HaumeHoBaHue: CINELMNATTIM3NPAHA BOJIHNLUA 3A AKTUBHO JIEMEHME MO
OHKONOIr’mA"CBETU MMHA" EOO
PernctpaumoHeH Homep: 101533900
MoweHckn agpec: BACUJT JIEBCKW Ne.62
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pag: rp. bnaroeerpag

MoweHckm koa: 2700

AOMUHUCTpaTUBHO-TEpUTOpUanHa eguHuua Ha avpxasata (NUTS): bnaroesrpag (BG413)
Ovpxaea: bvnrapus

3BeHO 3a koHTakT: CoHa Knucypcka

EnekTpoHHa nowa: sonqg_klisurska@abv.bg

TenedoH: +359 877009717

WHTepHeT agpec: http://www.sbalo-svetimina.com

Mpodun Ha kynyBaya: https://app.eop.bg/buyer/18369

Ponwu Ha Ta3u opraHusauus:

KynyBau

OpraHusauums, KOATO NpegocTaBs AONbIHUTENHA MHOPMaLUA 3a npoueaypaTa 3a Bb3naraHe
OpraHusauusi, KOATO NpeaocTaBs AOCTbN A0 JOKYMEHTaumusaTa 3a nopbykata 6e3 Bpb3ka ¢
WHTEpHeT

OpraHusaums, KOSTo nonyvaea 3asBfieHusTa 3a yyactme

OpraHunsaums, kosato obpaboTBa odepTuTte

8.1. ORG-0002
OdmuymnanHo HanmeHoBaHue: Komucus 3a 3awmuTa Ha KOHKypeHumsTa
PernctpaumoHeH Homep: 000698612
MoweHckn agpec: 6yn. Butowa Ne 18
Npaa: Cocus
MoweHckn koa: 1000
AOMUHUCTpaTUBHO-TEpUTOpUanHa eguHuua Ha abpxasata (NUTS): Codus (ctonuua) (BG411
)
Ovpxaea: bvnrapus
3BeHO 3a KOHTaKT: Komncus 3a 3alumta Ha KOHKypeHuusaTa
EnekTpoHHa nowa: delovodstvo@cpc.bg
TenedoH: +359 29356113
dakc: +359 29807315
WHTepHeT agpec: http://www.cpc.bg
Ponwu Ha Ta3u opraHusauus:
OpraHusauus, oTroBapsiLia 3a npepasrinexagaHeTto (o6xansaHeTo)
OpraHnsaums, npegocTassiila noseye MHopmMaums 3a npoueaypute 3a npernes (obxansaHe)

MHdbopmauusa 3a o6saBneHneTo

NoeHtudumkaTtop/Bepcust Ha obssneHneTo: d4b0154d-b4e5-4793-ba7c-240a3c058eca - 01
Bug Ha opmynapa: CbhcTesaTtenHa npoueaypa

Bug obsiBneHne: O6sBneHne 3a nopbyka U KOHLECUSA — CTaHAAPTEH PEXUM

MoaBna Ha obsaBneHneTo: 16

[aTa Ha nanpaluaHe Ha nssectneto: 12/06/2026 12:36:44 (UTC+03:00) n3ato4HOEBPONENCKO
NSATHO Bpeme

E3num, Ha KONTO HaAcCTOSLLOTO M3BECTUE € OPULMANIHO AOCTBLMHO: ObNrapcku

Homep Ha nybnukyBaHe Ha ob6sBneHneTo: 408266-2026

Howmep Ha 6posa Ha OB S: 113/2026

[ata Ha nybnukysaHe: 15/06/2026
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