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605907-2026 - CbcTesaTtenHa npouenypa

Bbnrapusa — AHTUBUpPYCHK 3a cucTemMHa ynoTpeba — ,,JloctaBka Ha nekapcTBeHU NPOAYKTU 3a
2026r. ,oTnyckaHu no peaa Ha HapNe340125.11.2005 r.3a peaa 3a 3annawaHe oT AbpX.0romkeT
Ha NeYeHMeTo Ha ObAr.rpaxaaHu 3a 3abonsaBaHUA,U3BBbH 06XBaTa Ha 3aA4.34p.ocUrypsiBaHe, 3a
neyexHue Ha nauymeHTn ¢ XUB/CMUH,Ty6epKynos3a,ncnx.m noBea.pascTpoMCTBa,AbIKaLLM ce Ha
ynoTpeba Ha onnomnaun,cuHapom Ha 3aBucumocTt“no OlNNe 7, EMTRICITABINE,TENOFOVIR
DISOPROXIL

OJ S 169/2026 02/09/2026

O6sBneHve 3a NopbUKa UNKU KOHLECUA — CTaHAAPTEH PEeXUM

JdocTtaBku

1. KynyBau

1.1. KynyBau
OdumumanHo HanmeHoaHne: MMHNCTEPCTBO HA 3O0PABEOINA3BAHETO
EnektpoHHa nowa: seminova@mh.government.bg
[MpaBHa kaTeropusa Ha kynyBa4da: OpraH Ha ueHTpanHaTta BrnacTt
[lenHocT Ha Bb3narawusa opraH: 3gpaBeonasBaHe

2. Mpouenypa

2.1. Mpouenypa
3arnasue: ,JlocTaBka Ha nekapcTBeHun Npoayktn 3a 2026r. ,0TnyckaHn No peda Ha
HapNe340125.11.2005 r.3a peaa 3a 3annailaHe oT AbpX.610oKeT Ha neYeHneTo Ha Obir.
rpaxkgaHu 3a 3abonaBaHns,M3BbH 0OXBaTa Ha 3aA4.34p.0curypsisaHe, 3a neyeHue Ha
naumeHTtn ¢ XUB/CIMNH, Ty6epkynosa,ncmx.n noBes.pa3cTpomncTBa,AbIhKallmn ce Ha ynotpeba
Ha onunongun,cnHagpom Ha 3asucmumoct‘no OMNNe 7,EMTRICITABINE, TENOFOVIR
DISOPROXIL
Onucanue: JloctaBka Ha nekapcTeBeHu npoayktn 3a 2026 r., otnyckaHu no pega Ha Hapenba
Ne34 ot 25.11.2005 r. 3a peaa 3a 3annallaHe oT AbpXKaBHUSA BIOOXKET Ha NeYeHneTo Ha
ObnrapckuiTe rpaxgaHu 3a 3abonsiBaHus, M3BbH o6xBaTa Ha 3a4bIPKUTENHOTO 34PaBHO
ocurypsieaHe, 3a nedexuve Ha naumeHtn ¢ XUB/CINH, Ty6epkynosa, NCUXUYHN 1
noBeAeHYeCcKN pa3CTPONCTBA, AblhKallm ce Ha ynotpeba Ha onmonaun, CMHAPOM Ha
3aBMCUMOCT" NO npekpaTeHa ob6ocobeHa no3numnsa Ne 7 ¢ MexayHapoaHO HeNaTeEHTHO
HanmeHoBaHue ,EMTRICITABINE, TENOFOVIR DISOPROXIL®
NpeHTndpumkatop Ha npouenyparta: 6be2cSeb-dc0d-48b7-9420-2e39eef0f8d7
BbTpelwweH naeHtndpumkatop: 602885
Bug npouenypa: Otkputa
Mpouenypata ce yckopsiBa: na
O6ocHoBKa Ha yckopeHaTa npoueaypa: Ho ocHoBaHue un. 74, an. 4 ot 30[l1,HacTosawara
npouenypa ce o0bsiBsiBa C CbKpaTeH CPOK 3a nosiydaBaHe Ha odepTun ¢ crnegHmuTe moTuen: Ha
ocHoBaHue un.82,an. 1,7. 8 ot 3akoHa 3a 3gpaBeTo,n3BbH 06XBaTa Ha 3a4.34paBHO
ocurypsisaHe, MMHUCTEPCTBO Ha 34p-TO 3anfawa 3a fey-e Ha nHpekumosHn 3ab-a—XNB
/CTWH un TyGepkynosa no pega Ha Hapea6aNe34 ot 2005 r. B cboTBeTCTBME C LlENUTe Ha
CobBmecTHaTa nporpama Ha OOH 3a XUB/CINH-UNAIDS, B cTpaHaTta e npeaBuaeHo
MakcumarnHo obxeallaHe ¢ aHTupeTpoBupycHa Tepanusi Ha 100% oT perucTpupanuTe nuua,
xuseelwn ¢ XMB, He3aBMCUMO OT TEXHUS UMYHEH CTaTyc. AHTMPETPOBUPYCHOTO fNedeHne ce
nposexaa cbrnacHo Hapen6a Ne 3 ot 5 mapt 2020 r. 3a npuemaHe Ha hapmako-
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TepaneBTUYHO PBHKOBOACTBO 3a flie4eHne Ha MHAPEKUMO3HN 3abonsaBaHUs, BKHOYBALLO
OCbBpPEMEHEHN anropnuTMm 3a KIMHUYHO NOBEAEHNE croped HacokntTe Ha EBponenckuna
LEeHTBbP 3a KOHTpon Ha 3abonseaHuata (ECDC) n TepaneBTu4HMTE pbkoBOACTBa Ha European
AIDS clinical society (EACS), kKakTo 1 Ha BCMYKN MEXOYyHapOAHM PbKOBOACTBA 3a fleveHme,
afjanTtvpaHu 3a MeguumHcKaTta npaktuka B benrapusa. AHTUPETPOBUPYCHOTO feveHne ce
npunara HenpekbCHaTO U NpoabInKasa npes Lenus XneoT Ha naumeHta ¢ XUB nHdekuus.
HeroBnTe OCHOBHW KNMMHUYHM LIENW ca yBENMYaBaHe Ha NpOoAbIKUTENHOCTTa U nogobpsasaHe
Ka4yeCTBOTO Ha XMBOT Ha nmuaTa ¢ XMB nHpekuus, ypes nocturaHe Ha NbJIHO NOTUCKaHE Ha
BupycHus Toeap (nog 50 konusa XMB PHK/mI) 3a Bb3MOXHO Han-ObbI Nepuog oT Bpeme,
Taka 4ye fa ce orpaHuymn passutneTo Ha XMUB uHpekumaTa n ga ce orpaHnym n/vnu Hamanm
nosBaTta Ha Pe3UCTEHTHN KbM TepanusTa wamose Ha Bupyca. Jluuata ¢ XMB ¢ HeoTkprBaem
BupyceH Tosap (nog 50 konua XMB PHK/mI) B pesyntat OT neyeHneTo, NpakTu4ecku He moraT
Aa 3apasaBat apyru xopa, CboTBETHO Aa pa3npocTpaHaBaT uHgekunata. Ypes ocurypsisaHe
Ha HENPEKbCHATOCT Ha aHTUPETPOBUPYCHaTa Tepanusi ce NoCTUraT U UMYHOSTOTMYHN Lenu —
konunyecTtBeHo (abcontoteH 6pont CD4 T-kneTkn B pedPepeHTHM rpaHnLIn) U Ka4eCTBEHO
(ocurypsiBaHe Ha NPOTEKTUBEH CNELNdUIEH MMYHEH OTIOBOP) MMYHHO Bb3CTaHoBsIBaHe. Ypes
obxBallaHe ¢ Tepanusa Ha MakcumarneH 6pon oT nuuaTa, xmeeewm ¢ XMB n ocurypsisaHe Ha
yCnoBMS 3a NpuabpXXaHe KbM fIe4eHMETO Ce NOCTUra rnaBHaTa enngeMmonormyHn Len —
HamansiBaHe Ha pasnpocTpaHeHneTo Ha XMB nHgekumsTa, Koeto nma Bucoka gobaseHa
CTOMHOCT 3a ona3BaHe Ha o6LecTBeHOTO 3apaBe. KombuHaumsTa oT ABa HYKIeo3ngHu
MHXMbuTopa Ha obpaTHaTa TpaHckpunTasa Emtricitabine, Tenofovir disoproxil e rpb6Hak Ha
TPMKOMMNOHEHTHAaTa aHTMPETPOBMPYCHa Tepanusa. HaBnnsaHeTo Ha egHOTabNeTHU
TPMKOMMNOHEHTHM KOMBUHaUUK ¢ omkecnpaHn ooau, cbabpxawim Emtricitabine, Tenofovir
disoproxil, e npuymHa 3a HamansBaHe Ha NpeaBUOEHUTE 3a NleYeHre NauneHTu n
CbOTBETHUTE KONMMYECTBa OT ABONHATa koMbuHauusa. Hesasncumo ot ToBa 3a 2026 r.
EkcnepTHUAT cbBeT NO MHAEKUMO3HN BorecTu e yTBbpAWn 3a nedveHne ¢ Emtricitabine
/Tenofovir disoproxil 570 naumeHTn. Crniegea ga ce nma npegsug, Yye nauneHTtn ¢ XMB
NMHEKUNA N C YCTAaHOBEHA PE3NCTEHTHOCT HE MoraT Aa ce fiekyBaTt ¢ e4HOTabneTHn pexumu,
a M3nCcKBaT MHOroTabneTHn pexxmmmn, Bkno4yBalm nmeHHo Emtricitabine, Tenofovir disoproxil.
JlekapCTBEHMAT NPOAYKT ce npunara npn 6peMeHHn xeHun, npu nauneHTn ¢ XMB n c
npuapyxasawm 3abonasaHus (Tybepkynosa, BupyceH xenatut B u C n gp.), Kouto He moraT
Aa 6baat npexsbpnsHU Ha apyrn pexxumn. Emtricitabine, Tenofovir disoproxil ce npunara
eJHOBPEMEHHO C eiH OT aHTUpeTpoBUpYycHUTE npoayktu Raltegravir, Dolutegravir, Darunavir
/Cobicistat unn Doravirine, kKato TpeT enemMeHT oT KoMBMHMpaHaTa Tepanus, 3a KOMTO ca
nogageHy ogepTn B npoBeaeHaTa obLiecTBeHa nopbyka U NPeacTon CKNoYBaHe Ha
porosopw 3a goctaeka. pu nunca Ha Emtricitabine, Tenofovir disoproxil konnyectearta ot
ropenocoYeHNTE NekapcTBEHM NPOAYKTU HAMa Aa Morart fa ce peanuaupar. JleyebHute
3aBefeHus — KpanHU noslyvyaTeny Ha aHTUPETPOBMPYCHU NIEKAPCTBEHM NMPOAYKTU ca
obe3neyeHn ¢ KonnyecTea No NpekpaTeHaTa no3numnsa Ao kpas Ha mecey, tonun 2026r. Mo
AaHHU Ha EBponenckus LeHTbp 3a KOHTpon Ha 3abonssaHusTa (ECDC) bbnrapus octasa
CTpaHa C HUCKO pasnpocTpaHeHne Ha XMB-nHdekums B obwarta nonynauus. MNpogbmkasa B
Pasgen "donbnHutenHa nHgopmaums”

21.1. Uen
EcTtecTtBO Ha nopbykata: [JoctaBku
OcHoBHa knacudgukaums (cpv): 33651400 AHTMBMpPYCK 3a cucTeMHa ynotpeba

2.1.2. MscTo Ha n3anbLIHEeHue
ObpxaBa: bbnrapua
Ha Bcsiko MACTO B AageHa Obpkaea
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HOonbnHntenHa nndopmaumsa: NUTS: BG brwnrapus MNpunoxenne Nela CIMMUCBHK HA
KPAMHUTE MONYYATENN HA NEKAPCTBEHW NPOOYKTW 3A IEYEHME HA NALUMEHTU
C XMB/CTIWH NPE3 2026 TOOVHA 1. YHuBepcutetTcka MHoronpodunHa 6onHuua 3a
aKTMBHO NneYveHne no MHEeKUmno3Hu n napasutHu 6onectu "lMpod. MisaH Kupos EA[ 2.
,YH/BepcuteTcka MHoronpodunHa 6onHuua 3a aktuBHo nedeHne Ceetu Neopru® EAL, rp.
Mnosame 3. ,YHMBepcUTETCKa MHOronpodunHa 6onHuua 3a aktmBHo nevyeHme Ceeta MapunHa“
EAL, rp. BapHa 4. ,YHuBepcuTeTCcKka MHoronpodunHa 6onHmua 3a akTuBHo nedyenuve [-p
"eoprn CtpaHckn” EALL, rp. MNneBeH 5. ,YHMBepcuTeTCKa MHOronpodunHa 6onHuua 3a
akTMBHO nedveHue Mpod.a-p CtosH Kupkosuy“ ALl, rp. Ctapa 3aropa

2.1.3. CtomHocCT
MporHosHa cTonHocT, 6e3 ga ce Bkntousa A0C: 220 020,06 EUR

2.1.4. O6wa nHcdopmauus
HonbnHutenHa nHgopmauums: MNMpoabmkeHne ot Pasgen "YckopeHa npouenypa”, O6ocHoBka
Ha yckopeHata npoueaypa(BT-1351-Procedure): TeHaeHUMNTE KbM HACTOSALLNA MOMEHT
nokaseart, Ye Hag 98% OT nauneHTuTe, permncTpmpaHm n MOHMTopupaHu B o6ocobeHnte
CTPYKTYypu 3a neyveHune Ha XUB/CINWH, nony4yaBaTt aHTMpeTpoBMpyCcHa Tepanus. B noBeveTo
ueHTpoBe Hag 90% oT nauneHTUTe, Nony4YaBalln aHTUPETPOBUPYCHA Tepanusi ca 4OCTUrHanm
onTUMarnHa BMpycHa cynpecusi. HeHaBpeMeHHO ocurypsiBaHe Ha fiekapCTBEH NPOLYKT —
rpbbHaK Ha aHTUPETPOBMpPYCHATa Tepanus e AoBeae A0 NPeKbCBaHe Ha NIeYeHNEeTo, KOeTo
LLie BNOLM pas3BUTMETO Ha MH(EKLMATA U LWe Cb3hage 30paBeH PUCK 3a 3apaseHuTe nvua.
LLle ce komnpomeTnpaT NocTUrHaTUTE 34paBHU pe3ynTaTtn Npu NekyBaHUTe nuua 1 we ce
CTUrHe A0 pPasBUTUETO Ha PE3UCTEHTHU LWaMOBe, YNETO NeYeHne N3NCcCKBa NpeMUHaBaHe Ha
cneppalla TepaneBTUYHA NMHUS C NO-BUCOKa CTOMHOCT U B KpaHa CMeTKa M3yepnBaHe Ha
HaNMYHUTE TepaneBTUYHN Bb3MOXHOCTW. JIuncata Ha aHTUPETPOBUPYCHU JIeKapCTBEHU
NPOAYKTU, KAaKTO 3a OCUrypsiBaHe Ha HENPEeKbCHATOCT Ha TepanusaTa Npu BeYe feKkyBaHUTe
nuua, Taka 1 3a 3ano4yBaHe Ha JfiedeHne nNpu HOBOANArHOCTMUMPaHW NauneHTn, Kpue pUck 3a
00LeCcTBEHOTO 34paBe Nopaan nunca Ha Bb3MOXHOCTU 3a TepaneBTUYEeH KOHTPOST Ha
WMHeKUnATa, B pesynTaT Ha KOeTo ce 04YakBa yBenuyasaHe Ha 6posi Ha 3apaseHuTe ¢ XVB
nuua. 1. NapaHuuaTa 3a n3nbiHeHne Ha goroeopa e B pasmep Ha 3% (Tpu Ha CcTo) OT
CronHocTTa Ha [Jorosopa 6e3 A0C. 2. NMpn noannceaHeTo Ha gorosopa N3IMbJIHUTENTAT
npeactass Ha Bb3JIOXKUTEJIA rapaHuua 3a nanbnHeHve B pasmep Ha 3% (Tpu Ha CTO) OT
CtonHoctTa Ha [orosopa 6e3 [A[C, 3a KOATO € ocurypeHo omHaHCcupaHe, KOSITO CIyXu 3a
obesnevyaBaHe Ha M3NbIHEHNETO Ha 3aabimkeHuaTa Ha V3MBJIHUTENA no Jorosopa. 3.
Cnep noTBbpXOEHWE OT Bb3NOXUTENS 3@ CTOMHOCTTA, 3a KOSATO 6be ocurypeHo
AONbINHUTENHO PUHAHCKMpaHe, N3nbnHUTensaT npeacTaBs rapaHuma B pasmep Ha 3% (Tpu Ha
CTO) OT CTOMHOCTTA Ha OCUIYPEHOTO AONBAHUTESNTHO PMHaHCHUpaHe. 4. MapaHumdaTa ce
npegocTaBs B egHa oT cnegHute dopmu: 4.1. napnyHa cyma; 4.2. 6aHkoBa rapaHums; 4. 3.
3acTpaxoBKa, KOSiTO 6e3yCrnoBHO M HEOTMEHNMO obe3rneyaBa N3MbAHEHNETO Ype3 NOKpUTNE
Ha OTrOBOPHOCTTA Ha u3nbnHUTens. NapaHumsTa no 7. 4.1 nnu 4.2 Moxe fa ce npegocrasu
OT MMETO Ha U3MbIHUTENSA 3a CMETKa Ha TPETO nuue - rapaHT. [apaHumsaTa no T. 4.3 Moxe ga
ce NpeaocTaBu caMo KoraTto CTOMHOCTTa Ha CbOTBETHaTa rapaHuusaTa e paBHa Unu no-marnka
oT 255 645,94 eBpo. Npun npeacrtaBsHe Ha rapaHLumMs BbB BUA Ha NaTEXHO HapexaaHe -
napuyHaTta cyma ce BHacs no cmeTka Ha Bbanoxutens (MMHuUCTepcTBo Ha
3gpaseonasBaHeTo): BHBE LEHTPAJIHO YIMPABJIEHUE BaHkos kog: BNBG BGSD baHkosa
cvmeTka: BG21 BNBG 9661 3300 1293 01. Korato y4acTHUKbT n3bepe rapaHumata ga 6vae
OaHkoBa rapaHuusa unu nod popmaTta Ha 3acTpaxoBka, cbliaTta cnefsa ga 6bae 6e3ycnosHa,
HEeoTMEHMMa N N3NCKyema nNpu NbpPBO NUCMEHO NOUCKBAHE, B KOETO Bb3NOXUTENAT 3asiBU, Ye
N3NBAHUTENAT HE € U3NBbIHUI 3a4biMKEeHNe No JOroBopa 3a BbanaraHe Ha obliectBeHaTa
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nopbyka. Bbanoxutenar cneasa ga 6bae NOCOYEH KaTo TPETO NoM3BaLlo ce nuue no
rapaHuusTa nog doopMarta Ha 3acTpaxoBka. 3acTpaxoBkaTa crieaBa Aa nokpvea
OTroBOPHOCTTA Ha M3NbITHUTENS MO HACTOSLWMS AOroBOp M He MoXe Aa 6bae nsnona3eaHa 3a
obe3neyeHne Ha OTTOBOPHOCTTA Ha U3NbNHUTENSA NO ApYr AoroBop. MapaHumaTta 3a
n3nbnHeHne cnegpa Aa 6bae CbC CPOK HA BANUMAHOCT 3a Lenuvsi CpoK Ha AencTBue Ha
HoroBopa nntoc 60 (wecTtaeceT) AHM cnea npekpaTsiBaHeTo Ha [JoroBopa, KaTo npwu
HeobX0QUMOCT CPOKbT Ha BanuAHOCT Ha 6aHkoBaTa rapaHumMs Uy 3acTpaxoBka ce yabiikasa
Unu ce nsgasa HoBa. YCroBusaTa 3a 3agbp)kaHe 1 0cBOOOXaaBaHe Ha rapaHums 3a
N3NbITHEHNE Ca yKa3aHu LOroBopa 3a uanbiHeHne Bb3noxutensT we ocsoboam rapaHuusata
0e3 ga obmKK NNXBK 3a Nepuoaa, Npes KOMTo cpeAcTBaTa 3akOHHO ca NPECTOANN Npu Hero. 5.
Mpy nogaBaHe Ha odbepTaTta yH4aCTHUKLT AeKrnapupa nuncarta Ha OCHOBaHWsATa 3a
OTCTpaHsiBaHe U CbOTBETCTBME C KpUTEpMUTE 3a Nnoabop Ypes npeacTaBsaHe Ha eaUHEH
€BpOonenckn JoKyMeHT 3a obwectseHn nopbykn (EEAOIT), no obpaseu, noaroteeH ot
BBb3OXMUTENS, NPUMNOXEH B €NeKTpoHHaTa npenncka Ha nopbykata B LLAVC EOT1. B Hero ce
npegocTaBst CbOTB. MHOPMAaLNSA, U3UCKBAHA OT Bb3NOXUTENS, U CE MOCOYBAT HaUNOHANHUTE
6a3u gaHHW, B KOMTO Ce CbObPXKaT AeKnapupaHnTe ob6CToATENCTBA, UNN KOMNETEHTHUTE
opraHu, KOMTO CbrflaCHO 3aKOHOA4ATESNICTBOTO Ha AbpXXaBaTta, B KOATO KaHAMOATbLT UK
YYaCTHUKBT € YCTaHOBEH, Ca ANbXHKU Aa npefocTaBaT nHdopmauus. Korato kKaHaMaatsT unm
YYaCTHUKBT € NOCoYMs, Ye e M3Non3Ba KanayuteTa Ha TpeTu nvua 3a AoKkasBaHe Ha
CbOTBET. C KpUTEPMUTE 3a NoAbOop MNK Ye e N3non3Ba NOAN3MbIHUTENN, 3a BCAKO OT Te3n
nunua ce npeactasa otaeneH EEOONN, KonTo cbabpxa nsmMckyemarta OT Bb3TOXUTENSA
nHpopmaums. Korato kaHangaTbT UK Y4aCcTHUKLT € 06eanHeHne, KOeTo He € Ipnanyecko
nuue, EEJOIN ce nogaea oT BCekn OT y4acTHuumTe B obeanHeHmeTo. MNpn HeobxoammocT oT
AeknapupaHe Ha obcrosiTencTaa, oTHocuMn kbM 06eamHeHneto, EE[IOIN ce nogasa u 3a
obeanHeHuneTo. 6. YCJTOBUNA N HAYMH HA MNNALLAHE - cbrnacHo npoekTa Ha gorosopa. 7.
O6pasunTe Ha TEXHMYECKO U LIEHOBO NpearioXeHne, KOUTo crneasa Aa nonbnsaTt ydacTHULUTE
ce cbabpxaT B LLAMC EOTI. 3abenexka: KpaiHata eanHnyHa ueHa crneaBa ga ce dopmumpa
00 LWECT 3HaKa crea gecetnyHaTa 3aneTtas. LleHaTa 3a onakoBka cneaBa Aa ce npeanoxu 4o
ABa 3HakKa cnep agecetuyHarta 3anetas. Obuwa cronHocTt 6e3 [1C cnensa ga ce npeanoxum oo
ABa 3HakKa cnep gecetuyHaTta 3anetas. 3abenexka: Ha oueHka noanexu npegnoxeHaTa
eguHuYHa LeHa 6e3 [1[C 3a tabl. B cnyyan, 4ye npes3 BpemMeTo Ha AENCTBME Ha AOroBopa
CTOMHOCTTA, KOATO criefiBa Aa ce 3annawa ¢ nybrmyHn cpeacTtsa Ha NiekapCTBEHU NPOaYKTU
oT [Mo3nTUBHUSA NEKAPCTBEH CMUCBK CTaHEe MO-HMUCKa OT AOroBOpeHaTa, Bb3NOXUTENAT
©e3ycrnoBHO 3annala fNekapCTBEHUTE NPOAYKTU Ha MO-HMUCKaTa LieHa, CYMTaHO OT AaTaTa Ha
BNu3aHe B cuna Ha peweHueto Ha HCLUPJIM 3a npomsaHa Ha ueHa Ha nekapCTBEH NPOAYKT
Unu OT gartarta Ha akTyanusauuaTa Ha [1o3nTuBHMS NnekapCTBEH CNUCHK NO peaa Ha un. 57,
an. 1 ot Hapepn6arta 3a ycnosusta, npasunarta v pega 3a perynupaHe u permctpupaHe Ha
LEeHUTEe Ha NeKapCTBEHMUTE NPOAYKTU 3a NekapCTBEHUTE NPOAYKTM C HamaneHa CTOMHOCT 3a
OnakoBKa, n34dncneHa Ha 6asa pedepeHTHa CTOMHOCT. B cnyyante no npeaxogHoTo
n3peyveHne, CTOMHOCTTa Cce onpeaens KbM MOMEeHTa Ha JocTaBkaTa (nognucBaHe Ha NpuemMo-
npegasaTesieH NPOToKoN). Bb3noxuTensaTt He ce 3agbihkasa Aa 3asiBU KonmyecTsa OT
nekapCTBEHUS MPOAYKT 3a usanaTta CTOMHOCT Ha gorosopa. KonnyecTtBoTo ce onpeaenst ot
Bb3M0XUTESNS B 3aBUCUMOCT OT KOHKPETHUTE MYy HYXaun. 8. OCBEH Ha OCHOBaHUATa No 4n. 54 n
55,an. 1, 7. 1 n .4 ot 30I1, Bb3NOXUTENAT OTCTPAHABA Y4aCTHUK, 3a KOUTO € Hanuue HAKoe
oT obcTtoaTrencteaTa no yn. 107 ot 30r1. 9. duHaHcMpaHeTo Ha AoroBopa, KOMTo wWe 6bae
CKIOYEH, € OCUTYPEHO YaCTUYHO. MUHUMaNHUAT NPOLIEHT Ha OCUIYPEHOTO bMHaHCUpaHe no
poroBopa e 65%. MNpu cknovBaHe Ha gorosopa, Ha 6a3a NoCTbNUNNTE NPEASIOXKEHNS U
nocTurHaTuUTe B pesynTtaTt Ha NpoBefeHarta npoueaypa LeHu, To3M NPoLEeHT Moxe aa 6bae
yBenu4yeH. [NocovYeHnsaT MMHUManeH NPoLEeHT Ha OCUrypeHOTO oMHaHCUpaHe, a UMeHHOo 65%,
HAMa ga 6bae HamanseaH. Ha ocHoBaHue un. 114 ot 3001, goroBopa e ce cknovBa nog
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yCrnoBue Mo OTHOLLUEHNE Ha KonM4ecTBaTa, 3a KOUTO He € OCUrypeHo duHaHcupane. MNpu
ckrntouBaHe Ha gorosopa, Bb3JIOXKUTENIAT undpopmnpa nucmero U3MbITHUTENA, 3a kon
KOmn-Ba He € OCUTypeHO (PVH-HE U KakBa 4acT OT AOCTaBKUTE € C OTNIOXEHO U3MbIIHEHME.
N3nbnHeHMeTo Ha nocnegHUTe 3ano4sa crief NoTBbPXKAEeHUE OT Bb3NOXUTENS 38 OCUTYPEHO
dmHaHcupaHe 1 npeacTaBsHe OT U3NbMAHMTENS Ha onpeaeneHaTa rapaHums 3a U3nbIHEHNE.
[Mpu HenpeacTaBsHe Ha rapaHUuATa 3a U3MNbIHEHNE B MOCOYEHUS OT Bb3OXUTENS CPOoK, 6e3
HanMuMeTo Ha 0BEKTUBHM NPUYMHK, Bb3NOXUTENAT NpekpaTsaBa A0roBopa B 4YacTTa 3a
[OCTaBKUTE, 32 KOUTO U3NBIIHEHUETO € OTNOXeHO. B cnyyai, Yye He 6bae ocurypeHo
dvHaHCcupaHe 3a 4OCTaBKUTE, 3@ KOUTO U3MbIIHEHMETO € OTNIOXKEHO, BCSKa €iHa OT CTpaHuTe
MOXe [a noucka gorosopa Aa 6bae, 4acTu4HO npekpaTeH 6e3 npegu3BecTue cnep nstnyaHe
Ha TpUMeceYeH CpokK OT ckrouBaHeTo My. Korato cnef nstudaHe Ha 10-mecedeH cpok oT
CKIT0O4BaHe Ha JoroBopa He e OCUrypeHo (oMHaHCcUpaHe, 4OroBOpbT Ce cYMTa 3a NpeKkpaTeH B
YyacTTa 3a 4OCTaBKUTE, 3a KOUTO M3MbIIHEHMETO € oTnoxeHo. 10. CTonHocTTa Ha
obLlecTBeHaTa Nnopbyka € MakCMManHuaT pasnonaraeM OMHaAHCOB pecypc Ha BbanoxuTens
n He Mmoxe Aa 6bae HagBWLWaBaHa. Y4acTHUUMTE, KOMTO Npeanoxar LeHOBO npeanoxeHue, ¢
KOEeTO HagBuLLaBaT CTOMHOCTTA Ha obLiecTBeHaTa nopbyka, e 6baaT oTCcTpaHeHu oT
npouegypara.

NpaBHO ocHOBaHue:

Oupektnea 2014/24/EC

2.1.6. OcHoBaHusA 3a U3KNO4YBaHe
M3ToYHMLM Ha OCHOBaHWATA 3a U3KINOYBaHe: YBeaoMIeHne
YyacTue B npecTbnHa opraHndauuns: KaHangaTbT Unuv y4acTHUKBLT € OCbEH C BNA3na B cuna
npucbaa 3a npectbnneHne no yn. 321 unu vn. 321a ot HakasarenHusa kogekc (4n. 54, an. 1,
T. 1 o1 30I1) nnn 3a aHanNOrMYyHO NPeCTbNeHNe B Apyra AbpKaBa YneHka unm Tpeta cTpaHa
(un. 54, an. 1, 1. 2 ot 30IN)
Kopynuus: KaHonaatsT Uy y4acTHUKBT € OCbAeH C Brisana B cuna npucbaa 3a
npectbnnenune no 4n. 301-307 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 300) unu 3a
aHanorn4yHo NpecTbnieHne B Apyra AbpaBa YneHka unn tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot
30IM)
M3mamu: KaHanoaTsbT Uy y4acTHUKBT € OCbAEH C BIiSi3na B cuna npucbaa 3a npecrbhnieHve
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B Apyra AbpxaBa YneHka unm tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I01)
TepopuUCTUYHM NPECTBNIEHUS N NPECTBNSIEHNS, KOUTO Ca CBBbP3aHN C TEPOPUCTUYHMU
AenHoctu: KaHonaaTbT Uy y4acTHUKBT € OCbAEH C Brisiana B cuna npucbaa 3a
npectbnreHune no un. 114a - 1141 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) nnn
3a aHanornM4yHo NpecTbniieHne B Apyra AbpaBa YneHka unm tTpeta ctpana (4n. 54, an. 1, 1. 2
ot 30I1; no un. 108a ot HakasaTtenHus kogekc (M3m. n gon., obH. 1B, 6p. 84 ot 06.10.2023 r.
— pegakumsa B cuna ao 30.01.2026 r.) kaTto npecTbnneHne, BKNOYeHo B o6xBaTa Ha un. 57,
naparpad 1 ot Aupektnea 2014/24/EC)
M3nupaHe Ha napu unun pyHaHcupaHe Ha TepopuamMa: KaHaMaaTbT UM y4acTHUKBT € OCbAeH
C Brisi3na B cuna npucbaa 3a npecrbnneHune no yn. 253-260 ot HakasatenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30[M) unu 3a aHanorMyHo NpecTbnfeHe B Apyra AbpXXaBa YeHka unm Tpeta
cTtpaHa (4n. 54, an. 1, 1. 2 ot 300N)
OeTcku Tpya v gpyrn popmun Ha Tpaduk Ha xopa: KaHanaaTbT UM yHacTHUKBT € OCbAEH C
BMNS3na B curna npucbaa 3a npectbnnexHve no yvn. 159a-159r ot HakasatenHus kogekc (4n.
54, an. 1, 1. 1 ot 30[1) nnun 3a aHanOrM4YHO NPeCTbNMIEHNE B Apyra AbpKaBa YNeHKa nunm
TpeTa cTpaHa (4n. 54, an. 1, 1. 2 ot 30IN)
HeunsnbnHeHve Ha 3aabimkeHne, CBbp3aHo C nnallaHeTo Ha AaHbun: KaHangaTtsT nnm
YYaCTHUKBT MMa 3a4bJPKEHUS 3@ AaHbUM MO CMUCBNa Ha yn. 162, an. 2, T. 1 ot [JaHbyHo-
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OCUIYypUTENHUA NpoLecyaneH KOAEKC MU NIMXBUTE MO TAX KbM AbpKaBaTa unu kbM obmHaTta
no cefanuLieTo Ha Bb3NMOXUTESNSA U Ha KaHOu4aTa Unu y4acTHUKa, U aHanornyHun
3a4bJPKEHUSA CbIMAacHO 3aKOHOAATENCTBOTO Ha AbpXaBaTa, B KOATO KaHANAATbT UMu
YYaCTHUKBT € YCTaHOBEH, A0Ka3aHu C BMNSA3bS1 B CUMa akT Ha KOMMNEeTEHTEeH opraH (4n. 54, an.
1, 7. 3 o1 300N)

HeunsnbnHeHne Ha 3agbmkeHne, CBbP3aHo C NialaHeTo Ha CoLnariHoOOCUrypuTenHN BHOCKU:
KaHangaTbT unum y4acTHUKBT UMa 3a4biMKEHUS 3a 3a4bIMKUTENHN OCUTYPUTENHU BHOCKM MO
cMucbna Ha un. 162, an. 2, 1. 1 ot [JaHbYHO-OCUTypUTESTHUSA NpoLecyarneH KOAEKC N NUXBUTE
no TAX KbM AbpKaBaTa unun kbM obLmHaTa No ceganueTo Ha Bb3NOXUTENS U Ha KaHauaaTa
UNW yYaCTHUKA, UM @aHaNoOrMMyHU 3a4biMKEHUs CbINacHO 3aKOHOA4AaTEeNICTBOTO Ha AbpXaBara,
B KOATO KAHOWAATHT UM YYACTHUKBT € YCTaHOBEH, A0Ka3aHu C BMsI3bS1 B CUMa aKT Ha
KOMNEeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I)

HapylweHne Ha 3agbimkeHnsa B o6nactta Ha eKonorMyHoTo npaeo: KaHamaatsT nnm
YYaCTHUKBT € OCbEH C BrdA3fia B cuna npucbaa 3a npectbnsieHne no yn. 352-353e ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo nNpecTbniieHne B Apyra
AbpXaBa YreHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

HapylweHne Ha 3agbimkeHns B obnactra Ha counanHoTo npaeo: KaHanaatbT Unm y4acTHUKLT
€ OCb[eH C Brisana B cuna npucbaa 3a npecrbnneHue no yun. 172 nnu un. 192a ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanornM4yHo nNpecTbniieHne B gpyra
AbpXaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

HapylweHne Ha 3agbimkeHnsa B obnactta Ha TpygoBOTO nNpaso: KaHaAMaaTbT Unmn y4acTHUKBLT €
n3BbpLIK HapyweHue no yn. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C
BMNS3M0 B CMa HakasaTesnHo NoCTaHOBEHNE UNKN CbAeOHO peLlenne, Nnm aHanormyHm
HapyLUIEeHUs, yCTaHOBEHM C aKT Ha KOMNETEHTEH OpraH, CbrnacHoO 3aKOHOAATENCTBOTO Ha
AbpXaBaTta, B KOATO KaHOWAATBLT UMK Y4aCTHUKBT € YCTaHoBeH (4. 54, an. 1, 1. 6 ot 30I1)
[MpsiKo MM KOCBEHO y4acTue B NOArOoTOBKaTa Ha npoueayparta 3a BbanaraHe Ha obuiectBeHa
nopbyka: Hanuue e HepaBHoNoCcTaBeHOCT B cnyyauTe no 4n. 44, an. 5 ot 3001 (4n. 54, an. 1,
T. 4 ot 300N)

KOHMnnKT Ha nHTEepecu, cBbp3aH € y4acTMETO B NpoueaypaTta 3a BbanaraHe Ha obuiectseHa
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 300M)

HeBepHW gaHHK, YKpuBaHe Ha MHOpMaums, HenpeacTaBsaHe Ha Npuapyxasallin AOKYMEHTU
UnNun nNony4aBaHe Ha NoBepuTENHa MHopMaLMs BbB Bpb3ka C npoueaypaTta: 3a kaHanaarta
WKW yYacTHWUKA e YCTaHOBEHO, Ye: - e NpeAcTaBui JOKYMEHT C HEBAPHO CbAbpXKaHUe, C KOWTO
ce JoKa3Ba AekrapupaHarta fvnca Ha OCHOBaHMS 3a OTCTpaHsBaHE Unv AeKnapupaHoTo
N3NbrHEHNe Ha Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30Tl1); - He e npegocTaBmn
n3nckeawla ce nHopmaumsi, CBbp3aHa ¢ yaoCTOBEPSIBAHE nMncaTta Ha OCHOBaHUSA 3a
OTCTpaHsiBaHe U U3MNbIIHEHWETO Ha KpuTepumuTe 3a nogbop (un. 54, an. 1, 1. 5 ot 30I1) Ako
npunarate He3aabiMKUTENHO OCHOBaHMe no yn. 55, an. 1, 1. 5 ot 30Tl1, monsa gobaseTte
CbOTBETHO ONUCaHue.

HeunanbnHeHne Ha 3aabikeHuaTa, yCTaHOBEHO Ha 6a3aTa Ha cneunduyHn HauMoHanHu
OCHOBaHUs 3a U3KMYBaHe: 3a kKaHangaTa unu y4acTHUKa e Hanuue HsKoe OT cnegHute
obcToATENCTBA: OCBAEH € C Brisidna B cuna npucbaa 3a npectbnneHuns no un. 194 — 208, un.
213a — 217, u4n. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (4n. 54, an. 1, 7. 1 ot 300N);
N3BBbPLUMI € HapyweHusa no 4n.61, an.1, yn.62, an.1 wnu 3, 4n.63, an.1 unu 2, un.228, an.3 ot
Kogekca Ha Tpyaa v no 4n.13, an.1 ot 3akoHa 3a TpyaosaTa Murpaums U TpygosaTta
MOGBUITHOCT, YCTAHOBEHW C BMSA3M0 B CMIa HakasaTesnHo NOCTaHOBEHNE NN CbaebHo
peweHne (4n.54, an.1, 1.6 ot 30I1); o6cTosaTencTso no yn. 3, 7. 8 ot 3akoHa 3a
NKOHOMMUYECKNTE U (PUHAHCOBUTE OTHOLLEHWNS C ApY>KecTBaTa, PErMcTpupann B OPUCANKLUN C
npedepeHumnaneH gaHb4yeH PEeXnUM, KOHTPONMpPaHUTe OT TSX Nuua U TeXHUTe OeNCTBUTENHU
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cobcTBeHuum; obectoarencTaa no yn. 91 ot 3akoHa 3a NPOTUBOLAENCTBUE HA KOPYNUUATa cpes
nuua, 3aemawm nybnuynmn gnwxHoctn (3MKN3MQ); ¢ HanoxeHa caHkuma no yn. 83a, an. 5, T.
1 ot 3AHH — BpemeHHa 3abpaHa 3a y4acTve B npoueaypu 3a Bb3naraHe Ha obLecTBeHM
NOPBYKK.

BaHkpyT: KaHOnaaTsT Mnm y4acTHUKBT € 065IBEH B HECBHCTOSITENTHOCT NO CMUCHIIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

HennaTtexxocnocobHocT: KaHanaaTsbT Un y4acTHUKBT € B MPOM3BOACTBO Mo
HecbcTOoATENHOCT (4n. 55, an. 1, 1. 1 ot 30I1)

CnopasymeHue ¢ kpegutopute: KaHanaatbT UM y4acTHUKBT € CKIYUIT U3BbHCHAEOHO
crnopasymMeHue C KpeanTopuTe cu no cmucbna Ha yun. 740 ot TbproBckua 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

AHanornyHa Ha HeCbCTOATENHOCT CUTyauUsa CbrMacHO HaLMOHANHOTO 3aKoHOA4ATeNCTBO:
CbrnacHo 3aKoHOAAaTENCTBOTO Ha AbpXXaBaTa, B KOSTO € YCTaHOBEHO, YYXXAECTPaHHO nuue ce
Hamupa B NonoXxeHune, NogobHO Ha: 06sIBEH B HECHCTOATENHOCT; B MPOM3BOACTBO MO
HECBbCTOSATENHOCT; B NpoLleaypa no NMKBMAAUNS; CKMOYEHO N3BbHCBbAEOHO cnopasyMeHme ¢
KpeauTtopuTe; npeyctaHoBeHa AenHocT (4n. 55, an. 1, 1. 1 ot 30I1)

AOMUHUCTPUPAHE Ha akTMBUTE OT NukBMAaTop: KaHanaatbT unm y4acTHUKBLT € B npoueaypa
no NukBMAaumsa No cMncbria Ha TbproBckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

lMpekpaTeHa cTonaHcka AerHOCT: KaHamaaTbT Unn y4acTHUKBT € NpeyCcTaHoBUN AeNHOCTTa
cu (un. 55, an. 1, 1. 1 ot 30I1)

MpencpoyHo NpekpaTsiBaHe Ha 4OroBOp M HanaraHe Ha obesLeTeHns unu gpyrm nogobHn
caHKumun: 3a KaHguaaTa Unu yyacTHMKa € OoKa3aHo, Ye € BUHOBEH 3a HEU3MbITHEHME Ha
A0roBop 3a obLecTBeHa NoOpbYka NN Ha AOrOBOP 3a KOHLECUS 3a CTPOUTENCTBO UMK 3a
ycrnyra, OBENO 0 pasBarnsHe unm npeacpoyHOTO My NpekpaTaBaHe, usnnawiaHe Ha
obesLweTeHunsa nnu gpyrn NogobHM CaHKLMK, C U3KINKYEHNE Ha criyjanTe, koraTto
Hen3nbIIHEHNETO 3acsara no-marnko ot 50 Ha CTo OT CTOMHOCTTa UM obema Ha gorosopa (4n.
55,an. 1, 1.4 ot 30I0N)

5. ObocobeHa no3muus

5.1. O6bocob6eHa no3uuyua: LOT-0001
3arnasue: ,JloctaBka Ha nek.npoayktn 3a 2026r,0tn.no pega Ha HapNe340125.11.2005 r.3a
pefa 3a 3annawiaHe oT AbpX.6mpKeT Ha nevyeHmeTo Ha 6bnr.rp-Hu 3a 3abonaBaHns, U3BbH
obxBaTa Ha 3a4.34p.0c-He, 3a ney.Ha naumeHTn ¢ XMB/CIMWH,Ty6epkynosa,ncmux.m nosea.
pascT-Ba,AbJhKallM ce Ha ynoT.Ha onnonau,cnHapom Ha 3asmcnmoct no OlNe 7
LEMTRICITABINE, TENOFOVIR DISOPROXIL
Onucanue: JloctaBka Ha nekapcTBeHu npoayktn 3a 2026 r., oTnyckaHu no pega Ha Hapenba
Ne34 ot 25.11.2005 r. 3a peaa 3a 3annallaHe oT AbpXKaBHUA BIOOXKET Ha NeYeHneTo Ha
ObnrapckuiTe rpaxgaHun 3a 3abonsiBaHus, M3BbH 06xBaTa Ha 3a4bIPKUTENHOTO 34PaBHO
ocurypsieaHe, 3a nedexuve Ha naumeHtn ¢ XUB/CINH, Ty6epkynosa, NCUXUYHN 1
noBedeHYEeCKN pa3CTPONCTBA, AblhKalm ce Ha ynotpeba Ha onvonaun, CMHAPOM Ha
3aBMCUMOCT" NO npekpaTeHa ob6ocobeHa no3numsa Ne 7 ¢ MexayHapoaHO HeNaTeHTHO
HanmeHoBaHune ,EMTRICITABINE, TENOFOVIR DISOPROXIL*
BbTpeweH ngeHtndukatop: 602885

5.1.1. Uen
EcTtectBo Ha nopbykarta: [loctaBku
OcHoBHa knacudukaums (cpv): 33651400 AHTMBUPYCK 3a cucTeMHa ynoTpeba

5.1.2. MsacTo Ha nsnbnHeHue
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ObpxaBa: bvnrapusa

Ha Bcsiko MACTO B AafeHa ObpxaBa

HOonbnHntenHa nndopmaumsa: NUTS: BG brwnrapus MNpunoxenne Nela CIMMUCBHK HA
KPAMHUTE MONYYATENN HA NEKAPCTBEHW NPOOYKTW 3A IEYEHME HA NALUMEHTU
C XMB/CTIWH NPE3 2026 TOOVHA 1. YHuBepcutetTcka MHoronpodunHa 6onHuua 3a
aKTMBHO NneYveHne no MHEeKUmno3Hu n napasutHu 6onectu "lMpod. MisaH Kupos EA[ 2.
,YH/BepcuteTcka MHoronpodunHa 6onHuua 3a aktueHo nedeHne Ceetu Neopru® EAL, rp.
Mnosame 3. ,YHMBepcUTETCKa MHOronpodunHa 6onHuua 3a aktmBHo nevyeHme Ceeta MapunHa“
EAL, rp. BapHa 4. ,YHuBepcuTeTCcKka MHoronpodunHa 6onHmua 3a akTuBHo nedyenuve [-p
"eoprn CtpaHckn® EALL, rp. MNneBeH 5. ,.YHMBepcuTeTCKa MHOronpodunHa 6onHuua 3a
akTMBHO nedveHue Mpod.a-p CtosH Kupkosuy“ ALl, rp. Ctapa 3aropa

5.1.3. OuyakBaHa NpPOoABLIMKUTENTHOCT
Hauanna pgarta: 28/09/2026
KpanHa gata Ha npoabrkutenHoctrta: 28/02/2027

5.1.4. MNopHoBsiBaHe
MakcumaneH 6pon nogHoBsaBaHus: 0

5.1.5. CromHocCT
MporHo3Ha cTonHocT, 6e3 ga ce Bkntousa A0C: 220 020,06 EUR

5.1.6. OO6wa nHcpopmauusn
ToBa e noBTapsLia ce obwecTBeHa nopbyka
Onucanune: ObuiecTBeHaTa NopbYKa ce NpPoBeXaa eXerogHo 3a ocurypsisaHe Ha
HeobxooumMuTe NekapCcTBEHU NPOAYKTY 3a nedeHne Ha naumeHtn ¢ XUB/CIAH.
Heobxoanmnte nekapcTBeHy NpoaykTn B obLecTBeHaTa Nopbyka He ca KOHCTAHTHU U MoraT
Aa ce NPOMEHSAT B 3aBUCMMOCT OT pa3nuyHu paktopu. BugbT n konmyecteaTta Ha
HeobxoanmuTe nekapcTBa, 06eKT Ha obLiecTBeHaTa Nopbyka, ce onpenenaT OT eKCnepTHUTE
CbBETM MO CbOTBETHUTE MEAULMHCKM CNeumanHocT Ha 6a3a NporHo3eH 6por nauneHTw,
NMoKa3saHu 3a NeYeHne C KOHKPEeTEH fekapCTBEH NPOAYKT U B CbOTBETCTBUE C TepaneBTUYHUTE
anropuTMu, BKITOYEHW B YTBbPAEHUTE hapMaKko-TepaneBTUYHN PbKOBOACTBA M akTyanHute
NpenopbKM 3a NneveHne, NPUeT OT Hay4YHUTE MEAMLIMHCKM OpYyXKeCcTBa. BuabT Ha
HeobxoaumuUTe nekapcTBa ce onpeaens CbLo Taka OT NPUCHCTBUETO UM B MO3MTUBHMS
nekapcTBEH CMUCHK U pasnpocTpaHeHNeTO UM Ha nasapa. B Ta3u Bpb3ka BUOBLT U
KonunyecTBaTta fiekapcTsa ce NPOMEHSAT eXerogHo nopagn o6cToAaTencTBoTo, Ye ce NPOMEHS
Opos Ha nauneHTUTe, NoKasaHW 3a NevYeHne C KOHKPeTEH NekapcTBEH NMPOAYKT, BKMOYBAT Ce
HOBM UK OTNaaaT fiekapcTea OT TEPANEBTUYHUTE PEXUMM NO MELULMHCKN KpUTEPUN, B
Mo3NTUBHMSA NEKAPCTBEH CNUCHK ANHAMUYHO Ce BKITHOYBAT/M3KMNIOYBAT NEKAPCTBEHN NPOAYKTH,
npeycTaHoBsIBa Ce OT NpuTexaTtenute Ha paspeLleHneTo 3a ynotpeba BpeMeHHO nnm
NMOCTOSIHHO Pa3npOCTPaHEeHNEeTO Ha onpeaeneHy nekapcTea Ha papmMaleBTUYHUA nasap.
3ana3seHo yvyacTue:
YyacTtveTo He e 3anaseHo.
MpoekT 3a Bb3naraHe Ha obLiecTBeHa NopbYka, KOUTO He € bMHaHcupaH cbe cpeactea ot EC
MopbykaTa nonaga B NPUIIOXHOTO none Ha CnopasyMeHneTo 3a AbpXXaBHuTe nopbyku (CAMM)
:pa
HonbnHuTtenHa nHgopmaums: NMocovyeHaTta CTONMHOCT B pasgen lNMporHo3Ha cTtonHocT, 6e3 aa
ce Bkntoyea [C, npeacraenssa MakcumanHusa pasnosnaraem MHaHCOB pecypc Ha
Bb3MNOXUTENSA. YYaCTHULN, KOUTO HaABMULLAT NPOrHO3HaTa CTOMHOCT, LWe ObaaT OTCTpaHABaHU
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OT y4yacTtue B npoueayparta. [locoyeHaTa B pasgen "lNnaHvpaH cpok” HayanHa garta e
nHOMKaTuBHa. [JoroBopbT BM3a B cuna OT gartarta Ha ckntouBaHe. CpoKbT 3a U3MbAHEHME Ha
porosopa e 0o 28.02.2027 r.

5.1.7. CrpaTermyeckm obecTBeHN NOPBUKN
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
KpuTepuu 3a 4OCTBNHOCTTA 3a NuuaTa C yBpeXxaaHusi He ca BKo4veHu, a 06ocHoBKaTa e
cnegHaTta
O6ocHoBka: JlekapcTBeHUTE NpoayKTK ca 06eKT Ha perynaumsi No OTHOLLEHWE Ha onakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLUTE Ce U3MOM3BaT M OT Nnua ¢ yBpexaaHus, ce
cnasBaT M3MCKBaHUATa Ha eBPOMENCKOTO 3aKOHOA4ATENCTBO B Ta3n obnacT, npeasuna KoeTo He
€ HeobXxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 3a AOCTBLMHOCT 3a Nuua ¢

yBpeXaaHus.

5.1.9. KpuTtepuu 3a nogbop
N3ToYHMUM Ha KpuTepun 3a n3bop: YBegomneHune
Kputepun: Peructpauus B CbOTBETEH NMPOdECHoHarneH permctbp
OnwncaHve Ha kpuTepus 3a nogdop: YyacTHuuuTe B npoueayparta Tpsibsa Aa nputexasaT
paspeLlleHne 3a NPon3BOACTBO, N3aadeHo Mo pefa Ha 3akoHa 3a fekapCTBEeHUTE NPOAYKTU B
xyMaHHaTta meguumHa (3J1MXM) (B cnyvanTte no un. 196, an. 1 ot 3JIMNXM) unu 3a Tbprosus
Ha eapo C NeKkapCTBEeHN NPOAYKTU UK YAOCTOBEPEHNE 3a permctpauus 3a TbproBus Ha eapo
C nekapcTBeHu Npoayktn (crnyvauTte no yn. un. 195, an. 1 n an. 2 ot 3JIMXM), unn
paspeLlueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM, ¢ nsknoyeHne Ha cnydanTe no 4vn. 195, an. 1 3a uandeckn n pUANYECKM nuua,
npuTeXaBally pa3spelleHne 3a TbProBus Ha eapo C NekapCTBEeHN NPOAYKTU, U3ganeHo ot
perynaTopeH opraH Ha Apyra gbpaBa YneHka" unm eKkBuBaneHTeH JOKYMEHT, CblnacHo
3aKOHOLaTerCTBOTO Ha AbprKaBaTa, B KOATO ca ycTaHoBeHW. [1pu ycnosuaTa Ha yn. 67, an. 5
o1 30I1, yyacTHuumMTe NnpeacTaBAT AOKYMEHTUTE N0 NPEeAXOAHOTO U3peyeHne. YyacTHuKa,
onpeneneH 3a N3NbrHUTEN, NPeau CKIYBaHe Ha JOorosopa, Npu ycrosusaTa Ha yvn. 112, an.
1, 7. 2 ot 301, npeacrass cnegHUTe AOKYMEHTU: 3aBEPEHO KOoMnne Ha BanuaHo paspelleHune
3a Npon3BOACTBO, U3aaAeHo Nno peaa Ha 3akoHa 3a fekapCTBeHUTe NPOAYKTM B XyMaHHaTa
mMeanuunHa (311MXM) (cnyyaute no 4n. 196, an. 1 ot 3J1MXM) nnu 3a TbproBus Ha eapo ¢
nekapcTBeHU NPOaYKTN NN yOOCTOBEPEHME 3a PerncTpaums 3a TbproBusi Ha egpo c
nekapcTBeHu npoayktu (crnydaute no un. 195, an. 1 n an. 2 ot 3JIMXM), unn paspelueHve 3a
BHOC (cny4vauTe no yn. 196, an. 2 ot 3JIMXM) — nsgagexu no pega Ha 3J1TTXM.
C1HOTBETCTBMETO C NOCTABEHNS KPUTEPUI Ce Aekrnapupa ¢ nonbfeaHe Ha vact |V, pasgen ,A"
ot EELOI.

Kputepuin: CneundmdeH rogmieH obopot

OnucaHue Ha kpuTepus 3a noabdop: YyacTHUUuUTE B npoueaypaTa Tpsiba ga ca peanuanpanm
MUHUMareH obopoT B cdhepaTta, nonagalla B o6xsaTta Ha nopbykaTta, u3dncrneH Ha 6asa
roauwHuTe 060poTK 3a NocnegHUTe Tpy NPUKNIOYMIM (PUHAHCOBU FOAMHU, B 3aBUCMMOCT OT
AaTaTa, Ha KOSITO Y4aCTHUKBT € Cb34afeH Unu e 3anoyHan gevHocTtTa cu. CbrnacHo yn. 62,
an. 3 ot 30I1, nHdopmauusaTa moxe aa obxealla U No-kpaTbk Nepunoa B 3aBUCUMOCT OT
Aarara, Ha KOATO y4aCTHUKBLT € Cb3[aZeH Unu e 3anoyHan genHocTra cu. [lokymeHTuTe,
AoKas3BaLlM CbOTBETCTBMETO C NMOCTABEHUSA KPUTEPUIA, KOUTO Ce NpeacTaBaT Npu NonckBaHe B
Xo[a Ha npoueaypaTa, B criydamTte Ha un. 67, an. 5 ot 30l nnu oT yyacTHuKa, onpeaerneH 3a
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N3NbITHUTEN NPEAN CKIoYBaHe Ha LOroBopa ca: yAoCTOBEPEHUS OT BaHKu; roanHUTe
(PUHAHCOBM OTYETUN UIM TEXHN CbCTABHU YacTu, Korato NyGrMKyBaHETO UM Ce U3UCKBa
CbIIACHO 3aKOHOA4ATENCTBOTO Ha AbpXKaBaTa, B KOATO KaHAMAATBLT UMW Y4aCTHUKBT €
yCTaHOBEH; cnpaska 3a obopoTa B cipepaTa, nonagawa B obxsaTta Ha nopbykaTa. Korato no
OCHOBAaTesHa NpU4YMHa y4aCTHUKBLT HE € B CbCTOSIHWE Aa NpeacTaBn NoOUCKaHuTe oT
Bb3M10XUTENSA JOKYMEHTU, TON MOXeE Aa LOKaXe CBOETO MKOHOMUYECKO N (hMHAHCOBO
CbCTOSIHME C MOMOLLTA Ha BCEKM APYr AOKYMEHT, KONTO BBb3NOXUTENAT NpUemMe 3a NoAxoasy,.
CbOoTBETCTBMETO C NOCTAaBEHUSA KPUTEPUIA Ce AeKnapupa ¢ nonbnBaHe Ha yacT IV, pasgen b
ot EEJOI. AKo CbOTBETHUTE JOKYMEHTU Ca Ha Pa3nosioXeHe B eNeKTpoHeH dopmar,
yyacTHuuuTe morat aa nocodat B EE[JOIT: ye6 agpec, opraH unu cnyxba, nsgasaium
AOKYMEHTa M TOYHO No30BaBaHe Ha AOKYMeHTa. VI3CKBaHO MUHMMAIHO HMBO 3a peanusvpaH
MUHUMareH obopoT B cdepaTta, nonagalla B obxBaTta Ha nopbykaTta - paBeH unun Hag
nporHo3HaTa CTOMHOCT Ha obLiecTBeHaTa nopbyka. 3abenexka: 3a ccepaTta, nonagawlia B
obxBaTa Ha nopbykaTta rno KOSTO y4acTHWUKa e Aenosunpan odepTa, Bb3NOXUTENAT e
npueme: peanuampaH MUHUMarneH obopoT OT JOCTaBKa/M Ha BCAKAKBY IEKAPCTBEHM MPOAYKTH.

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHue: Han-Hucka npesioxkeHa eanHUYHa LieHa 3a tabl.
Onucanune: HasHayeHaTa OT Bb3NOXUTENS KOMUCUSA 3a pasrnexaaHe, oLueHKa 1 KnacmpaHe Ha
NOCTbLNUNUTE 0GEPTU, 3BBPLLBA OLEHKA U M30Mpa MKOHOMUYECKM Han-u3rogHata odepTta
Bb3 OCHOBA Ha onpegeneHnsa kputepun — ,Han-Hncka eguHMYHa LeHa“, cernacHo yn. 70, an.
2, 7.1 01 30I.

5.1.11. [dokymeHTauus 3a Bb3naraHe Ha obLecTBeHa NopbykKa
E3vun, Ha KonTto AoKkyMeHTaumaTa 3a obiecTBeHaTa nopbyka € opuumnanHo OCTbMHA:
Obnrapckm
Appec Ha JoKymeHTauumsiTa 3a obuiecTBeHaTa nopbuyka: https://app.eop.bg/today/602885
Ad hoc kaHan 3a KOMyHUMKauuA:
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/602885
E3nuu, Ha kouTo moraT ga ce nogasaT opepTn uUnu 3asBrieHns 3a yvyactme: Gbnrapcku
EnekTpoHeH katanor: 3abpaHeHo
BapuaHTtu: 3abpaHeHo
KpaeH cpok 3a nony4dasaHe Ha odepTun: 16/09/2026 23:59:59 (UTC+03:00)
N3TOYHOEBPOIENCKO NATHO Bpeme
MpoabmKMTENHOCT, Npe3 KOATO odepTaTta TpsibBa ga octaHe BanuaHa: 6 Meceuun
MHdopmauma 3a obwecTtBeHaTa nopbykKa:
[aTta Ha oTBapsHe: 17/09/2026 14:00:00 (UTC+03:00) n3to4HOEBpONENCKO NSATHO Bpeme
MsacTo: B cucrtemata
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 nsnonaea enekTpoHHO NOpbYBaHE: HE
LLle ce nsnonsea enekTpoHHO NnawjaHe: aa
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5.1.15. TexHuKun
PamkoBo cnopa3symeHue:
Hama pamkoBo cnopasymeHune
UHdopmauua 3a guHaMmnyHaTa cMcTemMa 3a NOKYMNKU:
Hama gnHamuyHa cnctema 3a noKynku

5.1.16. [donbnHutenHa uHcgpopmaumsa, Meamaumsa u npepasrnexaaHe (o6xxansaHe)
OpraHusauus, oTroBapsiwia 3a npepasrnexagaHeTto (o6xansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuusaTa
MHdopmauus 3a KpanHUTe CpokoBe 3a npepasrnexgaHe: Ha ocHoBaHve un. 197, an. 1, 1. 3
oT 3akoHa 3a o6LlecTBeHUTE NOPbYKK, anbu morat fa ce nogasat B 5-AHEBEH CPOK OT
n3TM4aHeTo Ha cpoka no yn. 100, an. 5 - cpeLly pelleHneTo 3a OTKpUBaHe Ha npoueayparta u
/nnun peweHneTo 3a ogobpsiBaHe Ha NPOMEHM B yCrioBusaTa no obsseHarta npoueaypa.
OpraHusaums, npegocTtassia noseye nHgopmalmsa 3a npoueaypurte 3a npernes (obxansaHe)
: Komucus 3a 3awwmra Ha KOHKypeHumnaTa

8. OpraHusauum

8.1. ORG-0001
OdomumanHo HammeHoBaHme: MUHUCTEPCTBO HA 34PABEOINA3BAHETO
PerucTtpaunoHeH Homep: 000695317
MoweHckn agpec: nn. CBETA HELEJTA Ne.5
Npaa: rp.Codhus
MoweHckm koa: 1000
AOMUHUCTpaTUBHO-TepUTOpUanHa eguHuua Ha abpxasata (NUTS): Codusa (ctonuua) (BG411
)
Obpxasa: bvnrapusa
3BeHOo 3a koHTakT: LLeHan Bexbuesa EmnHoBa
EnekTpoHHa nowa: seminova@mh.government.bg
TenedoH: +35929301323
NHTepHeT agpec: https://www.mh.government.bg/bg/
Mpodmn Ha kynyBa4a: https://app.eop.bg/buyer/1105
Ponwu Ha Ta3u opraHusauus:
Kynysau

8.1. ORG-0002
OdmuymnanHo HanmeHoBaHue: Komucus 3a 3awmTa Ha KOHKypeHumsTa
PernctpaumoHeH Homep: 000698612
MoweHckn agpec: 6yn. Butowa Ne 18
Npaa: Codus
MoweHckn koa: 1000
AOMUHUCTpaTUBHO-TEpUTOpUanHa eguHuua Ha abpxasata (NUTS): Codus (ctonuua) (BG411
)
Ovpxaea: bvnrapus
3BeHO 3a KOHTaKT: KoMmucus 3a 3alumta Ha KOHKypeHuusaTa
EnekTpoHHa nowa: delovodstvo@cpc.bg
TenedoH: +359 29356113
dakc: +359 29807315
WHTepHeT agpec: http://www.cpc.bg
Ponwu Ha Ta3u opraHmsauus:
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OpraHu3auusi, oTroBapsiLlia 3a npepasrnexaaHeTo (obxansaHeTo)
OpraHnsaums, npegocTassila noseye MHopmMaumsa 3a npouenypute 3a npernes (obxansaHe)

UHdopmauusa 3a obsaBneHneTo

WpeHnTtndumkarop/sepcunsa Ha obsasneHneTo: af2debe1-e24f-4731-a4cb-dfcf4601d0a3 - 01
Bug Ha opmynsapa: CbcTesaTtenHa npoueaypa

Bug o6asnenune: O6aBneHne 3a nopbyka Unm KOHLECUSA — CTaHAAPTEH PEXUM

MoaBua Ha obaBneHneTo: 16

[arta Ha unanpawaHe Ha nssectuneto: 01/09/2026 10:09:15 (UTC+03:00) n3to4HoeBpONencko
NATHO Bpeme

E3numn, Ha KOUTO HaACTOALLOTO M3BECTUE € OPULMANHO JOCTBMHO: Bbnrapcku

Homep Ha nybnukyBaHe Ha ob6aBneHneTo: 605907-2026

Homep Ha 6pos Ha OB S: 169/2026

Hata Ha ny6nuvkyBaHe: 02/09/2026
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