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625615-2024 - lomaiocht

An Bhulgair — Pharmaceutical products — “CkniouyBaHe Ha paMKOBO criopa3yMeHue 3a JocTaBKa
Ha NeKkapcTBEeHU NPOAYKTU 3a HYXAUTE Ha NnevyebHUTe 3aBeAeHUN 3a nepuoa OT ABe roAuHK",
BKNroyBawia 6 060co6eHn Nno3uuum.

OJ S 202/2024 16/10/2024

Fégra maidir le conradh né lamhaltas — an gnathchoéras - Fégra maidir le hathru

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: MUHUCTEPCTBO HA 3OPABEOITA3BAHETO - LUEHTPAJIEH OPIAH 3A
MOKYTMKA
R-phost: rstavreva@mh.government.bg
Cineal dlithiuil an cheannaitheora: Udaras de chuid an rialtais lair
Gniomhaiocht an udarais chonarthaigh: Slainte

2. Nos imeachta

2.1. Nos imeachta
Teideal: “CkniouBaHe Ha paMKOBO Criopa3yMeHue 3a JOoCTaBka Ha fiekapCTBEHU NPOAYKTU 3a
Hy>XOuTe Ha nevyebHUTe 3aBefeHns 3a nepuoa oT ABe rogmHu®, Bkntoyealla 6 o6ocobeHu
no3nuuun.
Cur sios: Ha ocHoBaHue un. 2, an. 1 ot lNoctanosneHne Ne 146 ot 9.06.2015 r. 3a cb3gaBaHe
Ha LleHTpaneH opraH 3a nokynku B cektop "3gpaseonassaHe” (NMMC Ne 146/2015r.),
MUHUCTBPBT Ha 3apaBeonasBaHeTo e LieHTpaneH opraH 3a NOKynku B CEKTOP
~3apaseonassaHe” (LUOINC3). B nanbnHeHne Ha Bb3NOXEHNTE MY (DYHKLMN U HA OCHOBaHWe
yn. 5, 7. 1 ot NMMC Ne 146/2015 r. MMHUCTBPBT Ha 3apaBeonasBaHeTo Npoeeae, Ypes
EnekTpoHHaTa cuctema lNpoueaypa no cbbmpaHe Ha 3asBKM 3a CKItoyBaHe Ha Pamkosu
crnopasyMeHus 3a nepuoga ot ABe roauHun, Ype3 EnekTpoHHaTa cuctemMa 3a 3akynyBaHe Ha
nekapCTBEHM NPOAYKTU 3a HyXXauTe Ha neyvebHuTe 3aBeaeHusn B Penybnuka Bvnrapums.
HacTtoswata obuwectBeHa nopbyka ce 0b65BsBa 3a 3asBEHUTE OT fie4ebHUTE 3aBegeHns
neKkapCcTBEHM NPOAYKTU, KOUTO Ca MHAMBMAYanNM3MpaHu B TEXHUYecKaTa cneungukauma Ha
obuiecTBeHaTa nopbyka Hammpalla ce B EnektpoHHaTa cuctema Ha agpec: https://cop.mh.
government.bg/ - 3a pernctpupanu http://cop.mh.government.bg/ - 3a HeperncTpmpaHmu
Aitheantoir an noéis imeachta: cc7de108-d5f2-40be-81c5-a2a955d89677
Aitheantdir inmheanach: 420093
An cineal nois imeachta: Oscailte
Ta an nds imeachta a bhrostu: nil

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

2.1.2. An it feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocms, MNnowan Ceeta Hegena Ne 5
Baile: Cocusa
Caod poist: 1000
Foroinn tire (NUTS): Codouns (ctonuua) (BG411)
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Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapusa“

2.1.3. Luach
Luach measta gan CBL a aireamh: 2 555 702 419,40 BGN

2.1.4. Eolas ginearalta
Eolas breise: 1. MUHUMAJTHN N3NCKBAHWA JlekapcTBeHUTE NpoAyKTH, 3a KOUTO
yyacTHUUMTE nofdasaT nNpeanoxeHus Tpabsa Aa OTroBapaT Ha M3MCKBAHMSATA HA Bb3NOXUTENS
1 ga ca cbobpaseHu ¢ konmyecTBaTa, nocovyeHn B EnektpoHHaTta cuctema. https://cop.mh.
government.bg/ - 3a pernctpupanum, http://cop.mh.government.bg/ - 3a HeperncTpupanm 2.
ObWN N3NKBAHUA KbM MPELOJTATAHATE NEKAPCTBEHW MNMPOAOYKTW: 2.1.
INekapcTBeHMTE NPOAYKTM TpsibBa Aa OTroBapsiT Ha U3NCKBaHUATa Ha 3akoHa 3a
niekapCTBEHNTE NPOAYKTU B XYMaHHaTa MeanuunHa — Tpsabsa ga nputexasaT BanMaHO
paspeLlueHue 3a ynoTpeba B cTpaHaTa, udgageHo no pega Ha 3J1TMXM unu PernameHT (EO) Ne
726/ 2004 r. Ha EBponenckusa napnameHT n CoeeTta /un. 23, an.1 Ha 3J1MXM/. B npoueaypata
mMoraT aa 6baat ogepupaHu, camo nekapcTeeHnTe npoayktun BrrtodeHu B MJ1C, MNpunoxeHne
Ne 2, akTyaneH kbM gaTaTa Ha nogaBaHe Ha npennoxeHuneTo. 2.2. LleHata no gorosopa,
CKITHOMEH Bb3 OCHOBA Ha paMKOBOTO Criopa3yMeHue € oukcupaHa, He noanexun Ha npomMsiHa 3a
CpOKa Ha JencTBue Ha Jorosopa, ocBeH B criydante Ha 116 ot 30I1. 2.3. B cnyyan, ye npes
BPEMETO Ha JeNCTBME Ha CbOTBETHMS JOrOBOP CTOMHOCTTA, KOATO criefBa Aa ce 3annawia ¢
nyoénun4Hu cpencTBa Ha NekapCcTBEHU NPOAYKTU OT MNMO3UTUBHMS NeKapCTBEH CMNCHK CTaHe Mno-
HWMCKa OT JoroBopeHaTa, Nne4yebHOTOo 3aBefeHne — Bb3noxuten 6e3ycnoBHo 3annawa
nekapCTBEHUTE NPOAYKTU Ha NO-HUCKaTa CTOMHOCT, CYMTAHO OT AaTaTa Ha Bnu3aHe B cuna Ha
peLleHneTo Ha HaunoHanHmsi CbBeT Mo LeHN 1 penmbypcrpaHe Ha nekapcTBEHUTE NPOaYKTH
( HCUPJIM) 3a npomsiHa Ha LeHUTe Ha NekapCTBEHUTE NPOAYKTU UKW OT JaTaTta Ha
akTyanusaumata Ha Mo3MTMBHMA NekapcTBEH CNUCHK MO peda Ha yn. 57, an. 1 ot Hapepbarta
3a ycrnoBusTa, NnpaBunaTa U peaa 3a perynvpaHe U peructpmpaHe Ha LeHuTe Ha
nekapcteeHute npoayktn (HYMNPPPLJII) 3a nekapcTBeHMTE NPOAYKTU C HAMarieHa CTOMHOCT
3a OnakoBKa, n34yuncneHa Ha 6asa pedepeHTHa CTOMHOCT. B cnyyante no npeaxogHoOTo
n3peyeHne, CTOMHOCTTa ce onpeaens KbM MOMEHTa Ha JOoCcTaBkaTa (MoAnMCBaHe Ha npuemo-
npegasaTesieH NPoTokos). Bcuykn konuyecTsa, NOCOYEHN B cneyudukauusaTa, ca
,OPVEHTUPOBBYHU" N Ca NpeaMET Ha Bb3fnaraHe B paMKUTe Ha BbTPeLLEeH KOHKYpeHTEH nsbop
no pamMKoBO cCropasyMeHune, no nokaHa Ha nevyebHuTe 3aBefeHNa — Bb3NOXUTENN, NOCOYEHU
B AOKYMeHTauusTa. B pamknte Ha npoBexaaHuTe BbTPELLUHN KOHKYPEHTHU nsbopu, we 6vaar
3asBsiBaHM KONMYeCTBa, Cbobpas3HO TEKyLUUTE HYXON Ha BCAKO NedebHo 3aBedeHune, KaTto
neyebHOTO 3aBeeHNE — Bb3NOXNTEN HE € ANMbXHO Aa 3as8BKU 3a JOCTaBKa LANoTo
AOroBOPEHO KONMMYECTBO, a MMa NpaBo ga 3asiBABa KONMYeCTBa CblacHO AEUCTBUTENHUTE CU
HY>KOM, HO He NoBeYe OT JoroBopeHoTo. Crnea CckroyBaHe Ha KOHKPeTEH A0roBop, Bb3HWUKBAT
3a4biKeHusaTa 3a 3adBsiBaHe, [OCTaBKa M 3annawaHe Ha AOCTaBeHUTE fleKapCTBEHU
npoayktn. 3. USNCKBAHNA 3A JOCTABKA MO KOHKPETEH OOIMOBOP 3.1. Beska
OoTAenHa gocTtaBska, criegsa ga 6bae AoCTaBeHa B CPOK 0 7 KaneHaapHW OHKU cneq
nony4yaBaHe Ha 3asiBkaTa OT 1e4ebHOTO 3aBefeHne — Bb3NOXUTEN U 32 KonnuyecTeaTa u
OnakoBKMTE (CbOOPa3HO KOHKPETHUTE NEeKapCTBEHN NPOAYKTU, MOCOYEHN B TEXHUYECKOTO
npeanoXeHne Ha U3NbHUTENS), TOYHO onpeaeneHn B 3asBkaTa. B cnyyaun, ye ce npasu
nbpBa AOCTaBKa OT AaJeHaTa napTuaa Ha nekapCTBeH NPOAYKT, ce npeacrass CeptudukaT
3a ocBoboxgaBaHe Ha napTuaara, u3gageH ot ksanuduumnpano nuue no 3J1MXM Ha
€MeKTPOHEH HOCUTEN UIN MO efIEKTPOHEH NbT Ha eNeKTPOHHAaTa nowa, NocoYeHa KaTo agpec
3a KOpeCnoHAEHLMS, NPUAPYXKEH C NpeBo Ha 6Gbnrapcky e3uk oT oupma, CKIrYmna 4orosop
¢ MnHMCTEpCTBO Ha BbHLWHUTE paboTu 3a n3BbpLUBaHe Ha oduumanin npesoan. sbpoenute
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OOKYMEHTU Ce NpeACcTaBAT Mo eNeKTPOHHA NoLa B CbOTBETHOTO 3BEHO, OnpeaeneHo ot
neyebHOTO 3aBeaeHne — Bbanoxuten. MNpun cnegBalum AOCTaBKM Ha NeKapCTBEHU NPOAYKTU OT
cbluarta napTnga, ceptudmkaTsT HE ce npeacTass. B cnyyan Ha Heo6xoaMMOCT OT crewHa
AocTaBka, Nle4ebHOTO 3aBeeHne — Bb3N0oXUTEN NOCOYBa M3PUYHO B 3asiBKaTa, Ye €
Heobxoaumo fa 6bae u3BbpLUEHA cnewHa gocTaeka. B To3n cnyyan, goctaBkarta cneasa aa
Obae n3BbpLUEHa 40 6 Yaca OT nosfiyyaBaHe Ha 3asiBKaTa M 3a KonmyecTBaTa U ONakoBKUTE,
TOYHO onpegenexu B 3asBkaTta. 3.2. OcTaTbyYHUAT CPOK HA rOQHOCT Ha fleKapCTBEHUTE
npoaykTu, cnefea ga 6vae He no—manbk oT 40 % /yeTupuaeceT Ha cTo/ OT 06siIBEHUS OT
npounsBoAnTENS KbM [JaTaTa Ha Besika focTaska. 3.2.1. B cniyyan Ha gocTtaBka Ha
nekapCTBEHUS MPOAYKT C MO — KpaTbK OT AOFOBOPEHMSI CPOK HA FOAHOCT, Abfhknmara
HeycTonKa e kakTo cnegga: ot 39,99% 0o 30% - 3 % BbpXy CTOMHOCTTa Ha JOoCTaBKaTa; OT
29,99% 1o 20% - 5 % BbpXy CTOMHOCTTA Ha gocTtaskaTta; oT 19,99% no 10% - 7 % Bbpxy
CTOMHOCTTa Ha gocTtaskaTa; nog 10% - 10 % Bbpxy CTOMHOCTTa Ha gocTaBkaTta. 3.2.2.
[locTaBkaTa Ha nekapCcTBeH NPOAYKT C OCTaTbYeH CPOK Ha rOAHOCT no-manbk oT 10 Ha cTo OT
06s1IBEHNS OT NPON3BOANTENS CE U3BBbPLLBA CaMO C MMCMEHO Cbrnacue Ha ne4yebHOTOo
3aBefeHne — Bb3MNOXMTEN 3a KOHKPETHO KONMYECTBO, onpeaeneHo ot Hero. bes nspnyHo
NMUCMEHO cbrnacue Ha NeyebHOTO 3aBeieHNne — Bb3MNOXKNUTEN CTOKNTE HAMa fa 6baaT
3annaiyaHu. ickaHeTo 3a MMCMEHO CbImnacue cneaBa aa NocTbnn B Ne4ebHOTO 3aBedeHne —
BB3NoXmTen B cpok Ao 1 (eanH) paboTeH AeH OT nonyyaBaHe Ha 3asBkaTa. [ocoyeHute no-
rope CpoKoBe 3a JOCTaBKa Ha JIeKapCTBEHM NMPOAYKTU C OCTaTbY€H CPOK Ha rogHOCT NO-ManbK
oT 10 Ha CcTO OT 06sBEHMSA OT NPON3BOANTENS 3aNoYBaT Aa TekaT OT AaTaTta Ha Nony4vyaBaHe
Ha cbrracmeTo 3a JocTaBka. B cnyyanTe Ha crnelwHn JOCTaBKM NOCOYEHUTE No-rope
HeyCTONKM He ce npunarart. Jle4ebHOTO 3aBeAeHNE — Bb3NOXUTEN MOXE Aa OTKaxe
npuemMaHeTo Ha CTOKUTE, aKo B AEHSA Ha TAXHOTO NPUCTUraHe UNn NpuemMaHe OCTaTbyHUS CPOK
Ha rogHOCT € Mo — Manbk OT onpedeneHns MMHUMarneH Cpok Ha rogHocT. 3.3. OcTaTbYyHMAT
CPOK Ha rogHOCT Ha BuonpoayKT nnu GuonogobeH NpoaykT, cneasa Aa 6bae He No—Manbk oT
20 % /pBapeceT Ha cTO/ OT 06SABEHNS OT NPOM3BOANTENS KbM AaTaTa Ha BCsika AOCTaBKa.
3.3.1. B cnyyan Ha goctaBka Ha 6uonpogykT unu 6uonogobeH NpoaykT € No — KpaTbK OT
AOroBOPEHNSA CPOK Ha rOQHOCT, Ab/MKMMaTa HeycTorka e KakTo crieasa: ot 19,99% 0o 10% - 2
% BbpXy CTOMHOCTTa Ha goctaskaTta; oT 9,99% 00 5 % - 4 % Bbpxy CTOMHOCTTA Ha
aoctaskaTta; nog 5% - 6 % Bbpxy CTOMHOCTTa Ha gocTaBkaTa. 3.3.2. [locTaBkaTta Ha
nekapCTBEH MPOAYKT C OCTaTby€H CPOK Ha rO4HOCT NO-ManbK OT 5 Ha CTO OT 06sBEHNS OT
npoun3BoANTENS Ce N3BbPLUBA CaMO C MMCMEHO Cbrnacue Ha ne4yebHOTO 3aBeaeHne —
Bb310XKUTEN 3@ KOHKPETHO KONMMYECTBO, ONpeadesieHo OT Hero. bes 3pruyHo NMCMEHO
cbrnacue Ha ne4ebHOTO 3aBeeHNE — Bb3NOXUTEN CTOKUTE HAMA Aa ObaaTt 3annallaHu.
VickaHeTo 3a NMCMEHO Cchbrnacue criedpa ga NocTbNuy B 1e4ebHOTO 3aBeeHNE — Bb3MNOXUTEN
B Cpok 4o 1 (eanH) paboTeH AeH OT nonyyaBaHe Ha 3asBkaTa. [locoyeHuTe No-rope CpokoBe
3a [OCTaBKa Ha flekapCTBEHM NPOAYKTU C OCTaTby€H CPOK Ha rOAHOCT NO-Manbk OT 5 Ha CTo
OT 065BEHNSA OT NPOU3BOAMTENSA 3anoyBaT Aa TekaT OT AaTaTa Ha nonyYyaBaHe Ha CbrnacmeTo
3a gocTaBka. B cnyyauTe Ha cnelwHn 4oCTaBKM MOCOYEHUTE MO-rope HEYCTOMKM He ce
npunarat. Jle4ebHOTO 3aBeeHne — Bb3NOXUTEN MOXe [a OTKaXe NpMeMaHeTo Ha CTOoKuTe,
aKko B A€HS Ha TAXHOTO NPUCTUraHe Unn NpuemMaHe OCTaTbyYyHUSA CPOK Ha MOAHOCT € MO — Manbk
OT onpeaeneHns MMHUManeH CpokK Ha rogHocCT. 4. [lokyMeHTU 3a nnawaHe. 3annawaHeTo Ha
CTOKMTE MO 4OroBopa Ce M3BbpLUBA OTNOXEHO B CPOK 40 60 /wectaeceTtus/ geH, cneg
npeAacTaBsHe Ha cnegHuTe AOoKyMeHTu: [locTaBHa dhakTypa, CbCTaBeHa CbrnacHo
nancksaHuata Ha 340C v NMMN304C v MNMpuematenHo-npegasaTenHu npotokonu; MNpuemo —
npeaaBaTeNHUTE NPOTOKOMN MOXE Aa Ce CbCTaBAT KaTO €NeKTPOHHM AOKYMEHTM U Aa ce
nognuceaT OT NpPeACTaBUTENNTE Ha CTPaHUTE C eNEKTPOHEH NOANUC, Cb34aAeH C
KBanMdpuunpaHo yaoctToBepeHue 3a enekTpoHeH nognuc. OTNOXeHOTO nnaiiaHe e Ha
OoCHOBaHue un. 3, an. 6 BbB Bpb3ka € an. 5 ot 3akoHa 3a neyebHuTte 3aBeaeHus. 5. Ha
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ocHoBaHue 4n.40 ot 30l LieHTpanHuaT opraH 3a nokynku B cektop "3apaseonassaHe”
npoBexaa npoueaypu 3a BbanaraHe Ha 06LEeCTBEHN NOPBYKN U 3a CKMOYBAHE HA PaMKOBMU
crnopasyMeHus Ype3 nsanonsBaHarta OT Hero nnargopma Hamupalla ce Ha agpec: https://cop.
mh.government.bg/ B cbotBeTcTBME € yn. 40, an. 1 ot 30l cb3gaBaHeTo U NyOnNmnKyBaHeTo
Ha pewleHunsaTa no un. 22, an. 1, 1. 1 n 2 n obsenenunata no yn. 35 nun. 36, an. 1, 1. 6 ot
30I1, we 6bAaT n3BbpLUBaHU B LieHTpanuanpaHa aBTomaTusnpaHa MHopmaunoHHa
cuctema ,EnektpoHHm obwecteeHn nopbukn® (LLAUC EOTIT). Benykn octaHany peLleHns n
OOKyMeHTU ce nybnukysaTt B EnekTpoHHaTa cuctema, JOCTbIMHA Ha CNegHUs eNeKTPOHEH
agpec: https://cop.mh.government.bg/ 3a HacTosAwaTa obuwecTBeHa Nnopbyka, e 6bae
obocobeHa camocTosTenHa enekTpoHHa npenucka B EnektpoHHata cuctema. 3a
npoBexaaHuTe oT fne4yebHNTe 3aBeJeHNs BbTPELUHN KOHKYPEHTHM M360pK, Bb3 OCHOBA Ha
CKIMIOYEHOTO PaMKOBO crnopasymMeHune ce obocobaBaTt OTAENHN €NTEKTPOHHN NPENNUCKUN B
EnektpoHHaTa cuctema. HactosiwaTta npoueaypa € u3usno enekTpoHHa 1 BCUYKN OENCTBUSA
CBbp3aHn ¢ 06aBABaAHETO M N NPOBEXAAHETO 1 Wwe 6baaT n3BbpLUBaHM Ype3d EnektpoHHaTa
cucTemMa, AOCTbMHA Ha criedHnsa enekTpoHeH agpec: https://cop.mh.government.bg/ Bb3
OCHOBa Ha HacTtogdwara npoueaypa LLOIMNC3 we cknoyn egHO pamMKoBO CriopasyMeHne ypes
N3non3BaHe Ha eNeKTPOHHM CPEeACTBa 3a KOMyHUKaLMsi B CbOTBETCTBME C U3NCKBaAHUSATA MO
yn. 39a, an. 7 ot 30[1 1 npu M3non3BaHe Ha enNeKTPOHEH TbPr, KOWTO LLie ce NnpoBeae no pena
Ha yun. 89-91 ot 30Tl1. Cniea cknoyBaHe Ha pamMKoOBOTO criopasyMeHune ot cTpaHa Ha LIOMNC3,
neyebHNTE 3aBEAEHNSA-Bb3NOXUTENN LLE CKNIOYBAT KOHKPETHN JOroBOPU 3a LOCTaBKa Ha
nekapcTBEHM NPOAYKTU Cref U3BbpLUBaHE Ha BbTPELLEH KOHKYPEHTEH 130op B criyyante Ha
yn. 82, an. 3 ot 30l 1 npoBexaaHe Ha eNneKTPOHEH TbPr NpW cna3BaHe Ha pega no uyn. 89-91
oT 30I1. 6. OcBeH Ha ocHOoBaHuATa Ha un. 54 nun. 55, an. 1, 1. 1 ot 30I1 ce oTcTpaHsBaT
y4yacTHUUUTE K KoraTo e Hanuue Hskoe oT obctosTtencteata no 4n.107 ot 30I1. 7. Npeasua
06CcTOATENCTBOTO, Ye ¢ yneH 5k ot PernameHT (EC) 2022/576 HA CbBETA ot 8 anpun 2022
rogmHa 3a nameHeHue Ha PernameHT (EC) Ne 833/2014 OTHOCHO OrpaHUYUTENHN MEPKU C
ornepn Ha gencreusita Ha Pycus, gectabunuampalum nonoxeHmeTo B YkpanHa (PernameHT
(EC) 2022/576 HA CBbBETA) ce 3abpaHsiBa Bb3naraHeToO Ha BCAKaKkBM AOroBopu 3a
o6LlecTBEHM NOPBYKM HA APYXKECTBA, B KOMTO MMaA PYCKO y4acTue, C KOeTO ce HagBuLaBsat
rpaHuumMTe onpeneneHn B TO3M YNeH. Y4YacTHULM, B KOUTO MMa PYCKO y4YacTume, C KOeTo ce
HagBuULWAaBaT rpaHMunTe onpegernieHun B Un.5k Ha PernameHT (EC)2022/576 Ha CbBeTa Wwe
ObaaTt OTCTpaHaBaHuM OT npoueaypara.

Bunus dli:

Treoir 2014/24/AE

2.1.5. Téarmai solathair
Téarmai na haighneachta:
Lion uasta na luchtdg ar féidir le tairgeoir amhain tairiscinti a chur isteach ina leith: 6

2.1.6. Forais eisiaimh
Rannphairtiocht in eagraiocht choiritil: KaHgugaTsT unm y4acTHUKBT € OCbAEH C BNnsana B
cvna npucbaa 3a npectbnnexHne no yn. 321 vnm un. 321a ot HakasatenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanNOrM4yHO NPEeCcTbLNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTtpaHa (4n. 54, an. 1, 7. 2 ot 300N)
Eillii: KanamaaTsT unm YYaCTHUKBLT € OCbAEH C BfdA3Nna B cuma npucbaa 3a npecrbhisieHme no
yn. 301-307 ot HakasatenHus kogekc (4. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo
npecTbnneHne B gpyra Abp)KaBa YneHka nnm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Calaois: KaHangaTbT uUnm y4aCcTHUKBT € OCbAEH C Brisi3na B cuna npucbaa 3a npecrbrnieHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4Ho
npecTbniieHne B Apyra AbpXXaBa YreHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
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Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHomaatsT unm y4acTHUKBT € OCbAEH C BRsi3na B cua npucbaa 3a NpecTbhiieHne no yn.
108a ot HakasaTenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorMyHo nNpecTbneHne
B ApYyra AbpXaBa uYneHka unu Tpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I1)

Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTsT nnu y4acTHUKBLT € OCbAEH C
BNsA3na B cuna npucbAa 3a npectbnnenue no un. 253-260 ot HakasatenHua kogekc (4n. 54,
an. 1, 7. 1 ot 30TI1) unu 3a aHanorMyHoO NpecTbIeHMe B Apyra Abp)KaBa YfieHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHangaTbT Nnun y4acTHUKBLT €
OCb[EH C Brisi3na B cuna npucbaa 3a npectbnnenue no yn. 159a-159r ot HakasatenHus
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unn 3a aHanNorM4YHO NpecTbNfeHne B Apyra Abpxasa
yneHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Canacha a ioc: KaHangaTsT Mnu y4acTHUKLT UMa 3a4b/MKEeHUS 3a JaHbLM MO CMUCHA Ha Yn.
162, an. 2, T. 1 oT [JaHbYHO-OCUTYPUTENHUS NpoLecyarneH KogekC U INXBUTE MO TAX KbM
AbpXxaBaTa Unm KbM obLUMHaTa No ceganuuleTo Ha Bb3NOXUTENS U Ha KaHauaaTa unm
y4acCTHUKA, NN aHanorMyHn 3agbImKeHNss CbrNacHO 3aKOHOA4AaTENCTBOTO Ha AbpKaBaTta, B
KOSAATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3b/ B CUSa akT Ha
KOMneTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30IM)

Ranniocaiochtai slandala sadisialta a ioc: KaHgngatbsbT Unv y4acTHUKBT MMa 3a0bIDKEHUs 3a
3a4bIDKATESTHU OCUTYPUTESNHU BHOCKM NO CMUCBS1a Ha yun. 162, an. 2, 7. 1 oT aHb4Ho-
OCUIYpPUTENHUA NpoLecyaneH KOAEKC M NIMXBUTE MO TAX KbM AbpKaBaTa unu kbM obwmHaTta
Nno cedanuLieTo Ha Bb3MNOXUTENA U HA KaHauAAaTa UK yYacTHUKA, U aHanorn4Hm
3a4b/MKEeHUN CbIacHO 3aKOHOAATENCTBOTO Ha AbpKaBaTa, B KOSTO KaHAMAATbT UNn
YYaCTHUKBT € YCTAaHOBEH, JoKa3aHW C BIsi3bJS1 B CUa akT Ha KOMMNETEHTEH opraH, (4n. 54, an.
1, 7. 3 o1 300N)

Saru oibleagaidi i réimsi an dli comhshaoil: KaHangatsbT unm y4acTHUKBT € OCbAEH C Brisi3na B
cvna npucbaa 3a npectbnneHue no yn. 352-353e ot HakasatenHusa kogekc (4n. 54, an. 1, 1.1
ot 30I1) nnn 3a aHanorM4HO NpecTbNNEHNE B Apyra AbpXXaBa YneHka unm Tpeta cTpaHa (4n.
54, an. 1, 1.2 ot 300N)

Saru oibleagaidi i réimsi an dli shoisialta: KaHgnaatbT nnmn y4acTHUKBT € OCbAeH C Brs3na B
cvna npucbaa 3a npectbnneHne no yn. 172 vnmn un. 192a ot HakasatenHus kogekc (4n. 54,
an. 1, 7. 1 ot 30I) unu 3a aHanNOrM4yHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 7. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: KaHangatsbT unu y4acTHUKBLT € N3BBbPLUNIT
HapyweHue no 4n. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyga, yCTaHOBEHO C B3SO B
cuna HakasaTenHo NoCTaHOBIIEHME UK CbAEOHO peLleHne, UM aHanorm4yHu HapyLUeHWs,
YCTaHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbrfacHO 3aKOHOA4ATENCTBOTO Ha AbpXasaTa, B
KOSITO KaHAMAATBLT UNKN YYaCTHUKBLT € yCcTaHoBeH (4. 54, an. 1, 1. 6 ot 30I1)

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

Ciontach i mifhaisnéis, i bhfaisnéis siar, gan a bheith in ann doiciméid riachtanacha a
sholathar agus faisnéis runda ar an nos imeachta sin a fhail: 3a kaHgngaTta nnm y4acTHuka e
YCTAHOBEHO, Y€: - € NpeACTaBui JOKYMEHT C HEBAPHO CbAbpXKaHMe, C KOUTO ce JoKa3Ba
AeKknapupaHaTa fnca Ha OCHOBaHWUA 3a OTCTpPaHsABaHe NN OeKapupaHoTO U3MbITHEHME Ha
Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I1); - He e npegocTaBMn N3NCKBaLLa ce
MHopMaUms, CBbp3aHa C yAOCTOBepPsiBaHE nuncaTa Ha OCHOBaHUSA 3a OTCTpaHsBaHe unu
N3NbIIHEHNETO Ha Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I01)
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Foras eisiaimh naisiunta amhain: 3a kaHgMaaTa unu yyactHvka € Hanuue HAKoe OT crieHuTe
obcToATeNcTBa: OCbAEH € C Brisi3ana B cuna npucbaa 3a npectbnneHuns no un. 194 — 208, un.
213a— 217, 4n. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (4n. 54, an. 1, 7. 1 ot 300N);
N3BBbPLUNI € HapyLweHusa no 4n.61, an.1, yn.62, an.1 vnn 3, un.63, an.1 unu 2, 4n.228, an.3 ot
Kogekca Ha Tpyga v no un.13, an.1 ot 3akoHa 3a TpyaoBaTta Murpauusa n Tpygosara
MOOGMNHOCT, YCTAHOBEHM C BIISI3NO B CUMa HakasaTenHo NoCTaHOBIEHME Ui CbaebHOo
pewweHune (4n.54, an.1, 1.6 ot 30I); obcTosiTencTBo no un. 3, T. 8 oT 3akoHa 3a
MKOHOMMYECKUTE N (PUHAHCOBUTE OTHOLUEHUS C ApY)KeCcTBaTa, PErMcTpmpaHn B OPUCAUKLMN C
npedepeHuraneH gaHbYeH PeXnMM, KOHTPONUPaHUTE OT TAX NMua U TEXHUTE AENCTBUTENTHMU
cobcTBeHnum; obectoarencTea no yn. 87 oT 3akoHa 3a NPOTUBOAENCTBME Ha KOPYNUMATA,
obctoarenctso no yn. 107, 1. 4 BbB Bp. ¢ un. 101, an. 11 ot 30I1.

Féimheacht: KaHangatbT unum y4acTHUKBT € 06s1IBEH B HECHCTOSATENHOCT NO CMUCHIIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

Décmhainneacht: KangnaatsT nnmn y4acTHUKBLT € B MPOM3BOACTBO MO HECHCTOATENHOCT (4.
55,an. 1, 1.1 o1 300N)

Socru le creidiunaithe: KaHangaTsbT nnum y4acTHUKBLT € CKAoYM N3BbHCbAEOHO
cropasymeHue ¢ KpeanTopuTe cu no cMmucbna Ha yn. 740 ot TbproBckna 3akoH (4n. 55, an. 1,
T. 1 oT 300N)

Cas coslil le féimheacht faoin dli naisiunta: CbrnacHo 3akoHo4aTeNCTBOTO Ha AbpXXaBaTa, B
KOSAATO € YCTaHOBEHO, Yy>XAECTPaHHO N1Le ce Hamupa B NonoXeHne, NogobHo Ha: 06sBEH B
HEeCBHCTOATENHOCT; B MPOM3BOACTBO MO HECHLCTOATESTHOCT; B npoueaypa no NMKBugaums;
CKIMOYEHO M3BBHCBHAEOHO CnopasyMeHne ¢ KpeautopuTe; npeycTaHoBeHa AeNHOCT (4n. 55,
an. 1, 1.1 01 300N)

Socmhainni ata a riaradh ag leachtaitheoir: KangngatsT unu yyacTHUKBLT € B npouegypa no
NMKBMAAUMA NO cMUCBAa Ha TbproeBckMs 3akoH (4. 55, an. 1, 1. 1 ot 30I1)

Cuirtear ar fionrai gniomhaiochtai gné: KaHangatsT unu y4acTHUKBLT € npeycTaHoBUN
aenHoctTa cu (4n. 55, an. 1, 1. 1 ot 30I1)

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: O6ocobeHa no3uums Ne 1, Bkntoyusalla 39 HoMeHknaTypm
Cur sios: ATC INN Form Package Quantity Note LO1AAO1 Cyclophosphamide napeHTepanHa
mg 48201100 LO1AA02 Chlorambucilnepopanna 1Bbpaa mg 166000 LO1AA06 Ifosfamide
napeHtepanHa mg 30334100 LO1AAQ9 Bendamustine napeHTtepanHa mg 1176000 LO1AX03
Temozolomide nepopanHa TBbpaa mg 10006000 LO1BAO1 Methotrexate napeHTepanHa mg
18398000 concentrate for solution for infusion LO1BAO1 Methotrexate napeHTepanHa mg
248880 Solution for injection LO1BA04 Pemetrexed napeHTepanHa mg 5572000 LO1BB02
Mercaptopurine nepopanHa TBbpaa mg 5065500 LO1BB04 Cladribine napeHTepanHa mg
19650 LO1BBO05 Fludarabine napeHTepanHa mg 229500 LO1BB06 Clofarabine napeHTepanHa
mg 15610 LO1BB07 Nelarabine napeHtepanHa mg 360000 LO1BCO01 Cytarabine
napeHtepanHa mg 12510000 Solution for injection/infusion 100 mg/ml LO1BCO1 Cytarabine
napeHtepanHa mg 16430000 Solution for injection 50 mg/ ml LO1BCO02 Fluorouracil
napeHTepanHa mg 268011664 LO1BCO05 Gemcitabine napeHTepanHa mg 41193200 LO1BCO6
Capecitabine nepopanHa TBbpga mg 1775920400 LO1BCO7 Azacitidine napeHTepanHa mg
4803000 LO1BCO7 Azacitidine nepopanHa tBbpaa mg 8238000 LO1BC53 Tegafur, Gimeracil,
Oteracil nepopanHa tBbpaa tabl 90000 20 mg/5,8 mg/15,8 mg LO1BC59 Trifluridine/Tipiracil
nepopanHa Tebpaa tabl 137330 20 mg/8,19 mg LO1BCS9 Trifluridine/Tipiracil nepopanHa
TBbpAaa tabl 91140 15 mg/6,14 mg LO1CAO04 Vinorelbine napeHTepanHa mg 617120 LO1CBO01
Etoposide napeHtepanHa mg 6326000 LO1CDO01 Paclitaxel napeHTepanHa mg 10428100
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LO1CDO01 Paclitaxel (Nanoparticle albumin-bound-NAB) napeHTepanHa mg 1823000 LO1CD02
Docetaxel napeHTepanHa mg 3515376 L0O1CD04 Cabazitaxel napeHTepanHa mg 106460
LO1CEO1 Topotecan napeHtepanHa mg 23371 LO1CEO1 Topotecan nepopanHa TBbpaa mg
4628 LO1CEO02 Irinotecan napeHTepanHa mg 256075 liposomal LO1CEO2 Irinotecan
napeHtepanHa mg 3851000 LO1DB01 Doxorubicin napeHTepanHa mg 356300 Concentrate for
solution for infusion LO1DB01 Doxorubicin napeHTepanHa mg 159800 Powder, dispersion and
solvent for concentrate for dispersion for infusion LO1DB03 Epirubicin napeHTepanHa mg
4360690 LO1DBO06 Idarubicin napeHTepanHa mg 33950 LO1DB07 Mitoxantrone
napeHTepanHa mg 67056 LO1DB11 Pixantrone napeHTepanHa mg 20020

Aitheantoir inmheanach: 420095

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocus, Nnowan Ceeta Hegena Ne 5
Baile: Codusa
Cdd poist: 1000
Foroinn tire (NUTS): Cocoms (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapus“

5.1.3. Fad measta
Data tosaithe: 16/12/2024
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 120 592 340,52 BGN

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Onpegenennte nanbnHUTENM No pamMKoBOTO CNopasyMeHne He Abrxar
rapaHums 3a usnbIIHEHWE MpK CKItoYBaHe My. [apaHumnsaTa 3a U3NbITHEHNE Ha BCEKU
KOHKpPEeTEH A0roBOp, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO crnopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH O0C, rapaHums 3a
N3NbJIHEHNE HEe Ce U3MCKBA.

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

5.1.8. Critéir inrochtaineachta
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Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas

Réasunu: lNlekapcTBeHUTE NPOAYKTM ca 06EKT Ha perynaumsi No OTHOLLEHME Ha OMNakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLMTE Ce M3MOM3BaT M OT Nnua C yBpexaaHus, ce
cnasBaT M3UCKBaHUATa Ha eBPOMNENCKOTO 3aKoHOA4ATECNTBO B Ta3n obnacT, npeasua KoeTo He
€ HeobxoauMo aa ce NOoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBNHOCT 3a fvua C

yBpexXxaaHuA.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B chepata, nonagalla B obxeata Ha nopbykaTta, n3umcrneH Ha 6asa
roguwHuTe o6opoTy.
Cur sios ar an gcritéar roghnuchain: Peanuampanmat mmHumaneH o6opoT B cipepara,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe o6opoTH, crneasa ga e
paBeH Ha 1 % oT cbopa Ha NpPorHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/v B 06ocobeHnTe no3nunm, 3a KOATO/KOUTO ce noaasa odepTaTa. o
MUHMMarneH obopoT B cchepata, nonagalla B obxsata Ha nopbykaTta, creaBa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHn NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe Aa obxsalla 1 No-kpaTbK Nepmnos B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH unun e 3anodHan genHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHns
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B XO4a Ha npoueayparta unm oT y4acTHuKa
onpeaeneH 3a U3NbrHUTEN Npeaun CKNYBaHe Ha A0roBopa, B crydauTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 7. 2 ot 30T, cnpaBka 3a obopoTa B chepata, nonagawia B obxsarta Ha
nopbykaTa 3a nocoyeHuns nepuog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce aeknapupa C
nonwvnsaHe Ha yacT |V, pasgen b ot EEJOIT.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuumMTe cnegsa a ca BNUcaHu B TbProBCKUS PErUCTBbP M/UNN B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nuua - B aHarorm4Hu permcTpu CbrinacHo
3aKOHOAATEerCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbsa ga
npuTexasaT paspeLleHne 3a NPOM3BOACTBO, U34afeHo No pefa Ha 3aKkoHa 3a NekapcTBeHUTe
NpoAyKTu B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUA Ha epo C NeKapcTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a Tbprosus
Ha eapo € nekapcTBeHn Npoayktu (crnyvante no yn. 195, an. 1 n an. 2 ot 3/1MXM), unu
paspeLueHne 3a BHOC (cnydauTe no yn. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa c nonbneaHe Ha 4vacT |V,
6yksa ,A“ ot EE[OI, kaTo ce noco4ysa: HOMep 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
nNpou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha epo C fekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBusi Ha efpo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l AOKyMEHTBLT, KONTO Ce NpeAcTaBs OT ydacTHWKa onpedeneH 3a U3nbrnHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHne Unv rnpu nouckBaHe B xoda Ha npouegypaTta e:
3aBepeHO Komnue Ha BanuaHo paspelleHne 3a Npou3BoacTBo, u3gageHo no pega Ha 3IMXM
UNK 3a TbProBus Ha eapo C NekapCTBEHU NPOAYKTU UK YAOCTOBEPEHUE 3a permcrpaums 3a
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THProOBWS HAa €APO C NeKapCTBEHN NPOAYKTW, UMK paspelleHne 3a BHOC. BbanoxuTtensT He
M3MCKBA 3aBEPEHO KOMWE Ha pa3peLleHNeTo UMK Ha ApYr AOKYMEHT, yA0CTOBEpsiBaLL, NPaBoTo
3a THProBWS C NEKapCTBEHU NPOAYKTU UMW paspeLleHe 3a NPON3BOACTBO UM BHOC, KOraTo
“Ma A0CTbM Mo cnyxebeH MbT Unu Ypea Ny6rIMyeH perucTbp, UM Korato ChluMTe MoraT Aa
6baaT ocUrypeHmn upes npsik v 6eannateH 4OCTbN A0 HaLMoHanHUTe 6a3n AaHHK Ha
[AbpXaBUTE UYMEHKMN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4eckn Han-usrogHata opepTa ce onpeaerns Bb3 OCHOBA Ha Han-HUCKaTa LeHa
crnepg npoBefeH eNieKTPOHEH Tbpr. To3n KpUTEpPUn ce npuniara u Nnpu BbTPELLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTO Ha eNEKTPOHHNUS TbPr 3a BCEKWN NIEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneumdpukaums, 3a U3nbHUTENN NO
pPaMKOBOTO Cropa3yMeHue e ce onpeaenaT y4acTHUKBbT NPeasioXui Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, NpeanoXunm LeHa, kosato e 0o 10 % no-sucoka oT Han-HuckaTa
npegnoXxeHa ueHa. Bb3noxutenar He NOCTaBs OorpaHMyeHne 3a MakcumaneH 6pon
N3NbNHUTENM NO HOMeHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHMUATa 3a OTCTpaHsABaHe, MOCOYEHN B
HacTosLwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0BABEHNTE YCNOBUA Ha
Bb3MOXUTENS 3a U3NBbIIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT fiedebHnTe 3aBeeHus, 3a U3NbIHUTEN
we 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEeAnoXeHne e
HaW-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LJOINC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/11/2024 23:59:59 (UTC+02:00) Am Qirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 12/11/2024 15:00:00 (UTC+02:00) Am Qirthear na hEorpa, Am Samhraidh Lar
na hEorpa
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Ait: EnexkTpoHHaTa cuctema

Eolas breise: Hactoswara npoueaypa e n3uano enekTpoHHa 1 BCUYKM AeACTBUSA CBbP3aHu C
06sBsIBAHETO 1 1 NPOBEXAaHEeTo M Wwe 6baaT n3BbpLUBaHN Ype3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha cregHusa enekTpoHeH agpec: https://cop.mh.government.bg/

Téarmai an chonartha:

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

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

Socru airgeadais: Bcuuykn konmnyecTBa, NocoveHun B cneundurkaumsata Ha EnektpoHHaTta
cucTema, ca ,,0pUEHTUPOBBYHKU 1 Ca NpeaMEeT Ha BbarnaraHe B paMKUTe Ha BbTpeLUeH
KOHKYPEHTEH 1n36op No paMKoBO CriopasymMeHue, no nokaHa Ha nevyebHuTe 3aBeaeHnsa —
BBb3MOXMTENN, MOCOYEHUN B HacTosLaTa AOKYMeHTaums. B pamkute Ha npoBexagaHuTe
BbTPELLHM KOHKYPEHTHN n3bopwu, e 6baaTt 3asaBsiBaHN KONMYECTBa, CbOOpPa3HO TeKyLMTe
HY>KOM Ha BCAKO neyebHO 3aBeaeHme, kaTo NevebHOTO 3aBefeHNe — Bb3NOXUTEN He €
ONTbXXHO [a 3asiBM 3a 4OCTaBKa LUsiNOTO JOrOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asBsaBa
KOnmnyecTBa CbrnacHO AEUCTBUTEITHUTE CU HYXXAM, HO HE MOBeYe OT JoroBopeHoTo. Cneg
CKMOYBaHEe Ha KOHKPETEH A0roBoOp, Bb3HMKBAT 3a4b/PKEHMATA 3a 3asBsABaHe, 4OCTaBKa U
3annawlaHe Ha LOCTaBEHUTE NeKapCTBEHM NPOOYKTHN.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An t-uaslion rannphairtithe: 100
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntoyeHoTO Bb3 OCHOBa Ha HacTosLwaTa
obuiecTBeHa Nopbyka pamMKoBO CriopasyMeHue, e € CbC CPOK Ha U3NbJIHEHME A0 ABE
roAvHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpOoKbT Ha JOroBOpPUTE, CKIKOYEHM crnes
NpoBeAeH BbTPeELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe Aa HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakcumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKK KONn4yecTea oT
nekpcteeHnte npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHn 3aBegeHns 3a 6onHMYHa nomoLl,
no un. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neuebHn 3aBegeHns 3a 6ONHUYHA
nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cneLwHa MeguuuHeKka nomoLy, nedebHu
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomoll no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcteeHu npoayktu. MNpegmeT Ha BbanaraHe yYpes LUIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTU OT MO3NTUBHMA NekapCcTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnnYeH eNneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha nekapcTBeHN NPOAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbmpaHe Ha 3asBku B nepuoaa Mmecel, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach & reachtail ag an seoladh seo a leanas: https://cop.mh.government.

bg/
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Cur sios: N360pbT HA U3NMBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
crnopasymeHue We 6bae M3BbpLUEH cnea NnpoBexaaHe Ha eNeKkTPOHEH Thbpr NO peda Ha un.
89-91 o1 30I1, upes EnekTpoHHaTa cuctemMa. lNpoBexgaHeTo Ha efIEKTPOHHUS ThPr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha oepTuTe B CbOTBETCTBUE C M3OpaHns KpuTepun 3a
Bb3naraHe — Har-HucKa LeHa. [1o yyacTue B eNekTpoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEaSIOKEHMS] OTTOBaPAT HA U3NCKBAHUATA Ha Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTauns. ENeKTpoHHUAT Tbpr, We ce NpoBexaa CbC CTbMNKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanioxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. Npeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4ONyCHATUTE
yyacTHUUMTE Nosy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NbpBOHavanHaTa oueHka Ha odepTuTe M. ENeKTpoHHNSA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYACTHUK, e MOXe [a BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHata KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucna 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xanbwu
MoraT ga ce nogasaT B AeCeT AHEBEH CPOK OT M3TUYaHeTOo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLly peLLeHMeTo 3a OTKpUBaHe Ha npoueayparta n/vnu peleHneTo 3a ogobpsiBaHe Ha
NpoMeHu B ycrnoBusaTa no obsseHaTta npoueaypa

5.1. Luchtég: LOT-0002
Teideal: O6ocobeHa no3nums Ne 2, Bkntovsalla 47 HOMEHKNaTypu
Cur sios: ATC INN Form Package Quantity Note LOTEAO1 Imatinib nepopanna T8bpaa mg
100881600 LO1EAO2 Dasatinib nepopanHa tBbpaa mg 4964500 C92.1 LO1EAOS Nilotinib
nepopanHa Tebpaa mg 181139600 LO1EAQO4 Bosutinib nepopanHa tBbpga mg 14772000
LO1EAO5 Ponatinib nepopanHa t8bpga mg 615800 LO1EAO06 Asciminib nepopanHa TBbpaa
mg 2479200 LO1EBO1 Gefitinib nepopanHa TBbpaa mg 8034800 LO1EBO2 Erlotinib
nepopanHa tBbpaa mg 10302750 LO1EBO3 Afatinib nepopanHa TBbpaa mg 1724640
LO1EBO4 Osimertinib nepopanHa tTBbpaa mg 7410840 LO1ECO01 Vemurafenib nepopanHa
TBbpaa mg 46318464 LO1ECO02 Dabrafenib nepopanHa TBbpaa mg 28027900 LO1ECO3
Encorafenib nepopanHa tBbpaa mg 37141400 LO1EDO1 Crizotinib nepopanHa TBbpaa mg
11480000 LO1EDOS alectinib nepopanHa 18bpaa mg 58200000 LOT1EDOS Lorlatinib
nepopanHa Tebpaa mg 4412050 LOTEEQO1 Trametinib nepopanHa TBbpaa mg 179360
LO1EEO2 Cobimetinib nepopanHa 18bpaa mg 1292100 LO1EEO3 Binimetinib nepopanHa
TBbpAa mg 5047560 LOTEFO01 palbociclib nepopanHa tBbpaa mg 37009975 LO1EF03
Abemaciclib nepopanHa tTBbpaa mg 52420330 LO1EGO1 Temsirolimus napeHTepanHa mg
67670 LO1EGO02 Everolimus nepopanHa 1Bbpaa mg 1028120 5 mg/10 mg LO1EGO02
Everolimus nepopanHa t8bpaa mg 3840 2,5 mg LO1EHO1 Lapatinib nepopanHa TBbpaa mg
51450250 LO1EHO3 Tucatinib nepopanHa 1Bbpaa mg 25216100 LO1EJO1 Ruxolitinib
nepopasnHa tBbpaa mg 4267000 LO1EJO2 Fedratinib nepopanHa t8bpaa g 26600 LO1EKO1
Axitinib nepopanHa 1Bbpaa mg 1349610 LO1ELO1 Ibrutinib nepopanHa TBbpaa g 66852
LO1ELO2 Acalabrutinib nepopanHa 18bpaa g 11012 LO1ELO3 Zanubrutinib nepopanHa tBbpaa
g 20576 LOT1EMO3 Alpelisib nepopanHa TBbpaa mg 23940480 LO1ENO2 Pemigatinib
nepopanHa tBbpaa mg 46016 LO1EXO1 Sunitinib nepopanHa tTBbpaa mg 4695479 LO1EX02
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Sorafenib nepopanHa TBbpaa mg 61183880 C22.0,C22.1,C22.2,C22.3,C22.4,C22.7,C22.9,
C64 LO1EX02 Sorafenib nepopanHa tBbpaa mg 17873360 C73 LO1EX03 Pazopanib
nepopanHa tBbpga mg 80840400 LO1EXO5 Regorafenib nepopannHa tBbpaa mg 10338304
LO1EXO08 Lenvatinib nepopanHa 1Bbpaa mg 291360 C22.0, C22.9 LO1EX08 Lenvatinib
nepoparnHa TBbpaa mg 835392 C54.0,C54.1,C54.2,C54.3,C54.8,C54.9,C55,C73 LO1EX09
Nintedanib nepopanHa TBbpaa mg 16748400 C34 LO1EXQ9 Nintedanib nepopanHa TBbpaa
mg 2892000 LO1EX13 Gilteritinib nepopanHa TBbpaa mg 2280864 LO1EX14 Entrectinib
nepopanHa tebpaa g 14310 LO1EX18 Avapritinib nepoparnHa tebpaa g 541

Aitheantoir inmheanach: 420100

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Codms, MNnowan Ceeta Hegena Ne 5
Baile: Cocusa
Caod poist: 1000
Foroinn tire (NUTS): Codous (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapus®

5.1.3. Fad measta
Data tosaithe: 16/12/2024
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 595 403 715,99 BGN

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: OnpegeneHnTe n3nbAHUTENM MO PAMKOBOTO COpasyMeHue He abrkaT
rapaHuus 3a U3nbiHEeHWe Npu ckrtoyBaHe My. MapaHumMaTa 3a N3nbiHEHNE Ha BCEKU
KOHKpETEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKIMOYEHO PaMKOBO criopasyMeHune € B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
obuiectBeHa nopbyka, 6e3 BkntoveH [C, B cny4van 4ye JoroBopa € Ha CTOMHOCT paBHa Unn
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE HE Ce N3MCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cliiseanna seo a
leanas
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Réasunu: JlekapcTBeHUTe NPOAYKTM ca 06eKT Ha perynauus rno oTHOLLEHWE Ha onakoBaHe,
NMUCTOBKM M HA4MH Ha yrnoTpeba. Tbil kKaTo ChLUMUTE Ce M3MON3BaT 1 OT NLA C YBpeXaaHus, ce
cnasBaT U3UCKBaHMSATA Ha eBPONECKOTO 3aKOHOAATECTBO B Ta3u 06nacT, npeasua KOeTo He
e HeobXoaMMo a ce NOCTaBAT AOMBbIHUTENHN KPUTEPUM 3a AOCTBIHOCT 3a Nvua ¢

yBpexXxaaHuA.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHMMarneH obopoT B chepaTa, nonagalla B obxeata Ha nopbykaTa, n3umcrneH Ha 6asa
roguwHuTe o6opoTy.
Cur sios ar an gcritéar roghnuchain: Peanuampanmat mmHumaneH o6opoT B cipepara,
nonagawa B obxsaTta Ha nopbykaTa, n34ncneH Ha 6asa rognwHnTe o6opoTH, cneaea ga e
paBeH Ha 1 % oT cbopa Ha NpPorHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/v B 06ocobeHnTe no3nunm, 3a KOATO/KOUTO ce noaasa odepTaTa. o
MUHMMareH obopoT B cchepata, nonagalla B obxsata Ha nopbykaTta, creasa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHn NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe Aa obxBalla 1 No-kpaTbK Nepmnoa B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH unun e 3anodHan genHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHns
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B XO4a Ha npoueaypara unm oT y4acTHuKa
onpeaeneH 3a U3NbrHUTEN Npeaun CKNYBaHe Ha A0roBopa, B crydauTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 7. 2 ot 30T, cnpaBka 3a obopoTa B chepata, nonagawia B obxsarta Ha
nopbykaTa 3a nocoyeHuns nepuog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce aeknapupa C
nonvnesaHe Ha yacT |V, pasgen b ot EEJOIT.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuumMTe cnegsa a ca BNUcaHu B TbProBCKUS PErMCTBbP M/UNN B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nuua - B aHarorm4Hu permcTpu cbrinacHo
3aKOHOAATEerCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbsa ga
npuTexasaT paspeLleHne 3a NPOM3BOACTBO, U34aAeHo No pefa Ha 3aKkoHa 3a NekapcTBeHUTe
NpoAyKTu B XymaHHata meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMNMXM) nnu 3a
TbProBUA Ha €p0 C NeKapCcTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a Tbprosus
Ha eapo € nekapcTBeHn nNpoayktu (crnyvante 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
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa c nonbneaHe Ha 4vacT |V,
6yksa ,A“ ot EE[OI, kaTo ce noco4ysa: HOMep 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
nNpou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha epo C fekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBusi Ha efpo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l AOKyMEHTBLT, KONTO Ce NpeAcTaBs OT ydacTHWKa onpedeneH 3a usnbnHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHne Unv rnpu nouckBaHe B xoda Ha npouegypaTta e:
3aBepeHO Komnue Ha BanuaHo paspelleHne 3a Npou3BoacTBo, u3gageHo no pega Ha 3IMXM
UNK 3a TbProBus Ha eapo C NekapCTBEHU NPOAYKTU UK yAOCTOBEPEHUE 3a permctpaums 3a
TbProBUSA Ha e4po C NeKapCTBEHN MPOAYKTU, UK paspeLleHne 3a BHOC. Bbanoxntensar He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLL, MPaBoTo
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3a THProBWS C NEKapCTBEHU NPOAYKTU UMW paspeLleHie 3a NPON3BOACTBO UM BHOC, KOraTo
“Ma A0CTbN Mo cnyxebeH MbT Unu Ypea Ny6rIMyYeH perucTbp, UM Korato ChluuTe MoraT Aa
6baaT ocUrypeHmn upes npsik v 6eannateH 4OCTbN A0 HaLMoHanHUTe 6a3n AaHHK Ha
[AbpXaBUTE UYMEHKMN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoOMun4eckn Han-usrogHata opepTa ce onpeaerns Bb3 OCHOBA Ha Han-HUCKaTa LieHa
crnepg nNpoBefeH eNieKTPOHEH Tbpr. To3n KpUTEPUA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTO Ha ENEKTPOHHNUS TbPr 3a BCEKWN NIEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue Nnpu cnasBaHe Ha cnegHute
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneumdpukaums, 3a U3nbHUTENN NO
PaMKOBOTO Cropa3yMeHUe e ce onpeaenaT y4acTHUKBbT NPeasioxXmi Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, NPpeanoXunm LeHa, kosato e 0o 10 % no-sucoka oT Han-HuckaTa
npegnoXxeHa ueHa. Bb3noxutenar He NOCTaBs OorpaHMyeHne 3a MakcumaneH 6pon
N3NbNHUTENM NO HOMEHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHWUATa 3a OTCTpaHsABaHe, MOCOYEHU B
HacTosLwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0BABEHNTE YCNOBUA Ha
Bb3MOXUTENS 3a U3NBbIIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpy BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT fiedebHnTe 3aBeeHus, 3a U3NbIHUTEN
we 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEeAnoXeHne e
HaW-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LJOINC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/11/2024 23:59:59 (UTC+02:00) Am Qirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 12/11/2024 15:00:00 (UTC+02:00) Am Qirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: EnexkTpoHHaTa cuctema
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Eolas breise: HactosiwaTa npoueaypa e u3uano enekTpoHHa 1 BCUYKN AeACTBUSA CBbP3aHu C
006sBABAHETO M 1 NPOBEXAAHETO M LWe 6baaT n3BbpLUBaHK Ype3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/

Téarmai an chonartha:

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

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

Socru airgeadais: Bcudku konmnyecTBa, NOCoYeHU B crieundurkaumsaTa Ha EnektpoHHaTta
cucTema, ca ,,0pUEHTUPOBBYHN 1 Ca NPegMET Ha BbararaHe B paMKUTE Ha BbTPELLEH
KOHKYpEHTEH 1300p No pamMKOBO CrnopasyMeHne, No nokaHa Ha nevyebHuTe 3aBefeHus —
Bb310XUTENM, MOCOYEHM B HAcTosLWaTa AOKyMeHTaums. B pamknte Ha npoBexgaHute
BbTPELLHM KOHKYPEHTHN n3bopwu, e 6baaTt 3asaBsiBaHn KONMYeCTBa, CbOOPa3HO TekyLmTe
HYXXOWM Ha BCAKO nevyebHO 3aBeaeHune, Kato nevebHOTO 3aBeAeHne — Bb3NOXUTEN He e
ONTbXHO [a 3asiBM 3a AOCTaBKa LUSNoTO JOrOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asBsaBa
KOnu4yecTBa CbriacHO AENCTBUTENHUTE CU HYXXOWN, HO HE NoBeYe OT AoroBopeHoTo. Cnea
CKIMOYBaHe Ha KOHKPeTEeH A0roBop, Bb3HMKBAT 3a4b/KeHMsATaA 3a 3asiBABaHe, AOCTaBKa U
3annawjaHe Ha AOCTaBEeHUTE NieKapCTBEHU NPOLYKTMW.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An t-uaslion rannphairtithe: 100
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntouyeHOTO Bb3 OCHOBa Ha HacTosiLaTa
obLiecTBeHa NoOpbYKa PaMKOBO CropasyMeHue, e € CbC CPOK Ha U3NbIHeHWe 40 ABe
roguHu, CYMTaAHO OT AaTaTta Ha CKNYBaHeTO My. CpoKbT Ha 4OrOBOPUTE, CKITOMEHU crneq
npoBefeH BbTPeLLEeH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT nevyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. moxe aa HaaxBbPIS KparHUSA CPOK Ha
CKITHO4EHOTO PaMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO Morat Aa ro HaaxBbpnsiT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHn BCUYKN KONMYeCcTBa OT
nekpcteeHuTe npoayktn n LIOMC3 He e ckniovmn HOBO pamMKOBO crnopasyMeHue 3a TAX.
Cludach breise ceannaitheora: Bbanoxutenute - ne4ebHn 3aBegeHna 3a 60fHMYHA NOMOLL,
no un. 9 ot 3akoHa 3a nevebHute 3aBeaeHus (3/13), neyebHun 3aBeaeHnsa 3a 6oNHNYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cnelwHa MegmumMHCKa NOMOLL, SieYebHN
3aBefeHuns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBefgeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTema 3a nekapcreeHu npoaykTu. MNMpegmeT Ha BbanaraHe ype3 LIOMNMC3 ca goctaBkm Ha
CTOKM — fleKapCTBEHU NPOAYKTU OT M03NTUBHMS NeKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHu B Ny6nu4eH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LeHn 1
penmbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npoueaypa obxesala 3asaBeHUTe OT
nocoYyeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel pbespyapu n meceu, mapt 2024 .
MoapobeH cnuchbk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [JoOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cucrtema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach a reachtail ag an seoladh seo a leanas: https://cop.mh.government.

bg/
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Cur sios: N360pbT HA U3NMBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
crnopasymeHue We 6bae M3BbpLUEH cnea NnpoBexaaHe Ha eNeKkTPOHEH Thbpr NO peda Ha un.
89-91 o1 30I1, upes EnekTpoHHaTa cuctemMa. lNpoBexgaHeTo Ha efIEKTPOHHUS ThPr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha oepTuTe B CbOTBETCTBUE C M3OpaHns KpuTepun 3a
Bb3naraHe — Har-HucKa LeHa. [1o yyacTue B eNekTpoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEaSIOKEHMS] OTTOBaPAT HA U3NCKBAHUATA Ha Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTauns. ENeKTpoHHUAT Tbpr, We ce NpoBexaa CbC CTbMNKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna uano v Hyna net npouexTa). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanioxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. Npeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4ONyCHATUTE
yyacTHUUMTE Nosy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NbpBOHavanHaTa oueHka Ha odepTuTe M. ENeKTpoHHNSA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYACTHUK, e MOXe [a BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHata KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucna 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xanbwu
MoraT ga ce nogasaT B AeCeT AHEBEH CPOK OT M3TUYaHeTOo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLly peLLeHMeTo 3a OTKpUBaHe Ha npoueayparta n/vnu peleHneTo 3a ogobpsiBaHe Ha
NpoMeHu B ycrnoBusaTa no obsseHaTta npoueaypa

5.1. Luchtog: LOT-0003
Teideal: O6ocobeHa no3nums Ne 3, Bkntoyvsalla 58 HomeHknaTypu
Cur sios: ATC INN Form Package Quantity Note LO1FAO1 Rituximab napeHTepanHa mg
282500 concentrate for solution for infusion MKB L10 LO1FAO1 Rituximab napeHTepanHa mg
4607500 concentrate for solution for infusion MKB C82,C83,C91,M31 LO1FAO01 Rituximab
napeHtepanHa mg 347500 concentrate for solution for infusion MKB M05,M06 LO1FCO1
Daratumumab napeHTepanHa mg 3039200 Concentrate for solution for infusion LO1FCO01
Daratumumab napeHTepanHa vial 5160 Solution for injection LO1FC02 Isatuximab
napeHtepanHa mg 1774400 LO1FDO1 Trastuzumab napeHTtepanHa mg 1690080 Powder for
concentrate for solution for infusion LO1FD02 Pertuzumab napeHTepanHa mg 4166380
LO1FDO3 Trastuzumab Emtansine napeHTepanHa mg 938794 LO1FD04 Trastuzumab
deruxtecan napeHtepanHa mg 1579964 LO1FEO1 Cetuximab napeHTtepanHa mg 5500200
LO1FEO2 Panitumumab napeHTepanHa mg 3383200 LO1FFO1 Nivolumab napeHTepanHa mg
4681420 LO1FF02 Pembrolizumab napeHtepanHa mg 7020000 LO1FF04 Avelumab
napeHtepanHa mg 4473760 LO1FF05 Atezolizumab napeHTepanHa mg 11009600
Concentrate for solution for infusion LO1FF06 Cemiplimab napeHTepanHa mg 1099600
LO1FGO01 Bevacizumab napeHtepanHa mg 20117557 LO1FG02 Ramucirumab napeHTepanHa
mg 1923700 LO1FX02 Gemtuzumab ozogamicin napeHTepanHa mg 1840 LO1FX04
Ipilimumab napeHTepanHa mg 247900 LO1FX05 Brentuximab vedotin napeHTepanHa mg
230200 LO1FXO07 blinatumomab napeHTepanHa mcg 25949 LO1FX12 Tafasitamab
napeHtepanHa mg 7130000 LO1FX13 Enfortumab vedotin napeHTepanHa mg 400000
LO1FX14 Polatuzumab vedotin napeHTepanHa mg 296640 LO1FX17 Sacituzumab govitecan
napeHtepanHa mg 3230200 LO1FX18Amivantamab napeHtepanHa mg 1294800 LO1XA01
Cisplatin napeHTepanHa mg 2428560 LO1XA02 Carboplatin napeHTepanHa mg 11481220

625615-2024 Page 16/37



LO1XAO03 Oxaliplatin napeHTepanHa mg 5172800 L0O1XCO02 Rituximab napeHTepanHa mg
8882000 solution for injection LO1XCO03 Trastuzumab napeHtepanHa mg 10372200 Solution
for injection LO1XC15 Obinutuzumab napeHTepanHa mg 2384000 LO1XC26 Inotuzumab
o0zogamicin napeHTtepanHa mg 270 L01XC28 Durvalumab napeHTepanHa mg 2760320
LO1XE12 Vandetanib nepopanHa tBbpaa mg 8148400 LO1XE39 Midostaurin nepopanHa
TBbpaa mg 1498960 LO1XE42 Ribociclib nepopanHa tebpga mg 125189000 LO1XE43
Brigatinib nepopanna tBbpaa mg 7171440 LO1XF03 Bexarotene nepoparnHa TBbpaa mg
8902500 L0O1XG01 Bortezomib napeHTtepanHa mg 50575 L01XG02 Carfilzomib
napeHtepanHa mg 512920 L01XG03 Ixazomib nepopanHa t8bpga mg 20506 LO1XJ01
Vismodegib nepopanHa 1Bbpaa mg 14266140 LO1XKO01 Olaparib nepopanHa 1Bbpaa mg
132372440 Film coated tablet LO1XK04 Talazoparib nepopanHa tBbpaa mg 39450 LO1XX23
Mitotane nepoparnHa TBbpaa mg 17385000 LO1XX24 Pegaspargase napeHtepanHa U
3285000 LO1XX35 Anagrelide nepopanHa 1Bbpaa mg 478500 LO1XX41 Eribulin
napeHTepanHa mg 11264 L0O1XX44 Aflibercept napeHtepanHa mg 695440 LO1XX52
venetoclax nepoparnHa TBbpaa mg 53547200 LO1XX73 Sotorasib nepopanHa 1Bbpaa mg
42506880 LO1XX75 Tebentafusp napeHTepanHa mcg 85900 LO1XY01 Daunorubicin,
cytarabine napeHTeparnHa vial 896 LO1XY02 Pertuzumab, trastuzumab napeHtepanHa vial
1424 1200 mg/600 mg LO1XYO02 Pertuzumab, trastuzumab napeHntepanHa vial 12176 600 mg
/600 mg

Aitheantoir inmheanach: 420247

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocus, Nnowan Ceeta Hegena Ne 5
Baile: Cocusa
Cdd poist: 1000
Foroinn tire (NUTS): Cocoms (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapus“

5.1.3. Fad measta
Data tosaithe: 16/12/2024
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 1 466 521 685,77 BGN

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Onpegenennte nanbnHUTENM NO pamMKOBOTO CNopasyMeHne He Abrxar
rapaHums 3a usnbJIHEHWE MpK CKItoYBaHe My. [apaHumnaTa 3a U3NbiTHEHNE Ha BCEKU
KOHKpeTeH 0roBOp, CKMOYEH crief NpoBeAeH BbTPeLleH KOHKYpPeHTEeH n3bop, Bb3 OCHOBA Ha
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CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unmn
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
M3MNbIHEHNE HE Ce U3NCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: llekapcTBeHnTe NpoaykTu ca 06eKT Ha perynaumsi No OTHOLIEHNe Ha onakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLUTE Ce U3MOM3BaT M OT Nnua ¢ yBpexaaHus, ce
cnasBaT M3NCKBaHUATa Ha eBPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacT, npeasua KoeTo He
€ HeobXxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 3a AOCTBLMHOCT 3a Nuua ¢
yBpexaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 oT 30[1, yyactHuumTe B
npouenyparta 3a nocrneaHuTe Tpyu NPUKIIOYMN UHAHCOBU rOAMHM Aa ca peanuavpani
MUHUManeH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.
Cur sios ar an gcritéar roghnuchain: Peannsmpanunat mmHumaneH o6opoT B cdpepara,
nonagawia B o6xBaTa Ha nopbykaTa, n3dncrneH Ha 6asa rognwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NPOorHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/vu B o6ocobeHnTe no3numnm, 3a KOATO/KOUTO ce noaasa odepTaTa. o
MUHUManeH obopoT B cdepaTta, nonagalla B o6xeaTta Ha nopbykarta, cneisa aa ce pasbupa
000pOoT peanuanpaH OT TbProBus € nekapctBeHn npoayktn. CvrnacHo un. 62, an. 3 ot 30T,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-kpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsiTO
YYaCTHUKBT € Cb34adeH Unu € 3anoyHan gevHocTTa cu. [IokyMeHTUTEe 3a NoCTaBeHUs
KpUTEPUIN, KOUTO Ce NPeACTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa unm oT y4acTHUKa
onpenerneH 3a N3NbAHUTEN NPeaun CKoYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unum
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmitil a shaothru

Ainm: YyacTHuuuTe cnensa ga ca BnmcaHu B TbProBCKUSt PErMCTbpP U/UMK B CbOTBETEH
npodecnoHaneH perncTbp, a 3a YyXaecTpaHHU Nuua - B aHanormyHu perucTpu CbrnacHo
3aKOHOAATENCTBOTO Ha AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsabea ga
npuTexaBaT paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBUS Ha €4p0 C fIeKapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
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3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AEKnapupa ¢ nonbrBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMeP U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NpPOM3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a TbproeBusi Ha €4po C NIEKAaPCTBEHMU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbpProBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspelleHne 3a Npon3BoacTBo, n3gageHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa JOCTbM MO cryXebeH NbT unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4eckun Han-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Hal-HUCKaTa LieHa
cnep npoBefeH enekTPoHEH Tbpr. TO3M KpUTEpPUIA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE M360opun OT nevyebHuTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTo Ha eNEKTPOHHUS TbPr 32 BCEKWN NEeKapCTBEH NPOAYKT, Le
6baaT onpeaeneHn N3NbAHUTENM NO PAMKOBO CropasyMeHne Npuy cna3BaHe Ha crnegHuTe
npasuna: 3a BCAka HOMEHKNaTypa, oT TexHmyeckaTa crneumdmkaums, 3a U3anNbIHUTENN Mo
PaMKOBOTO CNopasyMeHue e ce onpeaensaT y4acTHUKbT NPeasioxkun Han-Hucka LeHa m
BCUYKM OPYrM y4acTHUUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HucKaTa
npeanoXxeHa LueHa. Bb3noxutenar He NocTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeEHKNaTypa e Hanvue camo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha kpuTepuuTe 3a nogdbop; Unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
Bb3M10XUTENS 3a U3NBJIHUTEN Ha CbOTBETHATa HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
we 6bae onpefeneH KnacupaHuaT Ha NbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Hal-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LJOINC3
URL: https://cop.mh.government.bg/Messages/Messages

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

Leaganacha malartacha: Ni ceadmhach

Spriocdhata chun tairiscinti a fhail: 11/11/2024 23:59:59 (UTC+02:00) Am QOirthear na hEorpa,
Am Samhraidh Lar na hEorpa

An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 12/11/2024 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa

Ait: EnextpoHHaTa cuctema

Eolas breise: HactosiwaTa npoueaypa e u3uano enekTpoHHa 1 BCUYKN OeACTBUSA CBbP3aHu C
006sBABAHETO 1 1 NPOBEXAAHETO M LWe 6baaT n3BbpLUBaHK Ype3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/

Téarmai an chonartha:

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

Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

Socru airgeadais: Bcu4dku konnyecTBa, NoCoYeHu B crneundurkaumsaTa Ha EnektpoHHaTta
cucTema, ca ,,OpMEHTUPOBBYHN 1 Ca NPeaMET Ha BbararaHe B paMKUTE Ha BbTPELLEH
KOHKYpPEHTEH 1300p No pamMKOBO CrnopasyMeHne, No nokaHa Ha nevyebHuTe 3aBefeHus —
Bb310XUTENM, MOCOYEHM B HAcTosLWaTa AOKyMeHTaums. B pamknte Ha npoBexgaHuTe
BbTPELLHM KOHKYPEHTHN n3bopwu, we 6baaTt 3asaBsiBaHn KONMYeCcTBa, CboOpPa3HO TekyLwmTe
HYXXOWM Ha BCAKO nevyebHO 3aBeaeHune, Kato nevebHOTO 3aBeAeHne — Bb3NOXUTEN He e
ONBXKHO Aa 3asBM 3a 4OCTaBKa LsiNoTO 4OroOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asiBsBa
KOnu4yecTBa CbriacHO AENCTBUTENHUTE CU HYXXOWN, HO HE NoBeYe OT AoroBopeHoTo. Cnea
CKITHOMBaHe Ha KOHKPETEH 4OroBop, Bb3HMKBAT 3a4b/PKEHUATA 3a 3asBABaHe, JOCTaBKa U
3annawaHe Ha 4OCTaBEHUTE NEeKapCTBEHN NPOAYKTHU.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An t-uaslion rannphairtithe: 100
An bonn cirt ata le fad an chreat-chomhaontaithe: Cknto4eHOTO Bb3 OCHOBa Ha HacTosiLarta
obLiecTBeHa NOpbYKa PaMKOBO CropasyMeHue, e € CbC CPOK Ha U3NbIHeHVe 4O ABe
roguHu, CYMTaAHO OT AaTaTta Ha CKNYBaHeTO My. CpOKbT Ha JOrOBOPUTE, CKITIOMEHUN crnejq
npoBefeH BbTPeLLEeH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT neyvyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. moxe aa HaaxBbPIS KparHUSA CPOK Ha
CKITHO4EHOTO pamMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHn BCUYKU KONMYeCcTBa OT
nekpcteeHuTe npoayktn n LIOMC3 He e ckniovmn HOBO pamMKOBO cropasyMeHue 3a TAX.
Cludach breise ceannaitheora: Bbanoxutenute - ne4ebHn 3aBegeHus 3a 60rHMYHa NoOMoLL,
no un. 9 ot 3akoHa 3a nevyebHute 3aBeaeHus (3/13), neuebHun 3aBeaeHnsa 3a 6oNHNYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cnelHa MeguumMHCKa NOMOLL, Sie4ebHN
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomoll no yn. 5, an. 1 ot 3J13 n neyebHu
3aBefgeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTema 3a nekapcrteeHu npoaykTu. MNMpegmet Ha BbanaraHe ypes LIOIMNMC3 ca goctaBkm Ha
CTOKM — fleKapCTBEHM NPOAYKTU OT M03NTUBHMS NEeKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHu B Ny6nu4eH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LeHn 1
penmbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npoueaypa obxealla 3asaBeHUTe OT
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nocoYyeHnTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapm n mecey, mapt 2024 .
MogpobeH cnuchk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [IoOkyMeHTaumsiTa 3a BbanaraHe
Ha obLlecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

Eolas faoin gcéras ceannaigh dinimiciuil:

Nil feidhm ag céras ceannaigh dinimiciuil

Ceant leictreonach: ta

Bionn ceant leictreonach a reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/

Cur sios: N360pbT Ha U3NMBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHU B PAMKOBOTO
crnopasymeHue e 6bae M3BbpLUEH Cnea NpoBeXaaHe Ha eNEKTPOHEH ThPr NO pefa Ha unl.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHUA Thpr e ce
npeaxoxna oT NbpBOHavasnHa oueHka Ha odepTuTe B CbOTBETCTBUE C U3BpaHnst KpUTepui 3a
Bb3raraHe — Han-HucKa LeHa. [1o yyacTue B enekTpoHHUSA Thpr Wwe 6baat gonycHatu
y4acTHULMTE, YUMTO NPEANOXEHNsT OTFOBapAT Ha M3UCKBAHMSTA HA Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTaunsa. ENeKTpOHHUAT Thpr, We ce NpoBexaa CbC CThMNKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uyano n Hyna net npoueHTa). lNpunaraxeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eJuHuua Msipka, npearioxeHa ot
CbOTBETHUSA y4aCTHMK C NPOLEHTa Ha cTbnkaTa. Mpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eneKTPOHHUSA Tbpr ueHa. MNpeaun ctapTupaHe Ha enekTpPOHHUA Thpr, 4onycHaTUTe
yyacTHULMTE nofy4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHa4YanHaTta oueHka Ha opepTUTe UM. ENEKTPOHHMA Thpr LWe 3anoyHe He No-paHo oT
2 paboTHu OHW, cned AaTaTta 3a usnpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€IeKTPOHHUSA ThPr, BCEKM €4MH YYaCTHUK, Le MOXE Aa BUX4a BPEMEHHOTO CU KNnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpoOHHUAT Tbpr we
MPUKIOYN C HACTbMNBaHE Ha YacbT M AataTa NocoYeHN B NOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucus 3a 3awura Ha KOHKypeHumaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xantwu
MoraT da ce nogasaT B AeceT AHEBEH CPOK OT M3TU4aHeTo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLLy peLleHneTo 3a OTKpMBaHe Ha npoueaypaTa u/vnm peeHneTo 3a ogobpsasaHe Ha
npomMeHun B ycnosusaTa no obsaseHarta npoueaypa

5.1. Luchtég: LOT-0004
Teideal: O6ocobeHa noanumsa Ne 4, BkntoyBalla 38 HOMeHKNaTypm
Cur sios: ATC INN Form Package Quantity Note LO2AEQ1 Buserelin umnnaHt mg 2646
LO2AEO2 Leuprorelin napeHTepanHa mg 450 powder and solvent for solution for injection
LO2AEO3 Goserelin nmnnaHt mg 576 LO2AEOQ4 Triptorelin napeHTepanHa mg 200 solution for
injection LO2BA01 Tamoxifen nepopanHa 1Bbpaa mg 3000 LO2BA03 Fulvestrant
napeHtepanHa mg 509900 LO2BB03 Bicalutamide nepopanHa 18bpaa mg 41200 LO2BB04
Enzalutamide nepopanHa TBbpaa mg 81643136 L02BB05 Apalutamide nepopanHa TBbpaa g
55000 L02BB06 Darolutamide nepoparnHa TBbpaa mg 119654400 LO2BGO03 anastrozole
nepopanHa TBbpaa mg 1200 L02BG04 Letrozole nepopanHa 1Bbpaa mg 3000 LO2BG06
Exemestane nepopanHa tBbpaa mg 30000 LO2BX03 Abiraterone nepopanHa TBbpaa mg
238086400 LO3AAO02 Filgrastim napeHTepanHa mg 565852 LO3AA13 Pedfilgrastim
napeHtepanHa mg 127709 LO3AA14 Lipedfilgrastim napeHtepanHa mg 117564 LO3AX03
Mycobacterium bovis BCG nHtpakasutanHa mg 529989 L0O3AX16 Plerixafor napeHTepanHa
mg 3140 LO4AA06 Mycophenolic acid nepopanHa 1Bbpaa mg 22707000 LO4AA10 Sirolimus
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nepopanHa tBbpaa mg 23700 LO4AA18 Everolimus nepoparnHa TBbpga mg 156600 LO4AA26
Belimumab napeHTtepanHa mg 8000 LO4AA37 baricitinib nepopanHa TBbpaa mg 2000
LO4ABO1 Etanercept napeHtepanHa mg 33000 LO4ABO2 Infliximab napeHTepanHa mg 32000
LO4ACO02 Basiliximab napeHtepanHa mg 7806 LO4ACO0S5 Ustekinumab napeHTepanHa mg
17550 LO4ACO7 Tocilizumab napeHTepanHa mg 17000 solution for injection LO4ACO7
Tocilizumab napeHTepanHa mg 181600 concentrate for solution for infusion LO4AC16
Guselkumab napeHtepanHa mg 31200 LO4ADO1 Ciclosporin nepopanHa TBbpaa mg
17012000 LO4ADO1 Ciclosporin nepopanHa TedHa mg 960000 LO4ADO02 Tacrolimus
nepopanHa TBbpaa mg 22200 tablet LO4ADO02 Tacrolimus nepopanHa TBbpaa mg 30000
LO4AX04 Lenalidomide nepopanHa T8bpaa mg 807750 C90 LO4AX04 Lenalidomide
nepopanHa TBbpaa mg 2448095 C90,D46 LO4AX06 Pomalidomide nepopanHa TBbpAa mg
67464

Aitheantoir inmheanach: 420254

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33652000 Antineoplastic and immunomodulating agents

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Codms, MNnowan Ceeta Hegena Ne 5
Baile: Cocpusa
Caod poist: 1000
Foroinn tire (NUTS): Codous (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapus®

5.1.3. Fad measta
Data tosaithe: 16/12/2024
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 237 367 165,42 BGN

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: OnpegeneHnTe n3nbAHUTENM MO PAMKOBOTO COpasyMeHue He AbrkaT
rapaHuus 3a U3nbiHEHNE NpK CKItouBaHe My. MapaHumMaTa 3a N3nNbiHEHNE Ha BCEKU
KOHKpETEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKIMOYEHO PaMKOBO criopasyMeHune € B pa3mep Ha 3 % OT CTOMHOCTTa Ha 4oroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [0C, B cny4van 4ye JoroBopa € Ha CTOMHOCT paBHa Unu
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE HE Ce N3MCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: JlekapcTBeHUTEe NPOAYKTM ca 06EKT Ha perynaums no OTHOLIEHME Ha OnakoBaHe,
NINCTOBKN N Ha4YMH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce U3NON3BAT M OT NnLa C YBpeXaaHus, ce
crasBaT M3UCKBaHMATA Ha EBPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacTt, NpeaBua KOETO He
€ HeobxoauMo aa ce NoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBMNHOCT 3a fnuua c
yBpeXaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npouegypara 3a nocrnegHuTe Tpyu NPUKIIOYMN PUHAHCOBU rOAMHM Aa ca peanvsvpani
MUHUMarneH obopoT B cdepaTta, nonagalla B o6xsaTta Ha nopbykarta, u3dncrneH Ha 6asa
rogunHnTe 060poTHy.
Cur sios ar an gcritéar roghnuchain: Peanuanpanmat muHnmaneH o6opoT B ccpepara,
nonagawia B obxsaTa Ha nopbykaTa, usdncreH Ha 6asa roguwHnTe obopoTn, crneasa aa e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTe CTOMHOCT/M Ha CbOoTBETHaTa/HUTE
HoMeHkKnaTtypa/v B o6ocobeHnTe no3mumm, 3a KOSTO/KOUTO ce nogasa odepTarta. [log
MUHUMarneH obopoT B cdepaTta, nonagalla B o6xsaTta Ha nopbykarta, cneisa aa ce pasbupa
000pOT peanuanpaH OT TbProBus € niekapcTBeHn npoaykTn. CernacHo un. 62, an. 3 ot 30T,
NMHpopMaumsTa Moxe fa obxBalla 1 No-kpaTbK NeEpMo B 3aBUCUMOCT OT AaTarta, Ha KOSiITO
YYaCTHUKBT € Cb34aeH Unu e 3anoyHasn gevHocTTa cu. [IokyMeHTUTe 3a NocTaBeHus
KpUTEPUIN, KOUTO Ce NPeaCTaBAT NP NOMCKBaHe B XOA4a Ha npoueaypaTa Unm oT y4acTHUKa
onpegeneH 3a U3NbAHUTEN NPeaun CKYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unu
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a ob6opoTa B cdepaTa, nonagawia B o6xsarta Ha
nopbykaTa 3a nocoyeHunsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce AeKnapupa C
nonwneBaHe Ha yacT IV, pasgen b ot EEJOIT.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmitil a shaothru

Ainm: YyacTHMuuTe crnedea ga ca BnucaHu B TbProBCKUSA PErMCTbP U/ B CbOTBETEH
npodecroHarneH permcTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4Hu permcTpu cbrinacHo
3aKOHOLATENCTBOTO Ha AbpKaBaTa YfieHKa, B KOATO Ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YuactHuyuTe B obuiectBeHaTa nopbyka Tpsibsa oa
nputexxasaT paspeLleHne 3a NPOM3BOACTBO, N3aafeHo Nno peaa Ha 3akoHa 3a nekapcTBeHuTe
npoaykTn B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBus Ha egpo C NeKkapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLueHue 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. CbOTBETCTBMETO C NOCTABEHNSA KPUTEPUIA Ce AeKrapupa ¢ nonbrBaHe Ha yacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U JaTa Ha U3gaBaHe Ha paspeLleHneTo 3a
nNpou3BOACTBO, n3gaaeHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha ef4po C fekapcTBeHU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fiekapCTBEHU
NPOAYKTU, NN Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOMTO Ce NpeAcTaBs OT yYacTHUKa onpeaeneH 3a U3nbiHUTeN, Npeau
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Aa 6bae CKMYeHO paMKOBO CnopasyMeHune Unm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspeLleHne 3a Npon3BoacTBo, n3gageHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unmn Ha apyr JOKYMEHT, y4OCTOBEpPSsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
“ma JOCTbM MO crnyXebeH NbT Unu Ypes3 NyoermyeH perncTbp, UNKn KoraTo CbLMTe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4ecku Hamn-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Hal-HUCKaTa LieHa
cnep npoBefeH enekTPOHEH Tbpr. TO3M KpUTEpPUIA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
Cur sios: 1. Cniep npoBexaaHeTo Ha eNEKTPOHHUS TbPr 32 BCEKWN NEKapCTBEH NPOAYKT, Le
6baaT onpeaeneHn N3NbAHUTENM NO PAMKOBO CropasyMeHne Npuy cna3BaHe Ha crnegHuTe
npasuna: 3a BCSka HOMEHKNaTypa, oT TexHnyeckaTa crneumdmkaums, 3a U3aNbIHUTENN Mo
PaMKOBOTO CNopasyMeHue e ce onpeaensaT y4aCcTHUKbT NPeasioxkun Han-Hucka LeHa m
BCUYKM OPYrM y4acTHULUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HUcKaTa
npeanoXxeHa LueHa. Bb3noxmtenar He NOCcTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeHKNaTypa e Hanvue caMmo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha kpuTepuuTe 3a nogdbop; Unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE yCroBUA Ha
Bb3M10XUTENS 3a U3NBIIHUTEN Ha CbOTBETHATaA HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha NMbPBO MACTO YYaACTHUK, YNETO LLEHOBO NpeanoXeHne e
Hal-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LJOINC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti no6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/11/2024 23:59:59 (UTC+02:00) Am Oirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
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Eolas faoi oscailt phoibli:

Data oscailte: 12/11/2024 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa

Ait: EnexkTpoHHaTa cuctema

Eolas breise: HacTosiwarta npoueaypa e ususno enekTpoHHa U BCUYKN OENCTBUS CBbP3aHn C
00s1IBABAHETO 1 1 NPOBEXAAHETO M Le 6baaT n3BbpLUBaHK Ype3 EnekTpoHHaTa cucrtema,
AOCTbMNHA Ha cregHusa enekTpoHeH agpec: https://cop.mh.government.bg/

Téarmai an chonartha:

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

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

Socru airgeadais: Bcuuykm konnyecTBa, NocoveHun B cneundumkaumsata Ha EnektpoHHaTta
cucTema, ca ,,0pUEHTUPOBBYHU 1 ca NpeaMeT Ha BbarnaraHe B paMKUTe Ha BbTpeLUeH
KOHKYPEHTEH n360op No paMmKoBO Cropa3ymMeHue, no nokaHa Ha nevyebHuTe 3aBeaeHnsa —
BBH3MOXMTENN, MOCOYEHN B HAcTosLaTa AOKYMeHTaums. B pamknte Ha npoBexagaHuTe
BbTPELUHN KOHKYPEHTHN n3bopu, we 6baaT 3asBaBaHn KONM4ecTBa, CbobpasHo TeKyLuTe
HY>KOM Ha BCAKO NneyebHO 3aBeaeHne, kaTo NevebHOTO 3aBefeHNe — Bb3NOXUTEN He €
ONTHXHO [a 3asiBM 3a 4OCTaBKa LSiNIOTO JOrOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asBsaBa
KOnmnyecTBa CbracHO AENCTBUTEITHUTE CU HY>XAM, HO HE MOBeYe OT JoroBopeHoTo. Cneg
CKIMOYBaHEe Ha KOHKPETEH A0roBOp, Bb3HMKBAT 3a4b/PKEHMATA 3a 3asBsABaHe, 4OCTaBKa U
3annawlaHe Ha LOCTaBEHUTE NeKapCTBEHM NPOOYKTHN.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An t-uaslion rannphairtithe: 100
An bonn cirt ata le fad an chreat-chomhaontaithe: Ckno4yeHoTO Bb3 OCHOBa Ha HacTosLaTa
obuiecTBeHa nNopbyka pamMKoBO CriopasyMeHue, LLie € CbC CPOK Ha U3NbJIHEHME A0 ABE
roanHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha LOroBOpPUTE, CKIKOYEHM crnes
NpoBeAeH BbTPELLEH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHust no yn. 1 ot NMMC Ne 146/2015 r. moxe ga HagxXBbpIis KpanHUSA CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakCumManHusT CpoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rogmHa - KoraTo no AoroBopa He ca n3yepnaHm BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHu 3aBegeHns 3a 6onHMYHa NoMoLL,
no yn. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neyebHn 3aBegeHns 3a 6ONHUYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cneluHa MeguumMHCcKa NOMOLL, Nie4ebHM
3aBefeHus 3a cTaumMoHapHa ncuxmatpuyHa nomouy, no 4n. 5, an. 1 ot 3/13 n ne4yebHn
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcTBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKM — NleKapCTBEHW NPoAyKTN OT Mo3nTUBHUS NekapCTBEH CNNCHK No yn. 262 ot 3J1MXM,
BMMCaHN B NyGnnYeH eNeKkTPoHEH PerncTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NnekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxeawa 3asgBeHuTe ot
nocoYeHnTe no-gony nevyebHn 3aBeeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbmpaHe Ha 3asBku B nepuoga mecel, pespyapu un mecer, mapt 2024 r.
MoapobeH cnucbk Ha nevyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cuctema.
Eolas faoin gcoras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
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Ceant leictreonach: ta

Bionn ceant leictreonach a reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/

Cur sios: N360pbT Ha U3NMBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHU B PAMKOBOTO
crnopasymeHue e 6bae M3BbpLUEH Cnea NpoBeXaaHe Ha eNEKTPOHEH ThPr NO pefa Ha unl.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHUSA Thpr LWe ce
npeaxoxga oT NbpBOHaYasnHa oueHka Ha odepTuTe B CbOTBETCTBUE C U3BpaHnst KpUTepun 3a
Bb3raraHe — Han-HucKa LeHa. [1o yyacTue B enekTpoHHUSA Thpr Wwe 6baat gonycHatu
yYacTHULMTE, YUMTO NPEANOXEHNsI OTFOBapAT Ha M3UCKBAHMSTA HA Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTaunsa. ENeKTpOHHUAT Thpr, We ce NpoBexaa CbC CThMNKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uyano n Hyna net npoueHTa). lNpunaraxeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eJuHuua Msipka, npearioxeHa ot
CbOTBETHUSA y4aCTHMK C NPOLEHTa Ha cTbnkaTa. lMpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eneKTPOHHUSA Tbpr ueHa. MNpeamn ctapTupaHe Ha enekTPOHHUSA Tbpr, 4onycHaTUTe
yyacTHUUMTE norny4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHAa4YanHaTta oueHka Ha opepTUTe UM. ENEKTPOHHMA Thpr LWe 3anoyHe He No-paHo oT
2 paboTHM OHW, crned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexagaHeTo Ha
€IeKTPOHHUSA ThPr, BCEKM €A4MH YHaCTHUK, e MOXE Aa BUXKaa BPEMEHHOTO CU KNnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Tbpr we
MPUKIOYN C HACTbMNBaHE Ha YacbT M AataTa NocoYeHN B NOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucus 3a 3awura Ha KOHKypeHuuaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xxantu
MoraT da ce nogasaT B 4eCeT AHEBEH CPOK OT M3TU4aHeTo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLLy peLleHneTo 3a OTKpMBaHe Ha npoueaypaTa u/vnm peleHneTo 3a ogobpsasaHe Ha
npomMeHun B ycnosusaTa no obsaseHarta npoueaypa

5.1. Luchtég: LOT-0005
Teideal: O6ocobeHa no3unuma Ne 5, BkntoyBalla 35 HOMeHKNnaTypm
Cur sios: ATC INN Form Package Quantity Note B02BX04 Romiplostim napeHTepanHa mcg
1587900 B02BX05 Eltrombopag nepopanHa tBbpaa mg 7181080 BO3XAO01 erythropoietin
(Epoetin alfa) napenTtepanHa U 1380326800 BO3XA01 Erythropoietin(Epoetin beta)
napeHtepanHa U 387361280 BO3XA01 Erythropoietin(Epoetin zeta) napeHtepanna U
134380400 BO3XA02 Darbepoetin alfa napeHtepanHa mcg 4117850 BO3XA03 Methoxy
polyethylene glycol-epoetin beta napeHTepanHa mcg 590825 BO3XA06 Luspatercept
napeHtepanHa mg 28000 HO1CBO02 Octreotide napeHTepanHa mg 186824 Powder and
solvent for suspension for injection HO1CB02 Octreotide napeHTepanHa mg 21495 solution for
injection HO2AB02 Dexamethasone napeHtepanHa mg 18422951 H0O2AB02 Dexamethasone
nepopanHa TBbpaa mg 413790 JO6BA02 Immunoglobulins, normal human, for intravascular
adm. MNapeHTepanHa mg 39119520 MO5BAO8 Zoledronic acid napeHTepanHa mg 126588
MO05BX04 Denosumab napeHTepanHa mg 10748224 120 mg NO2AAO01 Morphine
napeHtepanHa mg 11839500 NO2AAO01 Morphine nepopanHa 1Bbpaa mg 13989120 NO2AA05
Oxycodone nepopanHa TBbpaa mg 59489050 NO2AA08 Dihydrocodeine nepopanHa TBbpaa
mg 22663984 NO2AA55 Oxycodone, Naloxone nepopanHa TBbpAaa mg oxycodone 29226625
NO2ABO02 Pethidine napeHTepanHa mg 22338750 NO2AB03 Fentanyl HazanHa Full spray
27040 NO2ABO03 Fentanyl nepopanHa 1Bbpga mg 7898 100 mcg NO2AB03 Fentanyl
nepopanHa TBbpaa mg 14080 133 mcg NO2ABO03 Fentanyl TpaHcaepmanHa mcg/h 10667050
NO2AEOQO1 Buprenorphine TpaHcaepmanHa mcg/h 7724185 NO2AX02 Tramadol napeHTepanHa
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mg 91776300 NO2AX02 Tramadol nepoparnHa TBbpaa mg 72561266 VO3ACO01 Deferoxamine
napeHtepanHa mg 3935000 VO3ACO02 Deferiprone nepopanHa tBbpga mg 2930000 VO3AC02
Deferiprone nepopanHa tedHa mg 3200000 VO3ACO03 Deferasirox nepopanHa TBbpaa mg
1944000 Dispersible tablet VO3ACO03 Deferasirox nepopanHa tBbpaa mg 13307400 Film-
coated tablet VO3AF01 Mesna napeHtepanHa mg 45023000 VO3AF03 Calcium folinate
napeHTepanHa mg 66732820

Aitheantoir inmheanach: 420260

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33621300 Antianaemic preparations, 33642100 Pituitary, hypothalamic
hormones and analogues, 33642200 Corticosteroids for systemic use, 33651500 Immune sera
and immunoglobulins, 33632100 Anti-inflammatory and anti-rheumatic products, 33661200
Analgesics, 33690000 Various medicinal products

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocus, Nnowan Ceeta Hegena Ne 5
Baile: Codusa
Cdd poist: 1000
Foroinn tire (NUTS): Cocoms (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapus“

5.1.3. Fad measta
Data tosaithe: 16/12/2024
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 111 638 951,32 BGN

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Onpegenennte nanbnHUTENM No pamMKoBOTO CNopasyMeHne He Abrxar
rapaHums 3a usnbIIHEHWE MpK CKItoYBaHe My. [apaHumnsaTa 3a U3NbITHEHNE Ha BCEKU
KOHKpPEeTEH A0roBOp, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO crnopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH O0C, rapaHums 3a
N3NbJIHEHNE HEe Ce U3MCKBA.

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

5.1.8. Critéir inrochtaineachta
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Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas

Réasunu: lNlekapcTBeHUTE NPOAYKTM ca 06EKT Ha perynaumsi No OTHOLLEHME Ha OMNakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLMTE Ce M3MOM3BaT M OT Nnua C yBpexaaHus, ce
cnasBaT M3UCKBaHUATa Ha eBPOMNENCKOTO 3aKoHOA4ATECNTBO B Ta3n obnacT, npeasua KoeTo He
€ HeobxoauMo aa ce NOoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBNHOCT 3a fvua C

yBpexXxaaHuA.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B chepata, nonagalla B obxeata Ha nopbykaTta, n3umcrneH Ha 6asa
roguwHuTe o6opoTy.
Cur sios ar an gcritéar roghnuchain: Peanuampanmat mmHumaneH o6opoT B cipepara,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe o6opoTH, crneasa ga e
paBeH Ha 1 % oT cbopa Ha NpPorHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/v B 06ocobeHnTe no3nunm, 3a KOATO/KOUTO ce noaasa odepTaTa. o
MUHMMarneH obopoT B cchepata, nonagalla B obxsata Ha nopbykaTta, creaBa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHn NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe Aa obxsalla 1 No-kpaTbK Nepmnos B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH unun e 3anodHan genHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHns
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B XO4a Ha npoueayparta unm oT y4acTHuKa
onpeaeneH 3a U3NbrHUTEN Npeaun CKNYBaHe Ha A0roBopa, B crydauTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 7. 2 ot 30T, cnpaBka 3a obopoTa B chepata, nonagawia B obxsarta Ha
nopbykaTa 3a nocoyeHuns nepuog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce aeknapupa C
nonwvnsaHe Ha yacT |V, pasgen b ot EEJOIT.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuumMTe cnegsa a ca BNUcaHu B TbProBCKUS PErUCTBbP M/UNN B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nuua - B aHarorm4Hu permcTpu CbrinacHo
3aKOHOAATEerCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbsa ga
npuTexasaT paspeLleHne 3a NPOM3BOACTBO, U34afeHo No pefa Ha 3aKkoHa 3a NekapcTBeHUTe
NpoAyKTu B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUA Ha epo C NeKapcTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a Tbprosus
Ha eapo € nekapcTBeHn Npoayktu (crnyvante no yn. 195, an. 1 n an. 2 ot 3/1MXM), unu
paspeLueHne 3a BHOC (cnydauTe no yn. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa c nonbneaHe Ha 4vacT |V,
6yksa ,A“ ot EE[OI, kaTo ce noco4ysa: HOMep 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
nNpou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha epo C fekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBusi Ha efpo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l AOKyMEHTBLT, KONTO Ce NpeAcTaBs OT ydacTHWKa onpedeneH 3a U3nbrnHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHne Unv rnpu nouckBaHe B xoda Ha npouegypaTta e:
3aBepeHO Komnue Ha BanuaHo paspelleHne 3a Npou3BoacTBo, u3gageHo no pega Ha 3IMXM
UNK 3a TbProBus Ha eapo C NekapCTBEHU NPOAYKTU UK YAOCTOBEPEHUE 3a permcrpaums 3a
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THProOBWS HAa €APO C NeKapCTBEHN NPOAYKTW, UMK paspelleHne 3a BHOC. BbanoxuTtensT He
M3MCKBA 3aBEPEHO KOMWE Ha pa3peLleHNeTo UMK Ha ApYr AOKYMEHT, yA0CTOBEpsiBaLL, NPaBoTo
3a THProBWS C NEKapCTBEHU NPOAYKTU UMW paspeLleHe 3a NPON3BOACTBO UM BHOC, KOraTo
“Ma A0CTbM Mo cnyxebeH MbT Unu Ypea Ny6rIMyeH perucTbp, UM Korato ChluMTe MoraT Aa
6baaT ocUrypeHmn upes npsik v 6eannateH 4OCTbN A0 HaLMoHanHUTe 6a3n AaHHK Ha
[AbpXaBUTE UYMEHKMN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4eckn Han-usrogHata opepTa ce onpeaerns Bb3 OCHOBA Ha Han-HUCKaTa LeHa
crnepg npoBefeH eNieKTPOHEH Tbpr. To3n KpUTEpPUn ce npuniara u Nnpu BbTPELLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTO Ha eNEKTPOHHNUS TbPr 3a BCEKWN NIEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneumdpukaums, 3a U3nbHUTENN NO
pPaMKOBOTO Cropa3yMeHue e ce onpeaenaT y4acTHUKBbT NPeasioXui Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, NpeanoXunm LeHa, kosato e 0o 10 % no-sucoka oT Han-HuckaTa
npegnoXxeHa ueHa. Bb3noxutenar He NOCTaBs OorpaHMyeHne 3a MakcumaneH 6pon
N3NbNHUTENM NO HOMeHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHMUATa 3a OTCTpaHsABaHe, MOCOYEHN B
HacTosLwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0BABEHNTE YCNOBUA Ha
Bb3MOXUTENS 3a U3NBbIIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT fiedebHnTe 3aBeeHus, 3a U3NbIHUTEN
we 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEeAnoXeHne e
HaW-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LJOINC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/11/2024 23:59:59 (UTC+02:00) Am Qirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 12/11/2024 15:00:00 (UTC+02:00) Am Qirthear na hEorpa, Am Samhraidh Lar
na hEorpa
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Ait: EnexkTpoHHaTa cuctema

Eolas breise: Hactoswara npoueaypa e n3uano enekTpoHHa 1 BCUYKM AeACTBUSA CBbP3aHu C
06sBsIBAHETO 1 1 NPOBEXAaHEeTo M Wwe 6baaT n3BbpLUBaHN Ype3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha cregHusa enekTpoHeH agpec: https://cop.mh.government.bg/

Téarmai an chonartha:

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

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

Socru airgeadais: Bcuuykn konmnyecTBa, NocoveHun B cneundurkaumsata Ha EnektpoHHaTta
cucTema, ca ,,0pUEHTUPOBBYHKU 1 Ca NpeaMEeT Ha BbarnaraHe B paMKUTe Ha BbTpeLUeH
KOHKYPEHTEH 1n36op No paMKoBO CriopasymMeHue, no nokaHa Ha nevyebHuTe 3aBeaeHnsa —
BBb3MOXMTENN, MOCOYEHUN B HacTosLaTa AOKYMeHTaums. B pamkute Ha npoBexagaHuTe
BbTPELLHM KOHKYPEHTHN n3bopwu, e 6baaTt 3asaBsiBaHN KONMYECTBa, CbOOpPa3HO TeKyLMTe
HY>KOM Ha BCAKO neyebHO 3aBeaeHme, kaTo NevebHOTO 3aBefeHNe — Bb3NOXUTEN He €
ONTbXXHO [a 3asiBM 3a 4OCTaBKa LUsiNOTO JOrOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asBsaBa
KOnmnyecTBa CbrnacHO AEUCTBUTEITHUTE CU HYXXAM, HO HE MOBeYe OT JoroBopeHoTo. Cneg
CKMOYBaHEe Ha KOHKPETEH A0roBoOp, Bb3HMKBAT 3a4b/PKEHMATA 3a 3asBsABaHe, 4OCTaBKa U
3annawlaHe Ha LOCTaBEHUTE NeKapCTBEHM NPOOYKTHN.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An t-uaslion rannphairtithe: 100
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntoyeHoTO Bb3 OCHOBa Ha HacTosLwaTa
obuiecTBeHa Nopbyka pamMKoBO CriopasyMeHue, e € CbC CPOK Ha U3NbJIHEHME A0 ABE
roAvHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpOoKbT Ha JOroBOpPUTE, CKIKOYEHM crnes
NpoBeAeH BbTPeELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe Aa HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakcumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKK KONn4yecTea oT
nekpcteeHnte npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHn 3aBegeHns 3a 6onHMYHa nomoLl,
no un. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neuebHn 3aBegeHns 3a 6ONHUYHA
nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cneLwHa MeguuuHeKka nomoLy, nedebHu
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomoll no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcteeHu npoayktu. MNpegmeT Ha BbanaraHe yYpes LUIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTU OT MO3NTUBHMA NekapCcTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnnYeH eNneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha nekapcTBeHN NPOAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbmpaHe Ha 3asBku B nepuoaa Mmecel, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach & reachtail ag an seoladh seo a leanas: https://cop.mh.government.

bg/
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Cur sios: N360pbT HA U3NMBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
crnopasymeHue We 6bae M3BbpLUEH cnea NnpoBexaaHe Ha eNeKkTPOHEH Thbpr NO peda Ha un.
89-91 o1 30I1, upes EnekTpoHHaTa cuctemMa. lNpoBexgaHeTo Ha efIEKTPOHHUS ThPr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha oepTuTe B CbOTBETCTBUE C M3OpaHns KpuTepun 3a
Bb3naraHe — Har-HucKa LeHa. [1o yyacTue B eNekTpoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEaSIOKEHMS] OTTOBaPAT HA U3NCKBAHUATA Ha Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTauns. ENeKTpoHHUAT Tbpr, We ce NpoBexaa CbC CTbMNKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna uano v Hyna net npouexTa). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanioxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. Npeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4ONyCHATUTE
yyacTHUUMTE Nosy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NbpBOHavanHaTa oueHka Ha odepTuTe M. ENeKTpoHHNSA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYACTHUK, e MOXe [a BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHata KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucna 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xanbwu
MoraT ga ce nogasaT B AeCeT AHEBEH CPOK OT M3TUYaHeTOo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLly peLLeHMeTo 3a OTKpUBaHe Ha npoueayparta n/vnu peleHneTo 3a ogobpsiBaHe Ha
NpoMeHu B ycrnoBusaTa no obsseHaTta npoueaypa

5.1. Luchtog: LOT-0006
Teideal: O6ocobeHa no3nums Ne 6, Bkntoyvsalla 19 HomeHknaTypm
Cur sios: ATC INN Form Package Quantity Note BO2BB01 Human fibrinogen napeHTtepanHa g
3081 B02BD01 Human Prothrombin Complex napeHTepanHa IU 2704040 B0O2BDO1
Coagulation factor IX, Il, VIl and X in combination napeHTepanHa IU 2219200 B02BD02
Coagulation factor VIII (Damoctocog alfa pegol) napeHTtepanHa U 300000 B02BD02
coagulation factor VIII (efmoroctocog alfa) napentepanna IU 1310000 B02BD02 Coagulation
factor VIII (lonoctocog alfa) napeHtepanna IU 300000 B02BD02 Coagulation factor VI
(Moroctocog alfa) napeHTtepanHa IU 1310000 B02BD02 Coagulation factor VIII (Octocog alfa)
napeHTepanHa IlU 1600000 B02BDO02 Coagulation factor VIII (rurioctocog alfa pegol)
napeHtepanHa IU 700000 B02BD02 Coagulation Factor VIII (Simoctocog Alfa) napeHTepanHa
IU 700000 B02BD02 Coagulation Factor VIII (Turoctocog Alfa) napeHtepanHa IU 1900000
B02BD02 Human coagulation factor VIII napeHtepanHa IU 3660800 BO2BD03 factor VIl
inhibitor bypassyng activity napeHtepanHa IU 810000 B02BD04 Coagulation factor IX
napeHtepanHa IU 1548160 B02BD04 Coagulation factor IX napeHtepanHa IU 500000
recombinant B0O2BD04 Coagulation factor IX (nonacog alfa) napentepanta IU 750000
B02BD04 Coagulation factor IX (nonacog beta pegol) napeHTtepanHa IU 325000 B02BD06
Coagulation factor VIII, Factor von Willebrand napeHtepanHa IU refers to VWF 1453000
B02BD08 Eptacog alfa (activated) napeHtepanHa KIU 290345
Aitheantdir inmheanach: 420265

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33621200 Antihaemorrhagics
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5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocus, Nnowan Ceeta Hegena Ne 5
Baile: Codhusa
Cdd poist: 1000
Foroinn tire (NUTS): Cocms (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG bvnrapus“

5.1.3. Fad measta
Data tosaithe: 16/12/2024
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 24 178 560,38 BGN

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Onpegenennte nanbnHUTENM NO PamMKOBOTO CNopasyMeHne He Abrxar
rapaHums 3a U3nbIIHEHWE MpK CKItoYBaHe My. [apaHumnsaTa 3a U3NbITHEHNE Ha BCEKU
KOHKpeTeH 0roBOp, CKMOYEH crief NpoBefAeH BbTPeLleH KOHKYpPeHTeH n3bop, Bb3 OCHOBA Ha
CKIMOYEHO PaMKOBO crnopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
obuecTBeHa nopbyka, 6e3 BknoveH O0C, B cnyvarn Ye JoroBopa € Ha CTOMHOCT paBHa uUnu
Hag 50 000 nB., 6e3 Bkn. A0C. 3a porosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE He Ce U3NCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: llekapcTBeHUTe NpoaykTu ca 06eKT Ha perynaumsi No OTHOLEHNe Ha onakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLUTE Ce U3MOM3BaT M OT Nnua ¢ yBpexaaHus, ce
cnasBaT M3NCKBaHUATa Ha eBPOMNENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacT, npeasua KoeTo He
€ Heob6XxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 3a AOCTBLMHOCT 3a Nuua ¢

yBpeXaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIoYMnmM (oMHaHCOBM rOAMHM [a ca peanuaupanu
MUHUMareH obopoT B cdhepaTa, nonagalla B obxsaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.
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Cur sios ar an gcritéar roghnuchain: Peannampanunat mmHumaneH o6opoT B cdpepara,
nonagauwia B obxBaTa Ha nopbykaTa, u3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKknaTtypa/v B o6ocobeHnTe no3numum, 3a KOATO/KOUTO ce noaasa odepTaTa. oa
MUHUMarneH obopoT B cdhepaTta, nonagalla B o6xeaTta Ha nopbykarta, cneisa aa ce pasbupa
000pOoT peanuanpaH OT TbProBus € nekapcTBeHn npoayktn. CvrnacHo un. 62, an. 3 ot 30T,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-KkpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsiTO
YYaCTHUKBT € Cb34aeH Unu e 3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NoCTaBeHMUS
KpUTEPUIN, KOUTO Ce NPeACTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa Unm oT y4acTHUKa
onpenerneH 3a N3NbAHUTEN NPeau CKoYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unu
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdepaTa, nonagawia B o6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.

Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuumMTe cnefBa a ca BNMCaHU B TbPrOBCKUSI PErMCTbP U/MNN B CbOTBETEH
npodecroHarneH perncTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4yHu permcTpu cbrnacHo
3aKOHOZaTeriICTBOTO Ha AbpXKaBaTa YNeHKa, B KOSTO Ca YCTaHOBEHM.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaTt paspelleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a pPercTpauuns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlleHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AEKnapupa ¢ nonbiBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NPOM3BOACTBO, n3gageHo no peaa Ha 3J1MNXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. S5unun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CnopasyMeHune Uinm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanugHo paspelleHne 3a Npon3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noxXntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, yAOCTOBEpPsiBaLL, MPaBOTO
3a TbProBus C NieKapCTBEHU NPOAYKTM U paspeLLeHme 3a NPOM3BOACTBO UMK BHOC, KOraTo
“Ma JOCTbM MO CryebeH NbT unun Ypes3 NyoenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4ecku Hamn-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Hal-HUCKaTa LieHa
cnep npoBefeH enekTPOHEH Tbpr. TO3M KpUTEpUIA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
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Cur sios: 1. Cneq npoBexaaHeTo Ha eNeKTPOHHMSA Thpr 3a BCEKU NeKapcTBEH NPOAYKT, Lie
6baat onpeaeneHy U3NbHUTENN MO PaMKOBO CMopa3yMeHue Npy cnas3BaHe Ha cregHuTe
npaeuna: 3a BCcAka HOMeHKNaTypa, oT TexHuyeckarta creumdukaums, 3a U3nbiHUTENM MO
PaMKOBOTO Cropa3yMeHNe e ce onpeaensaT y4acTHUKbT NPEeAnoXuI Hail-H1UCKa LieHa u
BCUYKM OPYIN y4acTHULM, NPEanoXunu LeHa, koato e o 10 % no-Bucoka oT Hal-HucKkaTa
npeanoxeHa ueHa. Bb3anoxuTenar He NocTaBs orpaHuYeHne 3a MakcumMarneH Gpo
U3NbIHUTENN No HOMeHKNaTypa. B cnyyaii, ye 3a AageHa HOMeHKNaTypa e Hanmue camo
eOVH y4acTHUK, 3a KOWTO He ca Hanule OCHOBaHMATa 3a OTCTpaHsABaHe, NOCOYEHN B
HacTosiLaTa JoKyMeHTaLUmMs; KOMTO OTroBaps Ha KpUTepuniTe 3a Nogdop; Unu e Hanuue caMmo
e[HO npeasioXXeHne, KOeTo OTroBaps Ha NpPeABapUTENHO 0OSIBEHMTE YCIOBUS Ha
BBb3MOXMUTENS 3a U3MbIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Tosa nuue. 2.
Mpy BbTPELLHO KOHKYPEHTHUSA M300p, MPOBEXaaH OT NeyebHuTe 3aBefieHns, 3a U3MbIHUTEN
e 6bae onpeneneH KNacupaHusAT Ha MbPBO MACTO YY4aCTHUK, YNETO LLEHOBO NpeasioxeHune e
Hal-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LIOINC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 11/11/2024 23:59:59 (UTC+02:00) Am Oirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 12/11/2024 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: EnektpoHHaTa cuctema
Eolas breise: HacTosiwara npoueaypa e ususno enekTpoHHa U BCUYKN OENCTBUS CBbP3aHn C
0064BsIBAHETO N 1 NpoBeEXAaHeTO 1 Wwe 6baaTt n3BbpLLBaHM Ype3 EnekTpoHHaTa cuctema,
AOCTbIMHA Ha criefHus enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil
Socru airgeadais: Bcuukm konmnyecTBa, NnocoveHun B cneundumkaumsata Ha EnektpoHHaTta
cucTema, ca ,OpMeHTUPOBBYHN U Ca NpeaMeT Ha BbararaHe B paMKUTE Ha BbTpeLLEeH
KOHKYpeHTEeH n3bop No pamKoBO cropasymMeHune, No nokaHa Ha nevyebHuTe 3aBefeHns —
Bb310XUTENMW, MOCOYEHM B HAcTosWaTa AOKyMeHTaums. B pamknte Ha npoBexaaHute
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BBbTPELLHN KOHKYPEHTHU 1360opu, e GbaaT 3asaBaBaHN KONMMYECTBa, CbobpasHO TekyLuTe
HY>XIM Ha BCSAKO NevyebHOo 3aBefieHne, KaTo NevYebHOTO 3aBejeHNE — Bb3MNOXUTEN He e
ANbXHO Aa 3asBY 3a [0CTaBka LiANoTO JOroBOPEHO KONMMYeCcTBo, a MMa NnpaBo Aa 3asBsBa
KONMMYECTBa CbIMacHO AEUCTBUTENHUTE CU HYXOWU, HO He NoBeYye oT AoroBopeHoTo. Crnen
CKIMoYBaHe Ha KOHKPEeTeH J0roBop, Bb3HMKBAT 3a4bIPKEeHUATa 3a 3aaBABaHe, JOCTaBKa U
3annaljaHe Ha [OCTaBeHUTE NeKapCTBEHU MPOAYKTH.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An t-uaslion rannphairtithe: 100
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntouyeHOTO Bb3 OCHOBa Ha HacTosiLaTa
obLiecTBeHa NoOpbYKa PaMKOBO Cropa3yMeHue, e € CbC CPOK Ha U3NbIHeHWe 40 ABe
roguHu, CYMTAHO OT AaTaTta Ha CKNYBaHeTO My. CpoKbT Ha 4OrOBOPUTE, CKITIOMEHU crnejq
npoBefeH BbTPeLLEeH KOHKYPEHTEH N36op N0 pamMKOBOTO CropasyMeHne oT neyvyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. moxe aa HaaxBbPIS KparHUS CPOK Ha
CKITHO4EHOTO pamMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHun BCUYKN KONMYeCcTBa OT
nekpcteeHuTe npoayktn n LIOMC3 He e ckniovmn HOBO pamMKOBO cropasyMeHue 3a TAX.
Cludach breise ceannaitheora: Bbanoxutenute - ne4ebHn 3aBegeHna 3a 60fHMYHA NOMOLL,
no un. 9 ot 3akoHa 3a nevebHute 3aBeaeHus (3/13), neuebHun 3aBeaeHnsa 3a 6oNHNYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cnelHa MeguumMHCKa NOMOLL, Sie4ebHN
3aBefeHns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, kouTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTema 3a nekapcrteeHu npoaykTu. MNMpegmeT Ha BbanaraHe yped LIOMNC3 ca goctaBkm Ha
CTOKM — fleKapCTBEHU NPOAYKTU OT M03NTUBHMS NeKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHu B Ny6nun4eH enekTpoHeH perncTbp kbM HaumoHanHms cbBeT No LeHn 1
peumbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npouenypa obxealla 3asgsBeHUTe OT
nocoYyeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel pbespyapu n mecey, mapt 2024 .
MoapobeH cnuchbk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [JOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrtpoHHaTa cucrtema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach a reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/
Cur sios: N360pbT Ha M3NBAHUTENM NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHM B PAMKOBOTO
crnopasymeHue wWwe 6bae M3BbpLIEH cnea NpoBeXxaaHe Ha eNeKTPOHEH Thpr NO peda Ha un.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNEKTPOHHUA ThPr LWe ce
npeaxoxaa oT NbpBOHavasnHa oueHka Ha odepTuTe B CbOTBETCTBUE C U3BpaHms Kputepun 3a
Bb3raraHe — Hal-HMUcKa LeHa. [1o y4acTue B eNnekTpOHHMSA Thpr Wwe 6baart gonycHatu
y4yacTHULUMTE, YMMTO NPEeANnoXeHNst OTrOBapsAT Ha M3UCKBAHMSTA HA Bb3NOXUTENS, MOCOYEHN B
HacTosWwaTa JOKyMeHTauns. ENeKTpoOHHUAT Tbpr, We ce NpoBeXA4a CbC CThMNKa 3a
HamansiBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uysano n Hyna net npoueHTa). MpunaraHeTo
Ha CTbnkaTta, BOAW 0O HaMansdBaHe Ha LieHaTa 3a eanHuLa Mspka, npeanoxeHa ot
CbOTBETHUSA y4HaCTHMK C NPOLEHTa Ha cTbnkaTa. NMpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLEHTBT Ha CTbIKaTa ce n3vncnssa Ha 6a3a Beve HamarneHaTa OT y4yacTHUKa B
eneKTPOHHUA Tbpr ueHa. MNpeamn ctapTupaHe Ha enekTpoOHHUSA Tbpr, JonycHaTUTe
y4yacTHUUUTE nosiydaBaT nokaHa, B KOSTO € NOCOYEeHO BPEMEHHOTO MM KrnacupaHe, B pesynrtar
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Ha NMbpBOHaYanHaTa oLeHka Ha odepTUTe UM. ENEKTPOHHMA THPT Liie 3anoyHe He No-paHo oT
2 paboTHU oHK, crnef AaTaTa 3a uanpallaHe Ha nokaHata. B pamkuTe Ha npoBexaaHeTo Ha
€MNeKTPOHHMS Tbpr, BCEKM eAUH Y4acTHUK, LLie MOXe [a BuKaa BPEMEHHOTO CU KrnacupaHe B
Tbpra, KakTo 1 NpeanoxeHaTa KbM MOMEHTa Hal-HUCKaTa LieHa. ENeKTPpOHHMAT Thpr e
MPUKIIOYM C HAaCTbMNBaHe Ha YacbT M AaraTa NocoYeHu B NokaHara.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucus 3a 3awura Ha KOHKypeHuumaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xxantu
MoraTt da ce nogasaT B 4ecCeT AHEBEH CPOK OT M3TM4aHeTo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLLy peLleHneTo 3a OTKpMBaHe Ha npoueaypaTa u/vnm peweHneTo 3a ogobpsasaHe Ha
npomMeHun B ycnosusaTa no obsaseHarta npoueaypa

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: MMUHNCTEPCTBO HA 30PABEOINA3BAHETO - LEHTPAJIEH OPIr'AH 3A
MOKYMKN
Uimhir chlaruchain: 0006953170000
Seoladh poist: nn. CBETA HELOEJTA Ne.5
Baile: rp.Cocpus
Caod poist: 1000
Foroinn tire (NUTS): Codousa (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: PymaHa CtaBpeBa CtaBpeBa
R-phost: rstavreva@mh.government.bg
Teil.: +359 29301314
Facs: +359 29811833
Seoladh idirlin: https://cop.mh.government.bg/
Praéifil an cheannaitheora: http://cop.mh.government.bg/
Ré6il na heagraiochta seo:
Ceannaitheoir
Comhlacht larnach ceannaigh a dhamhann conarthai poibli né a thugann i gcrich creat-
chomhaontuithe maidir le hoibreacha, solathairti nd seirbhisi ar son ceannaitheoiri eile

8.1. ORG-0002
Ainm oifigiuil: Komucuns 3a 3awmrta Ha KOHKypeHumsTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Codusa
Cdd poist: 1000
Tir: An Bhulgair
Pointe teagmhala: Komuncus 3a 3awmnTa Ha KOHKypeHuusaTa
R-phost: delovodstvo@cpc.bg
Teil.: +359 29356113
Facs: +359 29807315
Seoladh idirlin: http://www.cpc.bg
Réil na heagraiochta seo:
Eagraiocht athbhreithniuchain
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10. Athraigh

Leagan den fhégra roimhe seo ata le hathru

8a69037b-5¢17-4220-89b4-35d0eed01cd5-01
An phriomhchuis leis an athru

Ceartuchan - ceannaitheoir
Cur sios

1. CTbnkaTta 3a HamansBaHe Ha LeHaTta npu NpoBeXaaHeTo eNeKTPOHEH Thpr ce Hamansesa
oT 0,5% Ha 0,05% (Hyna usano, Hyna net npoueHTa) 2. [locTaBeHOTO OT Bb3NOXUTENS
N3nCKBaHe Ha oCHOBaHue 4n. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyacTHuuuTe B
npouenyparta 3a nocrneaHuTe Tpyu NPUKIIOYMIN PUHAHCOBKU rOAMHM Aa ca peanusvpani
MUHUManeH obopoT B cdhepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe obopoTu, KakTo cneasa: PeanuanpaHmsat MuHuManeH obopoT B cdepaTa,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHuTe o6opoTH, crneaea ga e
paBeH Ha 1 % OT NporHo3HaTa CTOMHOCT Ha cboTBeTHaTa obocobeHa No3mums, 3a KOATO ce
nopaea odeprtata. Ce npomeHs Ha: PeannampaHnat mmHumaneH o6opoT B cipepara,
nonagawa B obxsaTta Ha nopbykaTa, U34ncreH Ha 6asa roguwHnTe obopoTH, creasa ga e
paBeH Ha 1 % oT cbopa Ha NPorHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHknaTtypa/v B o6ocobeHnTe no3numnm, 3a KOATO/KOUTO ce noaasa odepTaTa. NpomeHuTe
ce oTHacAT Ao BCcUYkn o6ocobeHn nosnuun. Bue Bpb3ka C HanpaBeHUTE NPOMEHN ce
NPOMeHAT U: KpanHuAT cpok 3a nogaBaHe Ha odpeptn oT 28.10.2024 r. Ha 11.11.2024 r. n
[aTtarta Ha oTBapsiHe Ha odepTuTe oT 29.10.2024 r. Ha 12.11.2024 r.

10.1. Athraigh
Athraiodh na doiciméid solathair an: 14/10/2024

Eolas faoin bhfégra

Aitheantéir/leagan an fhégra: 4cc15be7-cade-46f4-b7f5-d394860102¢8 - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhégra: 16

Data seolta an fhogra: 14/10/2024 17:11:31 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fégra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 625615-2024

Uimhir eagrain 10 S: 202/2024

Data foilsithe: 16/10/2024

625615-2024 Page 37/37



	1. Ceannaitheoir
	1.1. Ceannaitheoir
	2. Nós imeachta
	2.1. Nós imeachta
	2.1.1. Cuspóir
	2.1.2. An áit feidhmíochta
	2.1.3. Luach
	2.1.4. Eolas ginearálta
	2.1.5. Téarmaí soláthair
	2.1.6. Forais eisiaimh
	5. Luchtóg
	5.1. Luchtóg: LOT-0001
	5.1.1. Cuspóir
	5.1.2. An áit feidhmíochta
	5.1.3. Fad measta
	5.1.4. Athnuachan
	5.1.5. Luach
	5.1.6. Eolas ginearálta
	5.1.7. Soláthar straitéiseach
	5.1.8. Critéir inrochtaineachta
	5.1.9. Critéir roghnúcháin
	5.1.10. Critéir dhámhachtana
	5.1.11. Doiciméid soláthair
	5.1.12. Téarmaí soláthair
	5.1.15. Teicnící
	5.1.16. Tuilleadh eolais, idirghabháil agus athbhreithniú
	5.1. Luchtóg: LOT-0002
	5.1.1. Cuspóir
	5.1.2. An áit feidhmíochta
	5.1.3. Fad measta
	5.1.4. Athnuachan
	5.1.5. Luach
	5.1.6. Eolas ginearálta
	5.1.7. Soláthar straitéiseach
	5.1.8. Critéir inrochtaineachta
	5.1.9. Critéir roghnúcháin
	5.1.10. Critéir dhámhachtana
	5.1.11. Doiciméid soláthair
	5.1.12. Téarmaí soláthair
	5.1.15. Teicnící
	5.1.16. Tuilleadh eolais, idirghabháil agus athbhreithniú
	5.1. Luchtóg: LOT-0003
	5.1.1. Cuspóir
	5.1.2. An áit feidhmíochta
	5.1.3. Fad measta
	5.1.4. Athnuachan
	5.1.5. Luach
	5.1.6. Eolas ginearálta
	5.1.7. Soláthar straitéiseach
	5.1.8. Critéir inrochtaineachta
	5.1.9. Critéir roghnúcháin
	5.1.10. Critéir dhámhachtana
	5.1.11. Doiciméid soláthair
	5.1.12. Téarmaí soláthair
	5.1.15. Teicnící
	5.1.16. Tuilleadh eolais, idirghabháil agus athbhreithniú
	5.1. Luchtóg: LOT-0004
	5.1.1. Cuspóir
	5.1.2. An áit feidhmíochta
	5.1.3. Fad measta
	5.1.4. Athnuachan
	5.1.5. Luach
	5.1.6. Eolas ginearálta
	5.1.7. Soláthar straitéiseach
	5.1.8. Critéir inrochtaineachta
	5.1.9. Critéir roghnúcháin
	5.1.10. Critéir dhámhachtana
	5.1.11. Doiciméid soláthair
	5.1.12. Téarmaí soláthair
	5.1.15. Teicnící
	5.1.16. Tuilleadh eolais, idirghabháil agus athbhreithniú
	5.1. Luchtóg: LOT-0005
	5.1.1. Cuspóir
	5.1.2. An áit feidhmíochta
	5.1.3. Fad measta
	5.1.4. Athnuachan
	5.1.5. Luach
	5.1.6. Eolas ginearálta
	5.1.7. Soláthar straitéiseach
	5.1.8. Critéir inrochtaineachta
	5.1.9. Critéir roghnúcháin
	5.1.10. Critéir dhámhachtana
	5.1.11. Doiciméid soláthair
	5.1.12. Téarmaí soláthair
	5.1.15. Teicnící
	5.1.16. Tuilleadh eolais, idirghabháil agus athbhreithniú
	5.1. Luchtóg: LOT-0006
	5.1.1. Cuspóir
	5.1.2. An áit feidhmíochta
	5.1.3. Fad measta
	5.1.4. Athnuachan
	5.1.5. Luach
	5.1.6. Eolas ginearálta
	5.1.7. Soláthar straitéiseach
	5.1.8. Critéir inrochtaineachta
	5.1.9. Critéir roghnúcháin
	5.1.10. Critéir dhámhachtana
	5.1.11. Doiciméid soláthair
	5.1.12. Téarmaí soláthair
	5.1.15. Teicnící
	5.1.16. Tuilleadh eolais, idirghabháil agus athbhreithniú
	8. Eagraíochtaí
	8.1. ORG-0001
	8.1. ORG-0002
	10. Athraigh
	10.1. Athraigh
	Eolas faoin bhfógra

