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An Bhulgair — Pharmaceutical products — [loctaBka Ha nekapcteeH npoaykT ¢ INN: Nintedanib,
3annawaH ot H30K no pepa Ha un. 7 ot HAPEIBA N2 2 ot 27 mapT 2019 1.

OJ S 23/2026 03/02/2026

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: Cneumannampana 6onHuMLa 3a akTMBHO fiedeHne no AeTckn 6onectn — npod.
MeaH Mutes EA]
R-phost: tuykova_r@pediatrichospital.bg
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. N6s imeachta

2.1. Nos imeachta
Teideal: JoctaBka Ha nekapcteeH npoaykTt ¢ INN: Nintedanib, 3annawax ot H30K no pega Ha
yn. 7 ot HAPEOBA Ne 2 ot 27 mapt 2019 .
Cur sios: Nopbykata e ¢ npegmeT: [loctaBka Ha nekapcteeH npoaykT ¢ INN: Nintedanib,
Capsule, soft, 100 mg — 720 kancynu, 3annawaH ot H30K no pega Ha un. 7 ot HAPE[JBA Ne
2 o1 27 mapT 2019 r 3TouHmK Ha domHaHcupaHe: Cpeactea oT H3OK, cbrnacHo 3anosef 3a
ofobpsBaHe 3annaiiaHeTo Ha ycnyrm no vn. 7 ot HAPEOBA Ne 2 ot 27 mapT 2019 . 3a
MeAUUNHCKUTE 1 Apyrn ycnyru rno un. 82, an. 1a n 3 ot 3akoHa 3a 34paseTo U 3a peaa u
ycrnoBusTa 3a TAXHOTO ogobpsBaHe, Non3BaHe v 3annallaHe, nsgageHa Ha KOHKpPETHO aeTe.
Bb3noxuTenaT He ce 3aabikasa a 3asBu U 3aKynu LANOTO NPOrHO3HO KOMMYECTBO MO
AOroBopa, 3a cpoka Ha HeroBoTo aencteune. OdepTuTe ce OTBaApPST, OLEHsIBAT U pasrnexaaT
no peaa Ha un. 104, an. 2 ot 30I1 ype3 EnekTpoHHaTa nnatdopma, KaTo OLeHKaTa Ha
TEXHUYECKNTE N LLEHOBUTE NPEASIOKEHMS HA YHaCTHULMUTE Ce U3BBbPLUBA Npean pasrnexaaHe
Ha OOKYMEHTUTE 3a CbOTBETCTBUE C KpUTEpumuTe 3a nogodop.
Aitheantdéir an nois imeachta: 1€9¢3760-7426-4ba1-a06¢-57f4c033084a
Aitheantoir inmheanach: 554694
An cineal nois imeachta: Oscailte
Ta an nos imeachta a bhrostu: nil

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

2.1.2. An it feidhmiochta
Seoladh poist: 6yn. Akag. MiBaH Newwos 11
Baile: Cocusa
Caod poist: 1606
Foroinn tire (NUTS): Codouns (ctonuua) (BG411)
Tir: An Bhulgair
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2.1.3. Luach
Luach measta gan CBL a direamh: 12 176,16 EUR

2.1.4. Eolas ginearalta
Eolas breise: Bb3noXxmntenaT e oTCTpaHsBa OT y4acTue: - y4aCTHUK 3a KOroTo ca Hanuvue
OCHOBaHusTa no un. 54 nun. 55, an. 1, 1. 1 n 1.4 ot 30I1; - cbrnacHo un. 107 ot 30I1,
YYaCTHUK, KOUTO HE OTroBapsi Ha NOCTaBEHUTE KpUTEpUM 3a NoABOp UK HE N3MbITHW APYro
yCcrnoBue, NoCOYEHO B 006SBEHMETO 3a 00l ecTBeHa NopbYKa U B JOKYMEHTALNATA;
YYaCTHUK, KOUTO € npeacTaBun odepTa, KOATO HE OTroBaps Ha: NnpeaBapuTenHo obsBeHuTe
YCrOBMS 3a U3NbJIHEHWE Ha NopbYKaTa UM Npasuna 1 N3NCKBaHWUS, CBbpP3aHu C onasBaHe Ha
OKOSiHaTa cpefa, CouManHoTo U TPYAOBOTO NpaBo, NPUIOXUMKN KONTEKTUBHM CopasyMeHns n
/vnun pasnopendu Ha MeXxXayHapogHOTO eKOSTOrMYHO, COLUManHo 1 TpyAoBO NpaBo, KOUTO ca
n3bpoeHun B npunoxeHme Ne 10 kbm 30I1; yyacTHUK, KOUTO HE € NpeacTaBun B CPOK
obocHoBkaTa no 4n. 72, an. 1 ot 30l unn ynaTo ogepTa He e npueTa CbrnacHo Yn. 72, an. 3
— 5 o1 30IT; yyacTHMUK, KOUTO Ca CBbP3aHM NMLA; y4acTHUK, Nogan 3asiBfieHre 3a yvyacTtue
nnu ogoepTa, KOUTO HEe OTrOBAPAT Ha YCrOBUSATa 3a NpeacTaBsHe, BKITOYUTENHO 3a dopMma,
Ha4MH, CPOK 1 BanNnAHOCT; Nuue, KoeTo e HapyLwuno 3abparHa no yn. 101, an. 9 unm 10 ot
30T1; - y4acTHUK, KOUTO He e NpeaoCTaBusl KItoda cv 3a AeKpunTupaHe B onpeaeneHnTe
CpOKOBe ce OTCTpaHsaBa Ha ocHoBaHue yn. 107, 1. 5 ot 30IT; - yyacTHUK, 3a KOroTo ca Hanuue
obcroarencrteaTa no yn. 3, 7. 8 oT 3aKkoH 3a UKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLUEHUSA C
Apy)xecTBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTPOMMPaHMTE OT TAX Nuua N TEXHUTE AENCTBUTENHM COOCTBEHMLM
[BNOOOPKOMNAOPKTITOC/, ocBeH ako He ca Hanuue ycroBusaTa no 4. 4 oT Cbluus; -
YYaCTHUK, 3a KOroTo ca Hanuue obctoatenctaa no 4n. 87 oT 3akoHa 3a NPOTUBOAENCTBME Ha
KOpynuuaTa; - y4acTHUK, KOUTO nma BpeMeHHa 3abpaHa 3a ydacTue B 06LeCTBEHN NOPBYKM
cbrnacHo 4n. 83a, an. 5, T. 1 oT 3akoHa 3a aAMUHUCTPATUBHUTE HAPYLUEHUS U HaKa3aHus,; -
YYaCTHWUK, 3a KOroTo ca Hanuue obctoarencTtea no yn. 5k, naparpad 1 ot PernameHT (EC) Ne
833/2014 r. Ha CbBeTa OTHOCHO OrpaHUYUTENHUTE MEPKU C Ornepn Ha gencTeudata Ha Pycus,
aectabvnuanpalum nonoxeHMeTo B YKkpanHa. Bb3noxutensaTt npekpaTaBa npoueaypara Ha
OCHOBaHusATa, nocoyeHu B Un. 110, an. 1 ot 30l1. Bb3noxutenar Moxe ga npekpaTu
npouenyparta Ha ocHoBaHue yn. 110, an. 2 ot 30l1. Y4yacTHUKbLT, onpeaeneH 3a U3nbiHuTen,
npeacTaBs rapaHums 3a U3nbfIHEHWEe Npu nognuceaHe Ha gorosopa B pa3mMep Ha 1 (eavH) %
OT cToMHOCTTa My. 1.2. dopmaTta Ha rapaHumaTa e no n3bop Ha yyYacTHUKa: * NapuyHa cyma —
nnatuma no 6aHkoBa cmeTka: baHka: OBEAMHEHA BEbJITAPCKA BAHKA 6aHkoBa cmeTka:
IBAN BG92UBBS80021009737950 6aHkoB koa: BIC UBBSBGSF « 6aHkoBa rapaHums —
cbllaTa cneiBsa fa e aBm3mpaHa ot 6bnrapcka 6aHka, ako € usgageHa ot YyXaecTpaHHa
OaHka. * 3acTpaxoBka, KoATo 6e3yCnoBHO N HEOTMEHMMO obeaneyvaBa U3NbIIHEHMETO Ypes
NOKPUTME Ha OTFTOBOPHOCTTA Ha M3NBbITHUTENS. Bb3NOXMUTENAT HE AbITKN NMXBKU 3a Nepunoaa,
npes KOUTO cpefcTBaTta Mo rapaHumsita 3akoHHO ca npectoanu npu Hero. OdepupaHnTe LeHn
3a OMakoBKa Ha nekapCcTBEHUTE NPOAYKTU He crnefBa Aa HaaBuwasaT HOPMAaTUBHO
onpegeneHarta ueHa no yn. 261a ot 3JIMXM. Bb3noxutenaT nanckesa npeacraBsHe B 5-
AHEeBEH CPoK Ha 060CHOBKa 3a Ha4yMHa Ha obpasyBaHe Ha LeHOBOTO NpeasioKeHW, Korato To e
c noeeye oT 20 Ha cTo no-6naronpuaTHO OT: 1. cpeaHaTa CTOMHOCT Ha NPeANIoXKEHNATa Ha
oCTaHanuTe y4yacTHMUM MO CbLUMS NOoKa3aTes 3a OLeHKa — Npu OLeHsIBaHe Ha TPU Unv nose4ye
odepTn no gageHa obocobeHa nosmums; 2. obssBeHaTa NPorHo3Ha CTOMHOCT - NPU OLEHsABaHe
Ha egHa unn ase oepTn. KommcusTta pasrnexaa u oueHsiBa npeactaBeHnTe 000CHOBKM
cbrnacHo yn. 72 ot 30I1. MNnawaHeTo 3a nekapcTBeHNTe NpoaykTn 3akynyBaHm no HAPEBA
Ne 2 ot 27 mapTt 2019 r. Wwe ce n3BbpLLBa No BaHKOB MbT B CPOK OT 5 (NeT) KaneHaapHW OHu,
cnegBalum gataTta Ha nonydaBaHe Ha cpeactBaTa oT H3OK, cbrnacHo 3anosep 3a
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onobpsiBaHe 3annaiiaHeTo Ha ycnyrm no yn. 7 ot HAPEOBA Ne 2 ot 27 mapT 2019 . 3a
MeauLUMHCKUTE 1 apyrn yenyrm no un. 82, an. 1a n 3 ot 3akoHa 3a 3gpaBeTo U 3a peja u
ycrnosusiTa 3a TAXHOTO ogobpsiBaHe, Non3BaHe 1 3annaiaHe, n3gageHa Ha KOHKPeTHO aeTe.
Bb3noxuTenaT He ce 3aabmkasa a 3asBU U 3aKynu LANOTO NPOrHO3HO KOMMYECTBO Mo
AOroBopa, 3a Cpoka Ha HeroBoTo dencteune. OdepTuTe ce OTBaApAT, OLUEHSBAT 1 pasrnexaat
no pega Ha un. 104, an. 2 ot 30[1 ypes EnektpoHHaTa nnatgopma, KaTto OLueHKaTa Ha
TEXHNYECKNTE N LLEeHOBUTE NPEeasIOKEeHMS Ha y4acTHULMTE Ce U3BBbPLUBA Npean pasrnexaaHe
Ha JOKYMEHTUTE 3a CbOTBETCTBUE C KpUTepunte 3a nogdop. Bb3noxmntensar He npunara
ogobpeHuTe cTaH4apTM3NPaHU NPOEKTU Ha AOroBOPW UMW CTaHA4APTU3NPaHN Kray3u Ha
[O0roBopu, KaTo MOTUBUTE Ca, Ye HaAMa ogobpeH obpasel, Ha AOroBop 3a AOCTaBka Ha
nekapcTBeHW NPOAYKTH, a pa3paboTeHnTe JOroBOPU N CTaH4apTU3NPaHU Knaysun Ha
[OroBOpK He OTroBapsiT Ha eCTECTBOTO Ha NopbYKaTa.

Bunus dli:

Treoir 2014/24/AE

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Foégra
Rannphairtiocht in eagraiocht choiritil: KangungaTsT Unu y4acTHUKBT € OCbeH C BNA3na B
cvna npucbaa 3a npectbnnenne no Yn. 321 unm un. 321a ot HakasaTtenHua kogekc (4n. 54,
an. 1, 1. 1 ot 30I1) unu 3a aHanorM4yHo NpecTbNeHe B Apyra AbpXaBa YNeHka unm Tpeta
cTpaHa (un. 54, an. 1, 7. 2 ot 300MN)
Eilliu: KanamaaTsT vnu YYaCTHUKBLT € OCbEH C Brid3fia B cua npucbaa 3a npecrbhieHne no
yn. 301-307 ot HakasaTtenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanorM4yHo
npecTbnrieHne B Apyra Abpxasa YreHka unm tpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I01)
Calaois: KaHanpatbT unu y4acTHUKBLT € OCbAEH C Brisi3na B cuna npucbaa 3a npecTbrneHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B Apyra AbpaBa YneHka unm tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I01)
Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHangatbT unu y4acTHUKBT € OCbAEH C BMsidna B cura npucbaa 3a NpecTbhnfeHme no yn.
108a ot HakasaTenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo NpecTbNIeHne
B Apyra AbpxaBa YneHka unm tTpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTsT nnu y4acTHUKBLT € OCbAEH C
BNs3Ma B cuna npucbaa 3a npectbnnexHue no yvn. 253-260 ot HakasaTtenHusa kogekc (4n. 54,
an. 1, 1. 1 ot 30I1) unu 3a aHanorMyHo NpecTbneHe B Apyra AbpXaBa YNeHka unv Tpeta
cTpaHa (un. 54, an. 1, 7. 2 ot 300M)
Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHangaTbT nun y4acTHUKBLT €
OCb[EH C BNA3na B cuna npucbaa 3a npecrbnreHue no 4. 159a-159r ot HakaszartenHua
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4HO NpecTbnneHne B gpyra AbpKaBa
yneHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I)
Saru oibleagaide a bhaineann le canacha a ioc: KaHangatbT unu y4acTHUKBLT nma
3a4b/MKeHNs 3a JaHbuu No cMUChIa Ha un. 162, an. 2, 1. 1 ot JaHbYHO-OCUrypUTEenHus
npouecyarneH Kogekc u NnMxeuTe no Tax KbM ObpXaBaTa unv kbM obLuimHaTa no ceganveTto
Ha BBb3NOXUTENSA U Ha KaHAMAAaTa Uin y4acTHUKa, NN aHanorMyHn 3a4bIMKEHNS CbrNacHo
3aKOHOLATEesNICTBOTO Ha AbpKaBaTa, B KOATO KaHOMAATLT UM YYaCTHUKBT € YCTaHOBEH,
AOKa3aHu C BNA3bLJS1 B CUIA akT Ha KOMNETEHTeH opraH (4n. 54, an. 1, 1. 3 ot 30IM)
Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: KaHguaatsT nnm
YYaCTHUKBT MMa 3a4bJPKEHNS 32 3a4bIPKUTENHN OCUTYPUTENHN BHOCKU MO CMUCHIIA Ha Yn.
162, an. 2, 1. 1 oT [JaHbYHO-OCUTYPUTENHUS NpoLiecyarneH KOAEeKC U NMUXBUTE MO TAX KbM
AbpXxaBaTa Unm KbMm obLumMHaTa no ceganuuleTo Ha Bb3NOXUTENS U Ha KaHguaaTta unm
y4acCTHUKA, NN aHanorMyHn 3agbImKeHNs CbrnacHO 3aKOHOA4AaTENCTBOTO Ha AbpKaBaTa, B
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KOSAATO KaHAMAATbT UMM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3b/1 B CUMa akT Ha
KOMNEeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I)

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

Saru oibleagaidi i réimsi an dli shoisialta: KaHamaaTsT nnmn y4acTHUKBLT € OCbAeH C BMs3na B
cvna npucbaa 3a npectbnnenne no Yn. 172 unu un. 192a ot HakasaTtenHusa 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)

Saru oibleagaidi i réimsi an dli saothair: KaHgngaTsbT UM y4aCTHUKBT € U3BBbPLUNII
HapyweHue no un. 118, 128, 245 1 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C BIISI3NO0 B
Cvna HakasaTenHo NOCTaHOBMEHME UMK CbOEOHO peLLeHne, NNmn aHanorMyHN HapyLleHus,
YCTAHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbracHO 3aKOHOA4ATENCTBOTO Ha AbpXaBaTa, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € yCTaHoBeH (4n. 54, an. 1, T. 6 ot 30I01)

Rannphairtiocht dhireach no indireach in ullmhd an nés imeachta solathair seo: Hanuue e
HepaBHOMOCTaABEHOCT B criydauTe no un. 44, an. 5 ot 301 (4n. 54, an. 1, 1. 4 ot 300N)
Coinbhleacht leasa mar gheall ar a rannphairtiocht sa nés imeachta solathair: Hanvue e
KOHQIMKT Ha MHTepecu nNo cmucbna Ha § 2, T. 21 ot [P Ha 30T, konTo He Moxe Aa 6bae
oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300N)

Mifhaisnéis, faisnéis a coinniodh siar, gan bheith in ann doiciméid riachtanacha a sholathar né
faisnéis runda a fuarthas maidir leis an n6s imeachta seo: 3a kaHgugaTa unu y4acTHuka e
YCTaHOBEHO, Ye: - € NpeaCcTaBui JOKYMEHT C HEBAPHO CbAbpXKaHWe, C KOUTO ce JoKa3Ba
AeKnapupaHaTa nurnca Ha OCHOBaHWUA 3a OTCTPaHsABaHE NN OEKNapupaHOoTO U3MbITHEHME Ha
KpuTepuute 3a nogbop (4n. 54, an. 1, 1. 5 ot 30[1); - He e NnpeaocTaBun M3nCKBaLLa ce
MHOpMaUms, CBbp3aHa C yAOCTOBEPSIBaHE nmncaTa Ha OCHOBaHUA 3a OTCTpaHsBaHe Unu
N3NbITHEHNETO Ha KpuTepumuTe 3a nogdop (4n. 54, an. 1, 1. 5 ot 30IN).

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiinta amhain: 3a kaHguaaTa unu
y4YacTHUKa € Hanuue HsIKoe OT cneaHuTe o6CToATENCTBA: OCbAEH € C Brisiana B cuna npucbaa
3a npectbnnenuns no un. 194 — 208, un. 213a — 217, un. 219 — 252 n un. 254a — 255a v un.
256 - 260 HK (un. 54, an. 1, 1. 1 o1 30I[1); M3BbpLLMN € HapyLweHnsa no 4n.61, an.1, 4n.62, an.
1 vnn 3, un.63, an.1 unn 2, un.228, an.3 ot Kogekca Ha Tpyaa v no 4n.13, an.1 ot 3akoHa 3a
TpyAoBaTa Murpaumst U TpyaosaTta MOBUNHOCT, YCTAHOBEHM C BIISI3NO B CUa HaKa3aTeNHo
NoCTaHOBIIEHME UK CbaebHOo peweHune (4n.54, an.1, 1.6 ot 30I1); obcToaTencTeo no yn. 3, T.
8 oT 3akoHa 3a MIKOHOMUYECKUTE 1 (PUHAHCOBUTE OTHOLLEHUS C ApYXecTBaTa, permcTpupaHu B
IOPUCANKLNN C NpedepeHLmaneH JaHbYeH PEXNM, KOHTPONIMPaHMTE OT TAX Nnua U TEXHUTE
AencTBUTENHU cobCTBEHNUN; obcToATencTBa no yn. 87 ot 3akoHa 3a NpoTMBOAENCTBUE HA
KopynuusaTa; obctoarencTtsa no yn. 83a, an. 5, T. 1 ot 3akoHa 3a aAMUHUCTPATUBHUTE
HapyLweHusa n HakasaHna (3AHH)

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

Décmhainneacht: KangnaatsT nnmn y4acTHUKBT € B MPOM3BOACTBO MO HECHCTOATENHOCT (4.
55,an. 1, 1.1 o1 300N)

Socru le creidiunaithe: KaHangaTbT nnm 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 AbpXXaBaTta, B
KOSAATO € YCTaHOBEHO, Yy>XAECTPaHHO N1Le ce Hamupa B NOnoXeHne, NogobHo Ha: 06sBEH B
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HEeCBHCTOATENHOCT; B MPOU3BOACTBO MO HECHLCTOATESTHOCT; B npoueaypa no NMKBugaums;
CKIMOYEHO M3BBHCBHAEOHO CnopasyMeHne ¢ KpegutopuTe; npeycTaHoBeHa AeNHOCT (4n. 55,
an. 1, 1.1 01 30I0N)

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

Cuirtear ar fionrai gniomhaiochtai gné: KaHangatsbT unu y4acTHUKBLT € NpeycTaHoBUN
aenHoctTa cu (un. 55, an. 1, 1. 1 ot 30I1)

Foirceannadh luath, damaisti né smachtbhannai inchomparaide eile: 3a kaHangata vnu
y4yacTHMKa € A0Ka3aHo, Ye € BMHOBEH 3a HEU3MbITHEHNE Ha A0roBOp 3a 06LecTBEHa Nopbyka
UIM Ha 4OroBOp 3a KOHLECUSA 3a CTPOUTENCTBO UK 3a ycnyra, A0BENO 40 pa3BansHe unm
NPeAcPOYHOTO MYy NpekpaTaBaHe, n3nnaiiaHe Ha obeseTeHns unm apyrm NnogodHM caHKuum,
C U3KIOYEHME Ha Crny4auTe, KoraTo HeU3nbiIHEHNETO 3acsara no-masnko oT 50 Ha cTo oT
CTOMHOCTTa unun obema Ha gorosopa (4n. 55, an. 1, 1. 4 ot 300)

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: JoctaBka Ha nekapcteeH npoaykTt ¢ INN: Nintedanib, 3annawax ot H30K no pega Ha
un. 7 ot HAPELOBA Ne 2 ot 27 mapTt 2019 .
Cur sios: Nopbykata e ¢ npegmeT: [loctaBka Ha nekapcteeH npoaykT ¢ INN: Nintedanib,
Capsule, soft, 100 mg — 720 kancynu, 3annawaH ot H30K no pega Ha un. 7 ot HAPE[JBA Ne
2 o1 27 mapT 2019 r 3TouHmK Ha domHaHcupaHe: Cpeactea ot H3O0K, cbrnacHo 3anosef 3a
ofobpsiBaHe 3annaiiaHeTo Ha ycnyrm no vn. 7 ot HAPEOBA Ne 2 ot 27 mapT 2019 . 3a
MeANUNHCKUTE 1 Apyrn ycnyru no yn. 82, an. 1a n 3 ot 3akoHa 3a 34paBeTo U 3a peda u
ycnoBusTa 3a TAXHOTO ogobpsBaHe, Non3BaHe v 3annallaHe, nsgageHa Ha KOHKpEeTHO aeTe.
Bb3noxutenaT He ce 3agbikaea a 3asBu U 3aKynu LANOTO NPOrHO3HO KOMMYECTBO MO
A0roBopa, 3a cpoka Ha HeroBoTo aencteune. OdepTuTe ce OTBapPSAT, OLEHSBAT U pasrnexaaT
no peaa Ha un. 104, an. 2 ot 30I1 ype3 EnekTpoHHaTa nnatdopma, KaTo OLeHKaTa Ha
TEXHUYECKNTE N LLEHOBUTE NPEASIOKEHMS HA YHaCTHULUTE Ce M3BBbPLLBA Npean pasrnexaaHe
Ha OOKYMEHTUTE 3a CbOTBETCTBUE C KpuTEpuuTe 3a nogodop.
Aitheantdir inmheanach: 554694

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Roghanna:
Cur sios ar na roghanna: B cnyyain, 4e npu n3tmdyaHe cpoka Ha Aorosopa He e n3deprnaHa
CTOMHOCTTa My U MpU NUNca Ha HOB AOrOBOP CbC CbLUMA NpegMeT, TO CbLMAT MoxXe Aa 6bae
yabImKeH A0 n3pas3xodBaHe Ha npeasuaeHarta B Hero cyma, Ho C He rnoBeye OT 6 (LecT)
mMeceua.

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn. Akaa. NeaH Newos 11
Baile: Codusa
Cdd poist: 1606
Foroinn tire (NUTS): Cocms (ctonuua) (BG411)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 12 Mionna
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5.1.4.

5.1.5.

5.1.6.

5.1.7.

5.1.8.

77089-2026

Athnuachan
Athnuachainti uasta: 0

Luach
Luach measta gan CBL a aireamh: 12 176,16 EUR

Eolas ginearalta

Is solathar athfhillteach é seo

Cur sios: ObLecTBeHaTa NopbYka € 3a AoCTaBKa Ha NekapCTBEHU NPOaYKTU U ce obsaBsaBa
NepUOANYHO.

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: Bb3noxutendar npensmxna criegHUTe Bb3MOXHOCTU 32 MU3MEHEHUE Ha Joroesopa
cbrnacHo 4n.116, an.1, 1.1: 1. B cniyyan, Ye npu n3TM4aHe cpoka Ha JOroBopa He e
n34yepnaHa CTOMHOCTTa My W NpW fiMnca Ha HOB AOrOBOP CbC CbLUMSA NPeaMET, TO CbLUNAT
MoXe fa 6bae yabImKeH 00 u3pasxoaBaHe Ha npeaBuaeHaTa B HEro cyma, Ho C He noseye ot
6 (wecTt)meceua. 2. OpepupaHaTa LeHa 3a OnNakoBKa Ha NeKapCTBEHMS MPOAYKT € hmkcupaHa
N He NOANEXM Ha NPOMSIHA 3a CpoKa Ha AenCTBME Ha aorosopa. Mo nsknioveHve
AOroBopeHara LieHa MOXe Aa ce M3MeHs BbB Bpb3ka C NnpoMeHn B HapeanbaTta 3a ycnosuara,
npasunaTa u pega 3a perynvpaHe u peructpmpaHe Ha LLeHUTEe Ha NeKapCTBEHUTE NMPOAYKTH,
npueta ¢ NMMC Ne 97 ot 19.04.2013 r., uam. u gon. [AB. 6p.66 ot 12 Asryct 2025r., npaBeLu
HEBB3MOXHO U3MbIIHEHNETO Ha JOroBopa Npw AoroBopeHnTe ycnosus. 3. B cnyyan, ye B
CpOKa Ha A40roBopa AbpXKaBHO perynvpaHaTa LeHa Ha nekapCTBEHNSA NPOAYKT CTaHe No-HUcka
OT goroBopeHata, N3nbnHUTenaT e ANbXeH CBOEBPEMEHHO Aa NPOMEHU LieHaTa, Ha KOSITO
A0CTaBs NneKkapCcTBEHUSA NPOAYKT, B CbOTBETCTBUE C ONpeaeneHnTe HOBW LLlEeHN, CYUTaAHO OT
pararta Ha npomsHaTa. B cnyyan, 4e He yBegomu Bb3noxutensa nMcmeHo B 5—gHeBEH CpoK 3a
npomMsiHaTa U He NPOMEHU LieHaTa, Bb3noxuTenaT we 3annawia nekapCcTBeHnst NPOAYKT No
npomMeHeHaTa LieHa, CYMTaHOo OT JaTaTta Ha cboTBeTHaTa aktyanusaumus. 4. H30K 3annawa
nekapCTBEHUTE NPOAYKTU HA CTOMHOCT paBHa Ha CTOMHOCTTA, onpeAerneHa no peaa Ha un. 45,
an. 29a n 296 ot 3akoHa 3a 3apaBHoTO ocurypsisaHe /330/. MNpu ueHn Ha nekapcTBeH
NPOAYKT, KOUTO ca No-BUCOKKN OT onpegenexHnte ot H30K, cblumte ce Hamanat oo
HOpMaTMBHO onpeaeneHuTe. /B npunoxmmmTe cnyvawn/. 5. B cnyyan, 4e B cpoka Ha gorosopa
nekapcTteeHusi NpoaykT 6bae nssageH ot MNpunoxenne Ne 2 Ha MNJ1C /nopaam cnvpaHe Ha
Npon3BOACTBO, BHOC MUK Apyra npuynHa/, Bb3anoxutensat Moxe Aa 3asiBsiBa JOCTaBKaTa Ha
ApYr NekapCcTBeH NPOAYKT CbC CbLymsa AHaToMmo-TepaneBTudeH koa /ATC koa/, no ueHn,
onpeaenexHu no pega Ha Hapenb6aTa 3a ycnosudaTta, npaBvnarta u pea 3a perynmpaHe u
perncTpypaHe Ha LueHuTe Ha nekapcTBeHuTe npoayktu, npueta ¢ NMMC Ne 97 ot 19.04.2013 r.
n3am. n gon. AAB. 6p.66 ot 12 Asryct 2025r., unu gorosopexu ot H30K. CbrnacHo un. 116, an.
1, T. 4 ot 30I1 JoroBopbT 3a Bb3naraHe Ha obLiecTBeHaTa nopbyka Moxe Aa 6bae N3aMeHeH,
korato M3nbnHUTENAT OTKaXke Aa M3nbiHABa OroBopa v 4OroBopbT 6bae npekpaTeH no
BMHA Ha M3NbAHUTENSA. Bb3NoXnMTensaT Moxe Aa 3aMeHn U3nbiHUTensa Ha obwecTeeHaTa
nopbYKa C y4acTHUKA, KracmpaH Ha BTOPO MSICTO 3a CbOTBeTHaTa o6ocobeHa no3mums B
npouenypara.

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

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 3aKoHOA4ATEeNCTBO B Ta3n obnacT, npeasuna KoeTo He
€ HeobxoauMo aa ce NOoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBNHOCT 3a fvua C

yBpexXxaaHuA.

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuunte Tpabsa ga umat npaso Aa U3BbpLuBat
TbProBuUs Ha €4p0 C NIEKapCTBEHN NPOAYKTM B CbOTBETCTBME C HOPMUTE Ha 3aKOoH 3a
nekapCTBEHUTE NPOAYKTN B XyMaHHaTa meauuunHa /3JTMXM/. YyacTHiumnte B npoueaypata
cneaBa fa nputexasaT BanuaHo PaspelueHne 3a NpomM3BoACTBO/TbProBusi Ha e4po/BHOC C
nekapCcTBEHW NPOAYKTU, U3gaaeHo no peda n cMucbna Ha un.195 1 un.196 ot 3J1MXM.
Y4acTHUK, KONTO e Yy>KAeCTpaHHO Iopuanyecko nvue, crneisa ga nputexasa aHanormyHm
paspeLlunTeNnHN JOKYMEHTN, CbINacHO 3aKOHOAATENCTBOTO Ha AbpXKaBaTa YNeHkKa, B KOATO e
yCTaHoBeH, cbrn. yn. 60, an.1 ot 30TI1. NMpu cknoyBaHe Ha JOrOBOP C YYXXAECTPaHHO nuue, B
CbOTBETCTBME C U3NCKBaHUATA Ha un. 112, an. 1, T. 4 n nauckeanmata Ha 3J1MXM
onpeaeneHnsT 3a n3NbiHUTEN crneaBa ga 6bvae BnucaH B pernctbpa Ha UAJL, gasaiio my
npaBo Aa U3BbpLUBa TbProB1si Ha €4po C FIeKapCTBEHM NPOAYKTU Ha TepUTopmudaTa Ha
PBbnrapus. 3a yctaHoBABaHe Ha CbOTBETCTBMETO C NOCOYEHOTO U3NCKBAHE yYacTHULNTE
cnepgga fa nocoyat Heobxogumarta nHgpopmaums B pasgen A ,llogHoct®, yact IV: ,Kputepun
3a nogbop" Ha EEJOI. [lokymeHTM 3a foKa3BaHe Ha CbOTBETCTBME C KpUTepumTe 3a noabop,
cbrnacHo 4n. 67, an. 5 n4n. 112 ot 30l — 3aBepeHO OT Y4YacTHUKa Konne Ha BanugHo
YOoctoBepeHue 3a perncTpaumsi 3a Npom3BoaCcTBO/TbProBusi Ha e4po/BHOC C NEKapPCTBEHM
NPOOYKTMU.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: Han-Hucka ueHa, cbrnacHo un. 70, an. 2, 1. 1 ot 30TI1.
Cur sios: ObuwiecTBeHaTa Nopbyka ce Bbanara Bb3 OCHOBa Ha MUKOHOMWYECKM HaN-n3rogHa
odepTa, onpeneneHa CbrnacHo KpUTepUs Han-H1ckaTa obLa CTOMHOCT 3a MPOrHO3HOTO
konunyectBo 6e3 A[C.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/554694
Cainéal cumarsaide ad hoc:
Ainm: LUAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/554694
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Leaganacha malartacha: Ni ceadmhach
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Spriocdhata chun tairiscinti a fhail: 02/03/2026 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: 6 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 04/03/2026 14:00:00 (UTC+02:00) Am Qirthear na hEorpa, Am Samhraidh Lar
na hEorpa

Ait: B cuctemara

Téarmai an chonartha:

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

Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komuncusa 3a 3awmrta Ha KOHKypeHuunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Xan6a cpeluy pelweHneTo 3a oTKkpMBaHe Ha
npouenypa Moxe aa ce nogasa B 10-gHEBEH CPOK, CbrnacHo pasnopeabaTa Ha yn. 197, an.
1, 7.1 ot 30I1

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: CneumanunsnpaHa 6o5H1La 3a aKkTUBHO fiedeHne no geTcku bonectu — npod.
MBan Mutes EA[]
Uimhir chlaruchain: 000662790
Seoladh poist: 6yn. AKAL. MBAH M'ELLOB 11
Baile: rp. Cochus
Caod poist: 1606
Foroinn tire (NUTS): Codous (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Panuua Tynkosa
R-phost: tuykova_r@pediatrichospital.bg
Teil.: +359 28154279
Seoladh idirlin: http://pediatrichospital.bg/
Préifil an cheannaitheora: https://app.eop.bg/buyer/27345
Réil na heagraiochta seo:
Ceannaitheoir

8.1. ORG-0002
Ainm oifigiuil: Komucuns 3a 3awmta Ha KOHKypeHumsTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Codumsa
Cadd poist: 1000
Foroinn tire (NUTS): Cocpus (ctonuua) (BG411)
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Tir: An Bhulgair

Pointe teagmhala: Komncusa 3a 3awmra 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

Eolas faoin bhfégra

Aitheantdir/leagan an fhogra: c92c1626-522b-4a7f-a2d5-df9256a6edff - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhogra: 30/01/2026 16:17:53 (UTC+02:00) Am Oirthear na hEorpa, Am
Samhraidh Lar na hEorpa

Na teangacha ina bhfuil an fégra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 77089-2026

Uimhir eagrain 10 S: 23/2026

Data foilsithe: 03/02/2026
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