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An Bhulgair — Pharmaceutical products —- JOCTABKA HA JIEKAPCTBEHU NMPOAYKTU NO
OBOCOBEHU NO3ULUU

OJ S 94/2026 18/05/2026

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: panova_s@pediatrichospital.bg
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. N6s imeachta

2.1. Nos imeachta
Teideal: JOCTABKA HA NEKAPCTBEHW MPOOYKTU MO OBOCOBEHW MO3NLINN
Cur sios: NopbukaTta e ¢ npeameT JlocTaBka Ha nekapCTBeHU NPOoAyKTU No o6ocobeHn
no3nuun”, KOUTO ca Kakto cnensa: O6ocobeHa no3mums Ne1 [loctaBka Ha NekapCcTBeH
npoaykT: Immunoglobulins, normal human, for intravascular adm., solution for infusion 100 mg
/ml =100 ml - 150 6p. O6ocobeHa no3unumnsa Ne2 [loctaBka Ha NeKapCTBEH NPOAYKT:
Immunoglobulins, normal human, for intravascular adm., solution for infusion 100 mg/ml — 10
ml - 50 6p. O6ocobeHa no3mums Ne3 Belimumab, Powder for concentrate for solution for
infusion 400 mg - 13 6p. 3a gocTaBKM Ha fekapCTBEHMS NPOAYKT Bb3noxunTenaT e n3nonssa
cpeactea oT H3OK, cbrnacHo 3anoBep 3a ogobpsiBaHe 3ansawaHeTo Ha ycrnyri no yn. 7 ot
HAPE[OBA Ne 2 ot 27 mapT 2019 r. 3a MeanUMHCKATE 1 Apyru ycnyru no yn. 82, an. 1awmn 3 ot
3akoHa 3a 34paBeTo 1 3a pefa U ycrnosusaTa 3a TAXHOTO ogobpsiBaHe, NON3BaHe u
3annawjaHe, n3gageHa 3a KOHKpeTeH nauueHT. [NnawaHeTo 3a nekapCTBEHUTE NPOAYKTH,
3akynyBaHu no HAPEBA Ne 2 ot 27 mapT 2019 r. we ce nssbpLuBa no 6aHKOB NbT B CPOK OT
5 (neT) kaneHgapHW OHK, cnedBalum gaTaTa Ha nonyyvaBaHe Ha cpeacTteata ot H30K,
cbrnacHo 3anoBeq 3a ogobpsiBaHe 3annawaHeTo Ha ycnyrm no un. 7 ot HAPELBA Ne 2 ot 27
mMapT 2019 r.3a meguumHCKATE 1 apyru ycnyrn no yn. 82, an. 1a u 3 ot 3akoHa 3a 34paBeTo 1
3a pefa v ycrnosusTa 3a TAXHOTO ogobpsiBaHe, Non3BaHe v 3annalladHe, n3gageHa 3a
KOHKpeTeH nauueHT. B cnyyain, ye goctaBkata HAMa aa ce 3annawa ot H30K, cpokbT 3a
nnawaHe e 0o 60 kaneHaapHW OHW OT AataTta Ha gocTtaBkata. CbrnacHo pasnopenbara Ha
yn. 21, an. 6 ot 30[1, Bb3noxutendar uma npaeo Aa Bb3nara o6ocobeHu no3vumm no peaa,
BanuAeH 3a nHamBmayanHaTa CTOMHOCT Ha BCsKa OT TAX, NPW yCNOBUE Ye CTOMHOCTTa Ha
cboTBeTHaTa ob6ocobeHa no3numnsa He HagxBbpns 79 998,77 espo 6e3 [A1C 3a gocTaBku u
ycnyru, n obuiata nporHo3Ha CTOMHOCT Ha 060Co6eHNTE NO3NLUN, BBH3NOXEHN MO TO3U HAYUH,
He HagxBbpns 20 Ha cTo oT obLwiaTta NPOrHo3Ha CTOMHOCT Ha nopbykaTta. 3a o6ocobeHa
nosuumsa Ne3 ca nsnbnHeHu u geeTe ycnosus. MNporHo3HaTa CTOMHOCT Ha o6ocobeHa no3nuns
Ne3 e B pasmep Ha 5 531,50 eBpo 6e3 [1[1C n npencraBnasa 6,22 % oT obujata NporHo3Ha
CTOMHOCT Ha nopbykaTa. Ob6ocobeHa nosmumsa Ne3, 6uaerikn no-manka ot 25 564,59 eBpo 6e3
O0C, nonaga B npunoxHoTo none Ha yn. 20 an. 4, 1. 3 ot 30I1. C ornea n3noXxeHoTo 1 Ha
ocHoBaHue un. 21, an. 6 ot 30l o6ocobeHa no3uums Ne3 ce Bb3nara no pega Ha un.20, an.
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4, 1.3 o1 30I1 - ypes ANpeKTHO Bb3MNaraHe. B nanbnHeHne Ha un. 21, an. 6 ot 30T
ocTaTbyHaTa CTOMHOCT, B pa3mep Ha 83 402.92 espo 6e3 [J[1C, ce aABsiBa NpOrHO3Ha CTOMHOCT
Ha nopbykaTa 3a ocTaHanute obocobeHn No3munn 1 ce Bb3nara no pega Ha un. 18, an. 1, 1. 1
ot 30l — oTkpuTa Npoueaypa.

Aitheantdir an nois imeachta: 62ec28c8-0b3b-4481-a924-aa88b8246164

Aitheantoir inmheanach: 583335

An cineal néis imeachta: Oscailte

Ta an nés imeachta a bhrostu: nil

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

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

2.1.3. Luach
Luach measta gan CBL a aireamh: 83 402,92 EUR

2.1.4. Eolas ginearalta
Eolas breise: Bb3noxutensr we oTcTpaHsBa OT yyacTue: - yHacTHUMK 3a KOroTo ca Hanvue
ocHoBaHuaTa no Yn. 54 nun. 55, an. 1, 1. 1 1 1.4 ot 30I1; - cbrnacHo 4yn. 107 ot 30I1,
YYaCTHUK, KONTO HE OTroBapsi Ha MOCTaBEHUTE KpUTepuUn 3a Nog00P UNN HE N3NMBIHW APYro
yCrnoBu1e, NOCOYEHO B 006ABEHMETO 3a 00l ecTBEHa NOpbYKa UK B JOKYMEHTALMATA;
YYaCTHUK, KONTO € NpeAcTaBun odepTta, KOATO He OTroBaps Ha: NpeaBapuTenHo obsaBeHuTe
YCNOBMS 3a U3NbJIHEHWE HA NOopbYKaTa UK Npasuna 1 N3NCKBaHWs, CBbpP3aHu C onasBaHe Ha
OKOfHaTa cpeaa, CouManHoTo 1 TPYLOBOTO NPaBo, NPUOXMMU KONEKTUBHU CNOPas3yMeHns u
/vnnun pasnopendv Ha MeXayHapo4HOTO €KOSTOrMYHO, CoLUManHo U TPyAOBO NpaBo, KOUTO ca
n3bpoenun B npunoxexHme Ne 10 kbm 30Tl1; y4acTHUK, KOUTO HE e NpeAcTaBun B CPOK
obocHoBkaTa no un. 72, an. 1 ot 3001 unun ynaTo oepTa He e npueTa CbrnacHo yn. 72, an. 3
— 5 ot 30I[T; yyacTHUUM, KOUTO Ca CBBbP3aHM N1La; Y4acTHUK, nofan 3a yyactue odepTta,
KOSAATO HE OTroBaps Ha yCrnoBusaTa 3a nNpeacTaBsiHe, BKIOYUTENHO 3a hopma, HaumH, CPOK U
BanuAHOCT; nNuue, KoeTo e HapyLwuno 3abpara no 4n. 101, an. 9 unum 10 ot 30T1; - yyacTHUK,
KOWTO He e NpedocTaBus Kro4ya Cu 3a AeKpunTupaHe B onpeaeneHnTe CpokoBe ce
OoTCTpaHsiBa Ha ocHoBaHue yn. 107, 1. 5 ot 30IT; - yyacTHuKK, 3a KOroTo ca Hanuue
obcrtoarencTeaTa no yn. 3, 7. 8 oT 3aKoH 3a UKOHOMMUYECKUTE U (PUHAHCOBUTE OTHOLLEHUSA C
ApyxecTtBarta, peructTpupaHu B HOPUCAMKUUKN C npedepeHumnanel JaHbyYeH pexmum,
KOHTPONUpaHuTe OT TAX Nnua U TEXHUTE AEUCTBUTENHN COBCTBEHNLN
[BNOOOPKOMAPKTITAOC/, ocBeH ako He ca Hanuue ycrnosusita no Yn. 4 oT Cbluus; -
YyYaCTHWUK, 3a KOroTo ca Hanuue obctoarenctaa no 4n. 113 oT 3akoHa 3a cMeTHaTa nanara,; -
YYaCTHUK, KONTO MMa BpeMeHHa 3abpaHa 3a yyacTue B 00LWeCTBEHM MOPBYKN CbIMACcHO ynl.
83a, an. 5, 1. 1 o1 3akoHa 3a agMUHUCTPATUBHUTE HAPYLUEHUSA N HAKa3aHWs; - y4acTHUK, 3a
KOroTo ca Hanuue obcroaTtencTea no yn. 5k, naparpad 1 ot PernameHT (EC) Ne 833/2014 .
Ha CbBeTa OTHOCHO OrpaHNYUTENHUTE MEPKU C Ornea Ha AencteuaTa Ha Pycus,
aectabunusnpalym NnonoXeHNeTo B YkpanHa. Bb3noxumTenaT npekpaTtsiBa npoueaypara Ha
OoCHOBaHusTa, nocoveHu B 4. 110, an. 1 ot 30[M1. Bb3noxuTenat Moxe a npekpatu
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npouenyparta Ha ocHoBaHue 4n. 110, an. 2 ot 30l1. Y4yacTHUKbLT, onpeaeneH 3a U3nbiHuTen,
npeacTaBs rapaHums 3a U3nbfIHEHWEe Npu NnognuceaHe Ha gorosopa B pa3mep Ha 1 (eavH) %
OT CTOMHOCTTa My. 1.2. dopmarta Ha rapaHumsita e no n3bop Ha ydacTHMKA: * NapuyHa cyma —
nnatuma no 6aHkoBa cmeTka: baHka: OBEAMHEHA BEbJTTAPCKA BAHKA 6aHkoBa cmeTka:
IBAN BG92UBBS80021009737950 6aHkoB koa: BIC UBBSBGSF « 6aHkoBa rapaHums —
cbllaTa cnefBa fa € aBm3mpaHa ot 6bnrapcka 6aHka, ako € nsgageHa oT YyKaecTpaHHa
GaHKa. * 3acTpaxoBka, KOsiTo 6€3yCroBHO U HEOTMEHMMO obe3neyvaBa N3MbITHEHNETO Ype3
NOKPUTME Ha OTFTOBOPHOCTTA Ha M3NbAHUTENSA. Bb3noXnuTensaT He AbiKu NIMXBY 3a nepuoaa,
npes3 KOWTO cpeacTBaTta Nno rapaHumsaTa 3akoHHO ca npectoanu npu Hero. OdepupaHnTe LeHn
3a OnNakoBKa Ha NeKkapCTBEHUTE NPOAYKTU HE crneaBa Aa HagBuwaBaT HOPMaTUBHO
onpegeneHaTta ueHa no un. 261a ot 3J1MXM. Bb3noxutenar nanckea npegcraBsHe B 5-
AHEeBEH CPOK Ha 060CHOBKa 3a HavMHa Ha obpasyBaHe Ha LeHOBOTO NpeasioXKeHne, Korato To
e ¢ noseye o1 20 Ha cTo No-6GnaronpusTHO OT: 1. cpeaHaTa CTOMHOCT Ha NPeAnoXeHuaTa Ha
OoCTaHanuTe y4yacTHMUM MO CbLUMS NoKa3aTer 3a OLeHKa — Npu OLEHsIBaHe Ha TPU Unu noee4ye
odepTn no gageHa obocobeHa no3nums; 2. obsiBeHaTa NPOrHo3Ha CTOMHOCT - NPU OLEHsIBaHe
Ha egHa uny ase oeptn No gageHa obocobeHa nosnumsa. KommncusaTta pasrnexga u oueHssa
npeacraBeHMTe 000CHOBKM cbrnacHo un. 72 ot 30T01. MnawaHeTo 3a nekapcTBeHUTe
npoayktu 3akynysaHu no HAPEOBA Ne 2 ot 27 mapTt 2019 r. we ce nssbpLuBa no 6aHKOB NbT
B CPOK OT 5 (neT) kanengapHu aHu, cnegpalym gataTta Ha nonyvyaBaHe Ha cpegcreaTa oT
H3OK, cbrnacHo 3anoBen 3a ogobpsiBaHe 3annawaHeTo Ha ycnyrv no un. 7 ot HAPEOBA Ne
2 ot 27 mapt 2019 r. 3a MeguUMHCKUTE 1 apyru ycnyrn no yn. 82, an. 1a n 3 ot 3akoHa 3a
3[paBeTo 1 3a peda M ycrioBusiTa 3a TAXHOTO ogobpsiBaHe, Non3BaHe 1 3annatllaHe,
n3gageHa Ha KOHKpeTHO AeTe. BbanoxuTenat He ce 3aabimkaBa Aa 3asiBU U 3aKynu UsanoTo
NPOrHO3HO KONMYEeCTBO MO AOroBOpa, 3a Cpoka Ha HeroBoTo aencrene. OdepTmTe ce oTBapAT,
oueHsaBaT K pasrnexgaTt no pega Ha yn. 104, an. 2 ot 30I1 upes EnektpoHHaTa nnatdopma,
KaTo OueHKaTa Ha TEXHUYECKUTE N LEeHOBUTE NPEaSIOKEHNS Ha y4aCcTHULUMTE Ce N3BBbPLUBA
npeav pasrnexgaHe Ha JOKYMEHTUTE 3a CbOTBETCTBUE C KpUTepuuTe 3a nogoop.
Bb3noxutensaTt He npunara ogobpeHuTe ctaHaapTU3NpaHn NPOEKT Ha AOroOBOPY UNn
CTaHOapTU3MpaHuM Knayam Ha JOroBOpU, KaTo MOTUBUTE ca, Ye HaMa ogobpeH obpasel Ha
AOroBOp 3a AOCTaBKa Ha fiekapCTBEHU NPOoAYKTU, a pa3paboTeHnTe oroBopu nnm
CTaHOapTU3MpaHM Knayam Ha JOroBOPU HE OTrOBapsIT HA eCTECTBOTO Ha NopbYyKaTa.

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: 2
Téarmai an chonartha:
Lion uasta na luchtég ar féidir conarthai a dhamhachtain ina leith ar aon tairgeoir amhain: 2

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Fégra
Rannphairtiocht in eagraiocht choiritil: Y4acTHUKBT € oCbAeH € BnA3na B cuna npucbia 3a
npectbnieHne no 4n. 321 unu un. 321a ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30MN)
UNK 3a aHanorM4yHO NpecTbNfIeHEe B Apyra AbpKaBa YneHka unu Tpeta ctpaHa (4n. 54, an. 1,
T. 2 o1 300N)
Eillii: Y4acTHVUKBT € ocb/eH C Bnsiana B cuna npucbaa 3a npectbnnenHune no yn. 301-307 ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo nNpecTbnieHne B gpyra
AbpXaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)
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Calaois: YyacTHUKBT € OCbAeH C BNsi3na B cuia npucbaa 3a npectbhnexdune no yn. 209-213
oT HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[l1) nnn 3a aHanNoOrM4HO NPeCTbNNEHNE B
Apyra abpxasa ureHka unv tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I1)

Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
Y4acTHUKBT € OCbAeH C BNgA3na B curna npucbaa 3a npecrbnnenune no un. 114a - 114t ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo NpecTbNieHne B gpyra
ObpXXaBa YrneHka unm Tpeta ctpaHa

Sciuradh airgid né maoiniu na sceimhlitheoireachta: Y4acTHUKbT € oCbeH C Bnsi3na B cuna
npucbaa 3a npecrbnneHue no yn. 253-260 ot HakaszatenHusa kogekc (4n. 54, an. 1, 1. 1 oT
30T1) nnu 3a aHanorMyHoO NpecTbNNeHne B Apyra AbpXXaBa YreHka unm tTpeta ctpaHa (4n. 54,
an. 1, 1.2 ot 300N)

Fostu paisti agus cinealacha eile gainneala ar dhaoine: Y4acTHUKbT € OCbEeH C BNA3na B
cuna npucbaa 3a npectbnneHve no yn. 159a-159r ot HakasatenHua kogekc (4n. 54, an. 1, 1.
1 ot 30I1) unu 3a aHanOrM4yHO NPecTbNIEHME B ApYyra AbpKaBa YfeHKa Unn Tpeta cTpaHa
(un. 54, an. 1, 1. 2 o1t 30IN)

Saru oibleagaide a bhaineann le canacha a ioc: Y4aCTHUKLT MMa 3a4bIPKeHUs 3a AaHblLmM MO
cMucbna Ha un. 162, an. 2, 1. 1 ot JaHbYHO-OCUTypUTESTHUS NpoLecyaneH KOAEeKC N NIXBUTE
no TAX KbM Obp)KaBaTa unv kbM obLumHaTa no ceganuvileTo Ha Bb3NOXUTENSA U Ha ydacTHUKA,
UM aHanornM4yHu 3agbimKeHNs CbracHO 3aKOHOAATENCTBOTO Ha AbpXXasaTa, B KOATO
YYaCTHUKBT € YCTAaHOBEH, JOKa3aHW C BIsi3bJS1 B CUSa akT Ha KOMMNETEHTEH opraH (4n. 54, an.
1, 7. 3 o1 300N)

Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: Y4acTHUKbT nma
3a4bIMKEeHUN 3a 3a0bIDKUTENHN OCUTYPUTENHN BHOCKM NO CMUCHSIA Ha un. 162, an. 2, 1. 1 ot
[aHbYyHO-OCUMTypUTENHUA NpoLecyarneH KogeKke U NMMXBUTE No TAX KbM ObpXXaBaTa Unvm KbM
obLnHaTa no cefanueTo Ha Bb3NOXUTENS U Ha YYaCTHUKA, UM aHANOTMYHWN 3a4bimKEHNS
CbrnacHO 3aKOHOAATENICTBOTO Ha AbpKaBaTta, B KOATO Y4ACTHUKBLT € YCTaHOBEH, A0Ka3aHu C
BNA3bI B CUITA@ aKT HA KOMNETeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I1)

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

Saru oibleagaidi i réimsi an dli shoisialta: Y4acTHUKBT € OCbAeH C Bnisi3ana B cuna npucbaa 3a
npecTbnieHne no 4n. 172 unu un. 192a ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 300M)
U1 3a aHanorn4yHo NpecTbnieHne B Apyra gbpXaBa YfeHka unuv Tpeta ctpaHa (un. 54, an. 1,
T. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: Y4acTHUKBLT € n3BbpLUMN HapyLweHue no yn. 118, 128,
245 n 301-305 ot Kogekca Ha Tpyda, yCTaHOBEHO C BIISI3f0 B CUa HakasaTenHo
NOCTaHOBIIEHME UM CbOEOHO peLleHne, UM aHanorm4YHM HapyLeHNs, yCTaHOBEHW C aKT Ha
KOMMNEeTEeHTEH OpraH, CbriacHO 3aKOHOAATENCTBOTO Ha AbpXKaBaTa, B KOSATO YYaCTHUKBLT €
yCTaHOBEH (4n. 54, an. 1, 1. 6 ot 30I)

Rannphairtiocht dhireach né indireach in ullmhud an nés imeachta solathair seo: Hanuue e
HepaBHOMOCTABEHOCT B criydauTe 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)

Mifhaisnéis, faisnéis a coinniodh siar, gan bheith in ann doiciméid riachtanacha a sholathar n6é
faisnéis runda a fuarthas maidir leis an nés imeachta seo: 3a yyacTHuKa e yCTaHOBEHO, Ye: - e
npeacrtaBun AOKYMEHT C HEBSIPHO CbhAbpXKaHWe, C KOMTO ce AoKa3Ba AeKrnapupaHaTta nunca
Ha OCHOBaHWSA 3a OTCTPaHsABaHe UNKN OeKNapupaHoTO U3MbIIHEHNE Ha KpuTepumTe 3a noabop
(un. 54, an. 1, 7. 5 ot 30I); - He e NpegocTaBuUI U3NCKBaLLa ce MHopMauns, CBbp3aHa C
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yOoCTOBEpsiIBAHE nurncaTta Ha OCHOBaHUSA 3a OTCTPaHsBaHE UM U3MbIHEHNETO Ha KpUTepumTe
3a nogbop (un. 54, an. 1, 1. 5 ot 300N)

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiunta amhain: 3a yyacTHuka e Hanuue
HSIKOE OT crieaHnTe 06CTOATENCTBA: OCBbAEH € C Brisidna B cuna npucbaa 3a NpecTbhieHns no
yn. un. 114a - 11471, 194 — 208, un. 213a — 217, un. 219 — 252 nun. 254a — 255a n un. 256 -
260 HK (un. 54, an. 1, 7. 1 ot 30T01); n3BbpLIKNN € HapyLeHus no Yn.61, an.1, un.62, an.1 nnu
3, 4n.63, an.1 vnu 2, un.228, an.3 ot Kogekca Ha Tpyaa v no 4n.13, an.1 ot 3akoHa 3a
TpygoBaTa Mmurpaumsi u TpygosaTta MOOMMHOCT, YCTAHOBEHW C BIISI3MIO B CUa HakasaTenHo
nocTaHoBreHne nnn cbaebHo pewenne (Yn.54, an.1, 1.6 ot 30I1); obcTosTencTso no un. 3, T.
8 oT 3akoHa 3a MKOHOMUYECKUTE N (PMHAHCOBUTE OTHOLLEHMS C ApYXXecTBaTa, pErmcTpupaHu B
tOpUCANKLNKN C NpedepeHumaneH JaHbYeH PeXnM, KOHTPONMpPaHUTE OT TAX NUUa U TeXHUTE
nencTBuTenHn coberteeHnuu; obetosatencrea no yun. 113 ot 3akoHa 3a CmeTHaTa nanaTta; ¢
HanoxeHa caHkumsa no yn. 83a, an. 5, 1. 1 ot 3AHH — BpemeHHa 3abpaHa 3a yyactme B
npouenypv 3a BbanaraHe Ha 0bLLEeCTBEHN NOPBYKM

Féimheacht: YyacTHuKbT € 069BEH B HECbCTOATENHOCT N0 CMUCHA Ha TbProBCKNSA 3aKOH
(4n. 55, an. 1, 1. 1 ot 30IN)

Décmhainneacht: YyacTHUKBT € B Npon3BOACTBO NO HECHLCTOATENHOCT (4. 55, an. 1, 7. 1 oT
30MM)

Socru le creiditnaithe: Y4acTHUKBT € CKounn n3BbHCBHAEOHO cnopasymMeHne ¢ kpegutopute
Cx No cmucbna Ha yn. 740 oT TwproBckus 3akoH (4n. 55, an. 1, 1. 1 ot 30I0M)

Cas coslil le féimheacht faoin dli naisiunta: CbrnacHo 3akoHo4aTeNCTBOTO Ha AbpXXaBaTa, B
KOSAITO € YCTaHOBEHO, Yy>XAECTPaHHO N1Le ce Hamupa B NonoXeHne, NogobHo Ha: 06sBEH B
HECBbCTOSATENHOCT; B NPOM3BOACTBO MO HECHCTOATENHOCT; B NpoLueaypa No NMKBUAALNS;
CKIMOYEHO M3BBHCBHAEOHO CnopasyMeHne ¢ KpeautopuTe; npeycTaHoBeHa AeNHOCT (4n. 55,
an. 1, 1.1 01 300N)

Socmhainni ata a riaradh ag leachtaitheoir: YyacTHukbT e B npouenypa no nukeugauus no
cMucbna Ha Tbproeckuna 3akoH (4n. 55, an. 1, 1. 1 ot 300M)

Cuirtear ar fionrai gniomhaiochtai gné: Y4acTHukbT € npeyctaHoBun genHocTTa cum (4n. 55,
an. 1, 1.1 01 30I0N)

Foirceannadh luath, damaisti n6 smachtbhannai inchomparaide eile: 3a y4actHuka e
AoKasaHo, Ye € BUHOBEH 3a HEU3MbIIHEHNE Ha OOroBOp 3a obLIecTBeHa nopbyka Unm Ha
AOroBOp 3a KOHLIeCUs 3a CTPOMTENCTBO UMK 3a ycryra, 4OBENO 4O pa3BansHe unm
NPeAcPOYHOTO MYy NpekpaTaBaHe, n3nnailiaHe Ha obeseTenHns unm apyrm NnogoodHM caHKuum,
C U3KIOYEHME Ha CrnyyYaunTe, KoraTto HeU3nbiIHEHNETO 3acsara no-masnko oT 50 Ha cTo oT
CTOMHOCTTa unun obema Ha gorosopa (4n. 55, an. 1, 1. 4 ot 300M)

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: [JoctaBka Ha nekapcTBeH npoaykT: Immunoglobulins, normal human, for intravascular
adm., solution for infusion 100 mg/ml — 100 ml
Cur sios: [loctaBka Ha nekapctseH npoaykt: Immunoglobulins, normal human, for
intravascular adm., solution for infusion 100 mg/ml — 100 ml AHaTomMO-TepaneBTMUYEH KOA
/ATC-koa/ JO6BAO2 NMporHosHo knundectso 150 fl
Aitheantdéir inmheanach: 583445

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
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Cur sios ar na roghanna: B cnyyan, 4e npu n3tnyaHe cpoka Ha 4oroBopa He e nsyepnaHa
CTOMHOCTTa My M NpW NUnca Ha HOB LOroBOP CbC CbLUMA NPeaMET, TO CbLUMAT MOXe Aa 6bae
yObIMKEH A0 M3pa3xo[BaHe Ha npeasuaeHaTta B HEro cyma, Ho C He noBeye OT 6 (LecT)
MeceLa.

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

5.1.3. Fad measta
Fad ama: 12 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 80 712,50 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: ObLecTBeHaTa NopbYka € 3a AOCTaBKa Ha fiekapCTBEHM NPOAYKTU U ce obsaBsaBa
BCSIKa roguHa.
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: Bb3noxutensart npegsmxaa crnegHuTe Bb3MOXHOCTU 3a U3MEHEHME Ha JOroBopa
cbrnacHo 4n.116, an.1, 1.1: 1. B cnyyan, Ye npu n3TM4aHe cpoka Ha JOroBopa He e
n3yepnaHa CTOMHOCTTa My M MpK NiMnca Ha HOB LOroBOpP CbC CbLUMSA NPeaMeT, TO CbLUUAT
MOXe Aa 6bae yabIbkeH 40 n3pasxo[BaHe Ha npefBuaeHaTa B Hero cyma, Ho C He noBeye oT
6 (wect)meceua. 2. OdeprpaHaTa LeHa 3a OnakoBKa Ha fekapCTBEHMSA NPOAYKT € ouKcupaHa
N He Noasexn Ha NpoMsiHa 3a Cpoka Ha AencTBMe Ha gorosopa. o nsknwoveHme
AOroBopeHara LieHa MoXe [ja ce M3MeHs BbB Bpb3ka C NnpoMeHn B HapenbaTa 3a ycnosuara,
npasunaTa u pefa 3a perynupaHe u peructpypaHe Ha LLeHUTE Ha NekapCTBEHUTE NPOOYKTH,
npueta ¢ NMMC Ne 97 ot 19.04.2013 r., nam. n gon. [B. 6p.66 ot 12 Asryct 2025r., npaBeLim
HEBBb3MOXXHO U3NbIHEHNETO Ha JOroBopa Npu goroBopeHuTe ycnosus. 3. B cnyyan, ye B
CpoKa Ha [oroBopa AbpXXaBHO perynupaHaTa LeHa Ha nekapcTBeHUst NPOAYKT CTaHe No-Hucka
OT JoroBopeHaTa, M3nbnHUTENAT e AbXeH CBOEBPEMEHHO [a NPOMEHU LieHaTa, Ha KOSITO
[OCTaBs NnekapCTBEHMSA NPOAYKT, B CbOTBETCTBUE C ONpeaeneHnTe HOBU LIEHN, CYNTAHO OT
AaTaTa Ha npomsiHaTa. B cnyyan, 4ye He yBegoMu Bb3noxuTenst nMCMeHo B 5—QHEBEH CpPOoK 3a
npoMsaHaTa u He NPOMEHU LeHaTa, Bb3noxuTenar we 3annaila nekapctBeHus NpoaykT no
npomMeHeHaTa LeHa, CYMTaHO OT AaTaTa Ha cboTBeTHaTa aktyanusauus. 4. H30K 3annawa
nekapcTBeHWUTe NPOAYKTU Ha CTOMHOCT paBHa Ha CTOMHOCTTA, onpeereHa no peaa Ha un. 45,
an. 29a n 296 ot 3akoHa 3a 3gpasHoTo ocurypsisaHe /330/. Npu ueHn Ha nekapcTBeH
NPOAYKT, KOUTO ca No-BUCokM oT onpeaenexHute oT H3OK, cbwunte ce Hamanat go
HOpPMaTMBHO onpegeneHnTe. /B npunoxunmure cnyyaun/. 5. B cnyyan, 4ye B cpoka Ha Jorosopa
nekapcTBeHus NpoaykT 6bae nssageH ot MNpunoxenne Ne 2 Ha MNJ1C /nopagm cnvupaHe Ha
NPON3BOACTBO, BHOC MUK Apyra npuynHa/, Bb3noxutenar Moxe Aa 3asiBsiBa JOoCTaBkaTa Ha
ApYr NekapCcTBeH NPOAYKT CbC CbLymsa AHaToMo-TepaneBTudeH kog /ATC koa/, no ueHn,
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onpegenexHu no pega Ha HapenbaTta 3a ycnosusita, npaBunaTa 1 pega 3a perynmpaHe u
perncTpypaHe Ha LueHuUTe Ha nekapcTBeHuTe npoayktu, npueta ¢ NMMC Ne 97 ot 19.04.2013 r.
n3am. n gon. AB. 6p.66 ot 12 Asryct 2025r., unu gorosopexun ot H30K. CbrnacHo un. 116, an.
1, T. 4 ot 30I1 JoroBopbT 3a Bb3naraHe Ha obLiecTBeHaTa nopbyka Moxe Aa 6bae N3MeHeH,
koraTto MI3nbnHUTENAT OTKaxe Aa U3NbfHABa OroBopa Unv JOroBopbT 6bae npekpaTeH no
BMHA Ha U3NbITHUTENSA. Bb3noXuTenaT Moxe Aa 3aMeHn n3nbiiHuTensa Ha obwectseHaTta
nopbyKa C yyacTHMKa, KracupaH Ha BTOPO MSACTO 3a CboTBeTHaTa 06ocobeHa nosmumns B
npouenypara.

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: JlekapctBeHUTe 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 M3MCKBaHUATa Ha eBPOMNENCKOTO 3aKOHOAATENCTBO B Ta3n obnacT, npeasuna KoeTo He
€ HeobXxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 32 AOCTBLMHOCT 3a Nuua ¢
yBpexaaHus.

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte TpsibBa Aa umat npaso Aa M3BbpLuBaT
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU B CbOTBETCTBUE C HOPMUTE Ha 3aKOoH 3a
nekapcTBeHUTe NPOoAyKTN B XymMaHHaTa meauuuHa /3JTTXM/. YyacTHiumnTe B npoueaypata
cnepBa fa npuTtexasaT BanvaHo PaspelueHne 3a NpoM3BOACTBO/TbProBus Ha eqpo/BHOC C
nekapcTBeHW NPoAyKTU, n3gageHo no peda n cMmucbra Ha un.195 1 un.196 ot 3M1MXM.
Y4YacTHUK, KONTO € Yy>KAEeCTPaHHO IopuaMYecko nvue, cneasa aa nputexxasa aHanormyHm
paspeLnTenHn AOKYMEHTHU, CbINacHO 3aKOHOAATENCTBOTO Ha AbpKaBaTta USieHKa, B KOSTO €
yCTaHoBeH, cbrn. yn. 60, an.1 ot 30Tl1. Npu cknyYBaHe Ha JOrOBOP C YYXXAECTPaHHO nuue, B
CbOTBETCTBME C U3nNckBaHuaTa Ha un. 112, an. 1, 1. 4 n nsmucksaHuata Ha 3J1MXM
onpeaeneHnsT 3a U3NbiHUTEN crieasa ga 6bae BnucaH B peructbpa Ha UAJL, gasaiio my
npaBeo [a U3BbpLLBA TbProBus Ha e4po C NeKapCTBEHM NPOAYKTU Ha TEpUTOpUSTa Ha
PBbbnrapus. 3a yctaHoBABaHE Ha CbOTBETCTBMETO C MOCOYEHOTO U3NCKBAHE yYaCTHULMTE
cnenpa ga nocoyat Heobxoaumarta nHdpopmaums B pasgen A ,loaHocT®, yact IV: ,Kputepun
3a nogbop" Ha EE[ONN. lokymeHTM 3a AoKa3BaHe Ha CbOTBETCTBME C KpUTepunTe 3a noabop,
cbrnacHo un. 67, an. 5nun. 112 ot 30l — 3aBepeHo OT Y4acTHUKa Konue Ha BanuaHo
YOocToBepeHue 3a pernctpawmsi 3a Nnpon3BoaCcTBO/TbProBnsa Ha e4po/BHOC C NeKapCTBEHM
NPOAYKTMW.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: Han-Hucka ueHa, cbrnacHo un. 70, an. 2, 1. 1 ot 30I1.
Cur sios: ObuwiecTBeHaTa NopbYka ce Bb3nara Bb3 OCHOBA Ha MKOHOMWYECKN Han-M3rogHa
ogepTa, onpefeneHa CbrnacHo KpUTepus ,Han-Hucka teHa“ Ha Obuwiata CTOMHOCT 3a
NPOrHo3HoTo konudectso 6e3 [1C 3a o6ocobeHaTa nosnuums.

5.1.11. Doiciméid solathair
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Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://app.eop.bg/today/583335
Cainéal cumarsaide ad hoc:

Ainm: LAWC EOINT

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/583335
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Catalog leictreonach: Ni ceadmhach
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 15/06/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 16/06/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha KOHKypeHUunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XKan6a cpeluy pelieHneTo 3a oTKpMBaHe Ha
npouenypa Moxe ga ce nogasa B 10-gHeBEH CpOK, CbrnacHo pasnopegbarta Ha un. 197, an.
1, T. 1 o1 30I1
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awimTta Ha KOHKypeHunsita

5.1. Luchtég: LOT-0002
Teideal: [JoctaBka Ha nekapcTBeH npoaykTt: Immunoglobulins, normal human, for intravascular
adm., solution for infusion 100 mg/ml — 10 ml
Cur sios: [loctaBka Ha nekapcteeH npodykT: Immunoglobulins, normal human, for
intravascular adm., solution for infusion 100 mg/ml — 10 ml AHaTomo-TepaneBTuyeH kog /ATC-
koa/ JO6BAO2 MporHo3Ho knnyectso 50 fl
Aitheantdéir inmheanach: 583465

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33652000 Antineoplastic and immunomodulating agents
Roghanna:
Cur sios ar na roghanna: B cnyyan, 4e npu nstnyaHe cpoka Ha AoroBopa He e nsyepnaHa
CTOMHOCTTa MY M NpW Nnnca Ha HOB JOrOBOP CbC CbLUUA NpeaMeT, TO CbLUMAT MOXe Aa 6bae
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YABIDKEH O0 n3pa3xogBaHe Ha npeasunaeHara B Hero Cyma, Ho C He noBse4ve oT 6 (LLIeCT)
meceua.

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

5.1.3. Fad measta
Fad ama: 12 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 2 690,42 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: ObLiecTBeHaTa NopbYka € 3a AOCTaBKa Ha fiekapCTBEHM NPOAYKTU U ce obsaBsaBa
BCSIKa roguHa.
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: Bb3noxutensart npegsmxaa crnegHuTe Bb3MOXHOCTU 3a U3MEHEHME Ha JOroBopa
cbrnacHo 4n.116, an.1, 1.1: 1. B cnyyan, Ye npu n3Tu4aHe cpoka Ha JOroBopa He e
n3yepnaHa CTOMHOCTTa My M MpK NiMnca Ha HOB LOroBOpP CbC CbLUMSA NPeaMeT, TO CbLUUAT
MOXe Aa 6bae yabIbkeH A0 n3pasxo[BaHe Ha npefBuaeHaTa B Hero cyma, Ho C He noBeye oT
6 (wect)meceua. 2. OdheprpaHaTa LeHa 3a OnakoBKa Ha fekapCTBEHMSA NPOAYKT € ouKcupaHa
N He Noasexn Ha NpoMsiHa 3a Cpoka Ha AencTBMe Ha gorosopa. o nsknwoveHve
AOroBopeHara LieHa MoXe [ja ce M3MeHs BbB Bpb3ka C NnpoMeHn B HapenbaTa 3a ycnosuara,
npasunaTa u pefa 3a perynupaHe u peructpypaHe Ha LLeHUTE Ha NekapCTBEHUTE NPOOYKTH,
npueta ¢ NMMC Ne 97 ot 19.04.2013 r., nam. n gon. [B. 6p.66 ot 12 Asryct 2025r., npaBeLiym
HEBB3MOXXHO U3NbIHEHNETO Ha JOroBopa Npwu goroBopeHuTe ycnosus. 3. B cnyyan, ye B
CpoKa Ha A4oroBopa AbpXXaBHO perynupaHaTa LeHa Ha fekapcTBeHUst NPOAYKT CTaHe No-Hucka
OT JoroBopeHaTa, M3nbnHUTENAT e AbXeH CBOEBPEMEHHO a NPOMEHN LieHaTa, Ha KOSITO
[OCTaBs NnekapCTBEHMSA NPOAYKT, B CbOTBETCTBUE C ONpeaeneHnTe HOBU LIEHN, CYNTAHO OT
AaTaTa Ha npomsiHaTa. B cnyyan, 4ye He yBegomu Bb3noxuTenst niMCMeHo B 5—QHEBEH CpOoK 3a
npoMsaHaTa u He NPOMEHU LeHaTa, Bb3noxuTenar we 3annaila nekapctBeHus NpoaykT no
npomMeHeHaTa LeHa, CYMTaHO OT AaTaTta Ha cboTBeTHaTa aktyanusauus. 4. H30K 3annawa
nekapcTBeHWUTe NPOAYKTU Ha CTOMHOCT paBHa Ha CTOMHOCTTA, onpeereHa no peaa Ha un. 45,
an. 29a n 296 ot 3akoHa 3a 3gpasHoTo ocurypsisaHe /330/. [Npu ueHn Ha nekapcTBeH
NPOAYKT, KOUTO ca No-BUCOkM OoT onpeaenexHute oT H3OK, cbwunte ce Hamanat go
HOpPMaTMBHO onpegeneHnTe. /B npunoxunmuTe cnyyau/. 5. B cnyyan, 4ye B cpoka Ha Jorosopa
nekapcTtBeHus NpoaykT 6bae nssageH ot MNpunoxenne Ne 2 Ha MNJ1C /nopagm cnupaHe Ha
NPOW3BOACTBO, BHOC MUK Apyra npuynHa/, Bb3noxutenar Moxe Aa 3asiBsiBa JOCTaBKkaTa Ha
APYr NekapCcTBeH NPOAYKT CbC CbLymsa AHaToMo-TepaneBTudeH koa /ATC koa/, no ueHn,
onpegeneHn no pega Ha Hapepbata 3a ycnosusaTa, npasunaTta U peaa 3a perynvpaHe u
pernctpmpaHe Ha LeHUTe Ha nekapcteeHnTe npoayktu, npueta ¢ NMMC Ne 97 ot 19.04.2013 r.
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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 N3MeHeH,
Korato M3nbnHMTensaT oTKaxe Aa M3nbiiHsaBa A0roBopa UM AoroBopbT Obae npekpaTeH no
BUHA Ha U3NbINHUTENS. Bb3NoXUTENAT MOXe Aa 3aMeHU U3MbIHUTENA Ha obLlecTBeHaTa
nopbYKa C y4acTHUKA, KracupaH Ha BTOPO MSICTO 3a CbOTBeTHaTa o6ocobeHa no3mums B

npoueaypara.

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 HAa4MH Ha ynotpeba. Tbi KaTo CbLUTe Ce U3MNOM3BaT M OT Nnua ¢ yBpexaaHus, ce
cnasBaT M3MCKBaHUATa Ha eBPOMENCKOTO 3aKOHOA4ATENCTBO B Ta3n obnacT, npeasuna KoeTo He
€ Heob6XxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 32 AOCTBLMHOCT 3a Nuua ¢

yBpeXaaHus.

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YyactHuumte TpsbBa aa umat npaso Aa M3BbpLuBaT
TbProBus Ha eapo C NeKapCTBEHM NPOAYKTU B CbOTBETCTBME C HOPMUTE Ha 3aKoH 3a
nekapcTBeHUTe NPOoAyKTU B XymMaHHaTa meauuuHa /3JTTXM/. YyacTHiumnte B npoueaypata
cnepnBa fa npuTtexasaT BanvaHo PaspelueHne 3a NpomM3BOACTBO/TbProBus Ha eqpo/BHOC C
nekapcTBeHN NPoAYKTU, 3gageHo no peda n cMmmucbra Ha yn.195 1 un.196 ot 3M1MXM.
Y4YacTHUK, KONTO € Yy>KAEeCTPaHHO IopuaMYecko nvue, cneasa aa nputexxasa aHanormyHm
paspeLnTenHn AOKYMEHTHU, CbINacHO 3aKOHOAATENCTBOTO Ha AbpKaBaTta USieHKa, B KOSTO €
yCTaHoBeH, cbrn. yn. 60, an.1 ot 30TI1. Npu cknyYBaHe Ha JOrOBOP C YYXXAECTPaHHO nuue, B
CbOTBETCTBME C U3nNckBaHuaTa Ha un. 112, an. 1, 1. 4 n nsmucksaHuata Ha 3J1MXM
onpeaeneHnsT 3a U3NbiHUTEN crieasa ga 6bae BnucaH B peructbpa Ha UAJL, gasaiio my
npaBeo [a U3BbPLLBA TbProBUs Ha e4po C NeKapCTBEHM NPOAYKTU Ha TEpUTOpUSTa Ha
PBbbnrapus. 3a yctaHoBABaHE Ha CbOTBETCTBMETO C MOCOYEHOTO U3NCKBAHE yYaCTHULMTE
cnegpa ga nocoyat Heobxoaumarta nHdpopmaums B pasgen A ,logHocT®, yact IV: ,Kputepun
3a nogbop" Ha EE[ONN. lokymeHTM 3a AoKa3BaHe Ha CbOTBETCTBME C KpUTepunTe 3a noabop,
cbrnacHo un. 67, an. 5nun. 112 ot 30l — 3aBepeHo OT Y4acTHUKa Konue Ha BanuaHo
YOocToBepeHue 3a pernctpawmsi 3a Nnpon3BoaCcTBO/TbProBnsa Ha e4po/BHOC C NeKapCTBEHM
NPOAYKTMW.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: Han-Hucka ueHa, cbrnacHo un. 70, an. 2, 1. 1 ot 30I1.
Cur sios: ObuwiecTBeHaTa NopbYka ce Bb3nara Bb3 OCHOBA Ha MKOHOMWYECKN HaN-M3rogHa
ogepTa, onpefeneHa CbrnacHo KpUTepus ,Han-Hucka ueHa“ Ha Obuwiata CTOMHOCT 3a
NPOrHo3HoTo konudectso 6e3 [1C 3a o6ocobeHaTa nosnuums.

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/583335
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Cainéal cumarsaide ad hoc:
Ainm: LUAXC EOnN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/583335
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 15/06/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 16/06/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil

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

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Xanba cpeluy peweHneTo 3a oTKpMBaHe Ha
npouenypa Moxe aa ce nogasa B 10-gHEBEH CPOK, CbrnacHo pasnopeabaTa Ha yn. 197, an.
1, 7.1 o1 3001
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awimra Ha KOHKypeHUundaTa

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigitil: Cneumannampana 6onHuua 3a akTMBHO niedeHne no aeTckn 6onectn — npod.
MeaH Mutes EA]
Uimhir chlaruchain: 000662790
Seoladh poist: 6yn. AKAL. MBAH MELLOB 11
Baile: rp. Codhus
Caod poist: 1606
Foroinn tire (NUTS): Cocpus (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Cunsusa NaHoBa
R-phost: panova s@pediatrichospital.bg
Teil.: 02 8154279
Seoladh idirlin: http://pediatrichospital.bg/
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Préifil an cheannaitheora: https://app.eop.bg/buyer/27345
Ré6il na heagraiochta seo:
Ceannaitheoir

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

Eolas faoin bhfégra

Aitheantéir/leagan an fhégra: eb739231-f7bd-43f0-af16-14044b7e5b26 - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhégra: 14/05/2026 14:01:31 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fégra seo ar fail go hoifigiuil: Bulgairis

Uimhir foilseachain an fhogra: 336380-2026

Uimhir eagrain 10 S: 94/2026

Data foilsithe: 18/05/2026
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