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An Bhulgair — Pharmaceutical products — ,,JJocTaBka 4ype3 nepMoanyHuN 3asiBK1 Ha
o6LWOO6ONMHNYHN NeKapCTBEeHU NPOoAYKTU 3a HyxauTe Ha ,,CBAJI03 o-p M. A. MapkoB — BapHa
“EOO[M, no o60cob6eHu no3mummu

OJ S 57/2026 23/03/2026

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: CNELUMANN3NPAHA BOJIHULIA 3A AKTUMBHO JIEYEHUE HA
OHKOJTOIMM4YHU SABONABAHNA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[
R-phost: sbalozvarna zop@abv.bg
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. Nos imeachta

2.1. Nos imeachta
Teideal: ,[locTaBka 4Ype3 NepnoanyHN 3asiBKM Ha 06LOBONHNYHKN NieKapCTBEHU NPOAYKTY 3a
Hy>xguTe Ha ,CBAJ103 a-p M. A. Mapkos — BapHa“EOO[, no o6ocobenn nosmummn®
Cur sios: MNopbykaTta BKtoyBa 060 9 /aeseT / 060co06eHN NO3NLUKN, KOUTO LLIe ce Bb3naraT
no pega Ha un. 20, an. 1, 1. 1, 6. "6" ot 301, kaTo B TexHu4eckata cneymdpukaums
/MpunoxeHue 1/, ca NocoYeHn NpubnM3nTeNHN NPOrHO3HU KONMYecTBa B MepHa eauHuua 3a
BCsAka egHa ob6ocobeHa nosumumsa 6n1M3Ko 40 peanHo 3akynyBaHOTO OT BvanoxuTens.
[MocoYeHOTO KONMYECTBO € NPOrHO3HO Ha 6a3a roguwHo noTpebneHne oT npeaxoaHaTa
roanHa 3a Bcsika 06ocobeHa Nno3nums, kKaTo Bb3NOXUTENAT HE € ANbXEH Aa 3asiBu 3a
AO0CTaBKa UsfioTo KONIMYECTBO, NOCOYEHO B cneumdukaumaTa Ha obecTBeHaTa nopbyka, a
“nma Npaeo Aa 3asaBsiBa KONMYeCTBa, CbobpasHo AencTBuTenHuTe cn Hyxxan. Ot O6ocobeHa
nosnumnsa 1 no O6ocobeHa nNo3mums 6 ca nekapcTBEHU NPOAYKTU, BKItoYeHU B MpunoxeHue 2
ot MNMNC; ObocobeHa no3unumsa 7, ObocobeHa nosnumsa 8 1 ObocodbeHa no3unumsa 9 ca
nekapcTeeHu NpoaykTn n3sbH MNMpunoxenue 2 ot MNJ1C. Cpok 3a M3nbHeHe Ha nopbykaTa -
24 (nBageceT M YeTMpK) Mecela, CYMTaHO OT gaTaTa Ha nognuceaHe Ha JoroBopa 3a
obuecTBeHaTa nopbyka. Cpok 3a JOCTaBKa Ha 3asiBEHW NekapcTBeHW Npoayktn — oo 3 /Tpwu/
KaneHgapHu OHU crned nony4vyaBaHe Ha 3asBka. 3asiBkaTa ce nogasa no nsbop Ha
Bb3M0XuUTens, TenedoH Unn Ha enekTpoHHa nowla. MNepnoanyHOCT Ha 3aaBKUTE - BEOAHBX
MeceyHo, Ha 6a3a NPOrHO3HM pasyeTn, Bb3NOXUTENST NpaBu 3asiBka 3a Heobxoanmmute my
KonunyecTBa 3a Bcska eaHa obocobeHa no3unums 3a cnegsawma mecel,. B saBucumocT ot
cneundunyHnTe My noTpebHocTn Ha B6asa nocTbNUnMTE Npes3 Mecela NauneHTu, npu
HeoBX0ANMOCT Bb3NOXUTENAT NpaBu OTAENHM (QoNbnBaLLn) 3asBku. lNpnemaHe n oTynTaHe
Ha OoCTaBKUTE - 3a JaTa Ha AocTaBkaTa ce cuuTa gaTtaTa, Ha KOATO CTOKUTE ca Mofy4YeHun oT
Bb310XKUTENSA HA MACTOTO Ha U3MbJIHEHNE, CHINTACHO NpUeMo-npeaaBaTeneH NPoOTOKON.
MsCTO Ha U3NbITHEHUE - 4OCTaBKUTE LLe ce NPeAoCTaBAT Ha crnegHusa agpec Ha
Bvanoxutens: rp. BapHa, 6yn. ,Llap Ocsoboguten“ 100, ,CBAJIO3 ao-p M. A. Mapkos — BapHa
“EOQ[, bonHnyHa anTeka; JlekapcTBeHUTE NPOOYKTU, KOUTO We ce gocTtasaTt Ha ,CBAJIO3 a-
p M. A. MapkoB — BapHa“ EOQO[], He moraTt Aa 6baaT ¢ ocTaTb4yeH CPOK Ha rOAHOCT NO-ManbK
12 /pBaHageceT/ meceLa oT 06BEHUSA OT NPON3BOAMTENSA BbPXY ONakoBkaTa KbM AaTtaTa Ha
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AOCTaBKa, KaTo ToBa 0OCTOATENCTBO 3a4b/MKUTENHO Ce 3asiBsiBa B 0PEPTUTE HA yYacTHULUTE
3a M3NbJIHEHNE Ha obwecTBeHaTa NnopbYKa.

Aitheantdir an noéis imeachta: d69a6638-5b68-40f0-bfc2-c6bb3ac5633e

Aitheantoir inmheanach: 568816

An cineal nois imeachta: Oscailte

Ta an nos imeachta a bhrostu: ta

An bonn cirt leis an nés imeachta brostaithe: Toa e noBTapsiia ce obLecTBeHa NOpPbYKA,
nopagu n3dyepneaHe Ha AOrOBOPEHUTE KONMYECTBA OT NleKapCTBEHNTE NPOAYKTU-NpeaMET Ha
HacTosLWwaTa NopbYka U CTOMHOCTTA MO CKITYEHNUTE SOroBOpM 3a TAX, HEO6XoaUMOCTTa OT
3anasBaHe pUTMUYHOCTTA Ha gocTtaBkuTe UM 3a CBAJIOS, ce Hanara nopbvykata ga ce
ny6nukyBa kaTo yckopeHa. C orneg Ha ropemsnoxeHoTo, Bb3NOXUTENAT cumTa, 4e 61 Morbn
Aa ce Bb3nonsesa OT Bb3MOXHOCTTa JageHa My ot yun. 74, an. 4 ot 30l — npoBexaaHe Ha
,LOTKpUTa“ Npoueaypa B ycrnosusaTta Ha cnewHocT (,[1pn Bb3HNKBaAHE Ha 06CTOATENCTBA, KOUTO
N3nckKBaT CMeLHO Bb3naraHe Ha Nopbyka, Mopaan KOeTo € HEBb3MOXXHO Cra3BaHETO Ha cpoka
no an. 1, Bb3noxutenute MoraT ga onpeaensit CpokK 3a nony4vyaBaHe Ha ohepTy, He NOo-KpaTbK
oT 15 gHu OT AaTaTa Ha nanpatlaHe Ha 06aBneHneTo 3a obLecTBeHa Nopbyka 3a
ny6nukysaHe")

2.1.1. Cuspéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products

2.1.2. An ait feidhmiochta
Seoladh poist: 6yn. Llap Ocso6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

2.1.3. Luach
Luach measta gan CBL a aireamh: 74 830,00 EUR

2.1.4. Eolas ginearalta
Eolas breise: Npunoxnmm obctoAaTencTea, HaNnMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHusATa 3a
OTCTpaHsiBaHe, NocoyeHn B un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4yeHn B No un. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBarta, peructTpupaHu B HOPUCAMKUUKN C npedepeHumnaned JaHbyYeH pexmum,
KOHTPONUpaHuTe OT TAX Nnua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obctoaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata 3. 3a yyacTHUUUTE He cneaBa
a e Hanuue Bfs3mo B cuna peleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusaTa no 4n. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a noabop unu He
N3NbITHU OPYro YCNoBme, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBeHa Nopbyka unm B
AOKyMeHTaumaTta; 6) y4acTHUK, KOUTO € npeacTaBun odpepTa, KOATO He OTroBaps Ha
npeaBapuTeNHoO 06siBEHNTE YCrOBUA 3a U3NbIHEHME HA NOpPbYKaTa; B) YYACTHUK, KONTO He €
npencrasnn B Cpok ob6ocHoBKa no yun.72, an.1 ot 30[1, npuapyxeHa ¢ fokasaTencrea 3a
nobnaronpuaTHaTta LeHa /0oOKyMeHT 3a COOCTBEHOCT, HanM4ne Ha NnepcoHarn, cneunanuanpaH
copTyep, EKCKIY3MBHM ThProBCKU NpaBa Unn BCAKO Apyro o6CToAaTencreo, BOAELLO A0
dopMumpaHe Ha no-6naronpusTHa LeHal/ nnmn Ynsato odepTa He € npueTa CbriacHo Yn. 72, an.
3 — 5 ot 30Tl1. Bbanoxutenar onpeaensa 6a3a 3a cpaBHeEHME, KOraTo ca Hanuue egHa unn ase
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odepTu, B pa3amep Ha NpPorHo3HaTa CTOMHOCT Ha Bcsika 06ocobeHa no3nums, 3a KOSiTO
y4yacTHUKa e nogan odepra. ) y4acTHMUM, KOUTO ca CBbP3aHu nNuua ) y4acTHUK, nogan
odhepTa, KOUTO HE OTrOBaPAT Ha YCIoOBUSATA 3a NPeACTaBsaHe, BKITHYNTENHO 3a hopMa, HauuH,
CPOK M BanuAHoOCT; €) nuue, KoeTo e HapyLwmno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsBa Y4aCTHUK, KOMTO € npefctaBun odepra, KOATo e
HeMbITHa UMK He OTroBaps Ha YCNoBMsATa, MOCOYEHN B IOKYMeHTaLMATa 3a yyacTtue; 6. OT
yyacTue B npoueaypara ce OTCTpaHsBa y4aCTHUK, B YMATO odhepTa e NnpeanoxeHa LeHa,
KOSITO HaAXBbprsi NOCOYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa 06ocobeHa no3nuus, e
6bae oTCTpaHeH OT y4acTue B npoueaypaTa 3a Hesl. 7. [apaHuusaTa 3a U3nbiHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[C. CpoKkbT 3a M3NbIIHEHME Ha
OOroBopuTe 3a AocTaBka e 24 /gBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnosus 3a Buanoxurens.
CpoKbT 3a M3NbIHEHME Ha JOCTaBKUTE e o 3 /Tpu/ KanengapHu aHu cneg nonyyaBaHe Ha
3asBKa. 3asiBkaTa ce nogasa no n3bop Ha Bb3NOXUTENs No TenedoH UNn Ha eneKkTPoOHHA
nowia. M3BbpLUBaAHETO Ha JOCTABKUTE HA MEeOUKAMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
noanucaH npuemMo-npegaBaTteneH npoTokon. MNepnoanyHoCT Ha 3asiBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbLINOXMTENAT NpaBu 3asiBka 3a HeobxoaMMuTe My KOnmMyecTBa
3a Bcsika egHa obocobeHa no3nums 3a cnegpawmsa mecel. B 3aBncumocT oT cneundpmnyHnte
My noTpebHOoCT Ha 6a3a NnocTbNUIMTE NPe3 Mecela NauMeHTu, Npyu HeobxoaANMOCT
BBb3MOXUTENAT NpaBun OTAENHM (ONbNBALLN) 3aSIBKU.

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: 9
Téarmai an chonartha:
Lion uasta na luchtdg ar féidir conarthai a dhamhachtain ina leith ar aon tairgeoir amhain: 9

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Foégra
Rannphairtiocht in eagraiocht choiritil: KangungaTsT Unu y4acTHUKBT € OCbAeH C BNA3na B
cvna npucbaa 3a npecrbnnexHne no yn. 321 nnmn un. 321a ot HakasatenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanoOrMYyHO NPecTbIeHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Eilliu: KanomoaTsbT vnu YYaCTHUKBLT € OCbEH C Brd3na B cura npucbaa 3a npecrbhfneHme no
yn. 301-307 ot HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanornM4yHo
npecTbnieHne B Apyra AbpXaBa YreHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Calaois: KaHanpatbT unu y4acTHUKBLT € OCbAEH C Brisi3na B cuna npucbaa 3a npecTbrineHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnneHne B gpyra Abp)KaBa YneHka nnm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I01)
Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHangatbT unum y4acTHUKBT € OCbAEH C BMsi3na B cura npucbaa 3a NpecTbhnneHme no yn.
114a - 1141 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) nnn 3a aHanorM4HoO
npecTbnneHne B Apyra Abp)KaBa YneHka nnm Tpeta ctpana (4n. 54, an. 1, 1. 2 ot 30Tl1; no un.
108a ot HakasaTtenHus kogekc (u3m. n gon., obH. 1B, 6p. 84 o1 06.10.2023 r. — pegakums B
cvna o 30.01.2026 r.) kato npecTbnneHune, BkNtoveHo B o6xBaTta Ha yn. 57, naparpad 1 ot
Oupektnea 2014/24/EC)
Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTbT nnu y4acTHUKBLT € OCbAEH C
BNs3na B cuMna npucbaa 3a npectbnriieHuve no yn. 253-260 ot HakasatenHua kogekc (4n. 54,
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an. 1, 7. 1 ot 30I1) unu 3a aHanorMyHoO NpecTbIeHMe B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHangaTbT Unun y4acTHUKBLT €
OCb[EH C Brisi3na B cuna npucbaa 3a npectbnnenue no yn. 159a-159r ot HakasatenHus
kogekc (4n. 54, an. 1, 7. 1 ot 30I1) unn 3a aHanNorM4YHO NpecTbNfeHNe B Apyra Abpxasa
yneHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Saru oibleagaide a bhaineann le canacha a ioc: KaHaMaatsT unm y4acTHUKBLT nma
3a4bJDKEHNA 3a JaHbUM MO CMUCHIA Ha . 162, an. 2, T. 1 oT JaHbYHO-0CUTypUTENHUS
npoLecyarneH KOAEKC U NMUXBUTE NO TSX KbM AbpXKaBaTa unu kbM obLimMHaTa no ceganuuieto
Ha Bb3MOXUTENSA U HA KaHOMAATa UK yYacTHUKA, U aHanorm4yHu 3aabimMKeHNs CbriacHo
3aKOHOAATENCTBOTO Ha AbpXXaBaTa, B KOATO KaHANAATbT UMM YY4aCTHUKBLT € YCTaHOBEH,
AoKasaHu C BNA3bI B CMa akT Ha KOMMNeTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I0)

Saru oibleagaide a bhaineann le ranniocaiochtai slandala séisialta a ioc: KaHgupatsT nnm
YYaCTHUKBT MMa 3a4bJDKEHUS 3a 3a4bIMKUTESNTHM OCUTYPUTENTHM BHOCKM MO CMUCHIIA Ha Yn.
162, an. 2, 7. 1 oT JaHBbYHO-OCUTYpUTESTHUSA NpoLecyareH KO4EeKC N NNXBUTE NO TAX KbM
AbpXXaBaTa Unu KbM obLMHATA NO ceaanuLleTo Ha Bb3NOXUTENS U Ha KaHguaata unm
y4YacTHUKA, UM aHanorM4Hu 3a4bIPKEHNSA CbrNacHO 3aKOHOAATENCTBOTO Ha AbpXaeaTa, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3b/1 B CUMa akT Ha
KOMNeTeHTeH opraH, (4n. 54, an. 1, 1. 3 ot 30I1)

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

Saru oibleagaidi i réimsi an dli shoisialta: KaHguaatbT nnm y4acTHUKBT € OCbAeH C Bfs3na B
cvna npucbaa 3a npectbnneHne no yn. 172 vnmn un. 192a ot HakasatenHus kogekc (4. 54,
an. 1, 7. 1 ot 30I) unu 3a aHanNOrM4yHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: KaHangatsbT unu y4acTHUKBLT € U3BBbPLUNIT
HapyweHue no 4n. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C B3SO B
cuna HakasaTenHo NOCTaHOBIIEHME U CbAEOHO peLleHne, UM aHanorn4yHu HapyLLEeHWs,
YCTaHOBEHMW C aKT Ha KOMMETEHTEH OpraH, CbrNacHO 3aKOHOL4ATENCTBOTO Ha AbpKaBaTa, B
KOSITO KaHAMAATBLT UNKN YYaCTHUKBLT € yCcTaHoBeH (4. 54, an. 1, 1. 6 ot 30I1)

Rannphairtiocht dhireach né indireach in ullmhd an nés imeachta solathair seo: Hanuue e
HepaBHOMOCTABEHOCT B criydauTte 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 30Ir1, 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 kaHgugaTta unun yyactHuka e
YCTAHOBEHO, Y€: - € NpeACcTaBui JOKYMEHT C HEBAPHO CbAbpXKaHMe, C KOUTO ce JoKa3Ba
AeKnapupaHaTta nunca Ha OCHOBaHWs 3a OTCTPaHsIBaHe U AEKNapMpaHOTO U3NbIIHEHME Ha
Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I1); - He e npegocTaBun N3NCKBaLLa ce
NMHopMaumsi, cBbp3aHa C yaoCTOBEPSIBAHE NMrncaTta Ha OCHOBaHMSA 3a OTCTPaHsIBaHE Unu
N3NbIIHEHNETO Ha Kputepunte 3a noabop (4n. 54, an. 1, 1. 5 ot 30I01)

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiunta amhain: 3a kaHgngaTa unu
y4yacCTHUKa € Hanuue HAKoe OT crieaHnTe ob6CcToATenCcTBa: OCbAEH € C Bfs3na B cuna npucbaa
3a npectbnnenus no yn. 194 — 208, un. 213a — 217, un. 219 — 252 n un. 254a — 255a un un.
256 - 260 HK (un. 54, an. 1, 1. 1 o1 30I1); M3BbpLUMN € HapyLeHnsa no 4n.61, an.1, un.62, an.
1 vnn 3, 4n.63, an.1 unn 2, un.228, an.3 ot Kogekca Ha Tpyda v no 4n.13, an.1 ot 3akoHa 3a
TpygoBaTa Mmurpaumsi u TpygosaTta MOOUMHOCT, YCTAHOBEHW C BIISI3MIO B CUa HakasaTenHo
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nocTaHoBreHne nnn cbaebHo pewenne (Un.54, an.1, 1.6 ot 30TI1); obcTosTencTso no un. 3, T.
8 ot 3akoHa 3a MKOHOMUYECKMTE N (PMHAHCOBUTE OTHOLLEHMS C ApYXXecTBaTa, pErmcTpupaHu B
OpPUCANKLNN C NpedepeHumaneH JaHbYyeH PeXnM, KOHTPONMpPaHMTE OT TAX NUua U TeXHUTE
nencTBuTenHn cobeteeHnuu; obetosatencrea no yun. 113 ot 3akoHa 3a CmeTHaTa nanaTta; ¢
HanoxeHa caHkumsa no yn. 83a, an. 5, 1. 1 ot 3AHH — BpemeHHa 3abpaHa 3a yyactve B
npouenypw 3a BbanaraHe Ha 0bLLEeCTBEHN NOPBYKM

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: "Metronidazole 500 mg/100 ml - 100 ml Solution for infusion"
Cur sios: Metronidazole 500 mg/100 ml - 100 ml Solution for infusion - 4 000 000 mr.
Aitheantéir inmheanach: 568909

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33651100 Antibacterials for systemic use
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenaTt Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
N3NbIIHEHNE Ha nopbykaTa ¢ Ao 6 Mmeceua, B Cny4van Ye B nepunoga Ha AeNCTBUETO MY He €
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta 1 € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YCnoBusTa, Npy KOUTO BfM3a B CUa onumsita, ca NoCcoYeHn B NpoekTa Ha
[OroBOp U ce n3passiBat B cnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
00 N3NBbAHUTENS Bb3nara U3NbiHEHMETO Ha NopbykaTa 3a AONbHUTENEH CPOK; 2. CpOoKbT Ha
Aoroeopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha knay3aTa 3a onuums u
yabikaBaHeTo Ha Cpoka MOXe [a Ce M3BbPLUM camMo Npean n3TuyaHe Ha cpoka Ha A40oroBopa;
4. Mpwn akTUBMpaHe Knaysara, U3NbAHUTENAT Ce 3a4bInKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a U3NbfHEHNe CbobPa3HO C yOBIMKEHUSI CPOK HA AOroBOpa, B Cyvan Ye npu CKoYBaHETO
Ha JOroBopa, rapaHuusaTa e NnpeAacTtaBeHa nog oopmarta Ha 6aHkoBa rapaHums nnm
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 6 280,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
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Cur sios: cpokbT 3a U3MbIIHEHME HA JOroBOpUTE 3a AocTaBka € 24 /aBageceT u yeTtupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusTHU ycnosusa 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npe3 M. mapt 2028 r.
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): nil

Eolas breise: NMpunoxnmn obctoaTrencrTea, HaNMYNETO HaA KOUTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30[1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
nocoyeHn B nNo un. 3, 7. 8 ot 3akoHa 3a MKOHOMUYECKNTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTpONupaHuTe oT TAX Nuua U TeXHUTe AeUCTBUTENHU COOCTBEHNLUM , KAKTO U
obctoaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata 3. 3a yyacTHUUUTE He cneaBa
0a e Hanuue BNs3mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusaTa no 4n. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepUKn 3a noabop unm He
N3NbIHN OPYro ycrioBme, NOCOYEHO B 00s1BNIeHMETO 3a 0bLecTBeHa NopbYKa Unum B
OOKYMeHTaumsTa; 6) y4acTHUK, KOMTO € NpeacTaBun odepTta, KOATO HE OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUA 3a U3MbIIHEHNE HA NopbYKkaTa; B) YYaCTHUK, KOUTO HE €
npeacTtasmn B cpok ob6ocHoBka no un.72, an.1 ot 300, npuapyxeHa ¢ gokasaTencrsea 3a
nobnaronpuaTHaTa LeHa /4OKYMEeHT 3a COOCTBEHOCT, HanMyne Ha nepcoHarl, cneuvanmanpaH
copTyep, EKCKINY3NBHM TbProOBCKN NpaBa Unn BCAKO ApYro o6CToATENCTBO, BOAELLO A0
dopMumpaHe Ha no-6naronpusiTHa LeHal/ nnn Ynsato odepTta He € npueTa CbriacHo Yn. 72, an.
3 — 5 ot 30Tl1. Bbanoxutenat onpegens 6a3a 3a cpaBHeHMe, KOraTo ca Hanuue egHa unun ase
odepTu, B pasmMep Ha NporHo3HaTa CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KOATo
yyacTHUKa e nogan odgepra. r) y4acTHMUM, KOUTO ca CBbP3aHu nNuua ) y4acTHUK, nogan
odepTa, KOUTO HE OTTOBAPSAT Ha YCNOBMATA 3a NpPeACTaBsiHe, BKITOUYNTENHO 3a hopMa, HauuH,
CPOK 1 BanuAHOCT; €) Nuue, KOeTo e HapyLwmno 3abpana no un. 101, an. 9 1 10 ot 30TI1. 5. OT
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATo e
HenbIlHa UK He OTroBapsi Ha YCNoBMATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyacTtue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSITO HaAXBbPIsS NocoYeHaTa NPOorHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nums, Lie
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hed. 7. [apaHumnaTa 3a nanbiHeHne Ha
ckntoveH [oroeop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n 4etupu/ meceua OT gaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a Branoxurens.
CpoKbT 3a M3NbIIHEHME Ha AOCTaBKMUTE € A0 3 /Tpwu/ KaneHgapHu AHW cred nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTens nNo TenedoH UNn Ha enekTPoHHa
nowia. M3sbpliBaHETO Ha AOCTaBKUTE Ha MeMKAMEHTU LLe Ce YAOCTOoBeEpPSBa C ABYCTPaAHHO
nognucaH npvemo-npeaaBsarternieH NnpoTokon. MNepnoanyHOCT Ha 3asiBKUTE - BEAHBbX MECEYHO,
Ha 6a3a NPOrHO3HN pa3veTn, BL3INOXUTENAT NpaBu 3asiBka 3a HE06XoaANMUTE My KOSNMyecTBa
3a Bcsika egHa obocobeHa nosuums 3a cnegeawmnsa meced. B 3aBucmMmocTt ot cneundunyHmTte
My noTpebHoCTM Ha Basa nocTbNMNUTEe Npe3 Mecela NauneHTn, Npyu HeobxoanmocT
BBb3MOXUTENAT NpaBun OTAENHM (ONbNBALLN) 3aSBKU.

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
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5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil dbhartha
Cur sios ar an gcritéar roghnuchain: MuHumanHu namcksaHms 3a rogHocCT (MpaBoCcnocoBHOCT)
3a ynpaxHsaBaHe Ha npodecnoHanHa 4enHocT, cbriacHo yYn. 60 ot 30MT 1 AOKyMeHTK:
YyacTHUKbT TpsabBa Aa nmMa npaBo [a OCbLLECTBSIBA TbProBus Ha €4po C fieKapCTBEHU
NPOAYKTU. YYacCTHUKBT crieBa Aa nputexasa JOKYMEHTU, yOOCTOBepsiBaLLM NpaBoTo My 3a
TbProBud Ha edpo C nekapcTBEHN NPoayKTH, nsgageHo ot NAJI, no pega Ha un. 202, BbB
Bpb3ka ¢ un. 195 ot 3J1MXM; nnm npaBoTo My Aa nNpousBexaa CbOTBETHUS fNIeKapCTBEH
NPOAYKT /B NPUNOXMMUTE crnydan/ n npaBoToO My 3a TbProBus ¢ HAPKOTUYHM BELLECTBA 3a
6onHunyHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI1 /B npunoxumute cnyyan/. CernacHo yn. 60
ot 30T, yyxgecTpaHHUTE y4acTHULUM MoraT a AOKaXaT perncrpauusita cvM B aHanormyHu
perncTpu CbrnacHo 3aKoHO4AaTENCTBOTO Ha AbpXXaBaTa YreHKa, B KOATO Ca YCTaHOBEHW.
[okasBaHe: 3a foka3BaHe Ha CbOTBETCTBMETO C NOCOYEHUS KPUTEPUIA, yHACTHUKBT NOMbIBa
Yacrt IV: Kputepuii 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOl, kaTo nocoyBa opraHa,
n3gan goKymeHTa, HoMepa, nog KOMTo ca BNMcaHu B NyOnNnYHUs perncTbp, Noaabp)KaH oT
WAJ1, n Homepa Ha NnuUeH3naTa, UNKn ¢ NOCoYBaHe Ha MHAOPMaLUNS, Ye y4aCcTHUKa e
npoun3BoANTEN Ha odepupaHuaT/Te OT HEro MeankameHT/n. MNMpun NnogaBaHe Ha odepTaTta
yyacTHUUMTE nonbnBaTt camo cboTBeTHUS pasgen B EE[Ol. B cnyyaute Ha un. 67, an. 5 ot
30T, cboTBETCTBMETO C NOCTABEHOTO M3MCKBaHE Ce AoKa3Ba C NpeacTaBsAHETO Ha 3aBEPEHO
OT y4YacTHUMKa Konue Ha PaspelueHne 3a npons3BoacTBo, u3gageHo no pega Ha 3J1MXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu Pa3spelueHune 3a TbproeBus Ha eapo c
nekapcTBeHW NPOAYKTU, UM YOOCTOBEPEHME 3a pPerMcTpauuns 3a TbproBusi Ha eapo C
nekapcTBa, Unu paspeLleHne 3a BHOC, nsgagexu no peaga Ha 3J1MXM, nnm JlnueHaus 3a
TbProBus C HAPKOTUYHM BellecTBa 3a 6onHu4Ha ynoTtpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo yn. 70, an. 2, 1. 1 ot 30I1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4acTHUKBLT, MPeanoXui Har-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3numnsa. Becekn yyacTHUK B npoueaypaTa uMa npaso Aa NpeacTasn
odepTa 3a egHa unm noseye o60cobeHn No3nuuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Moxe fa 6bae cnedeneHa oT pasfimyeH yYacTHUK.
HasHauyeHaTa oT Bb3noxutens koMucus 3a pasrnexgaHe, oueHka 1 KnacmpaHe Ha
nocTbLNUNUTE 0GPEPTU, CPaBHSBA LEHOBUTE NPeaIOKEHNA Ha AONYCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATAa LeHa Ha eauHuua mapka 6es 4C (g, mg, mcg, mi, 1U),
T.€. no kornoHa 15 Ha lMNpunoxeHne 1 go neTtun /5/ 3Hak cnea gecetTnyHaTa 3anetad. B cnyyan
Yye, NpeanaraH1Te LeHn Ha ABe unu noseve odepTtn 3a 06ocobeHa No3nums ca paBHMU,
KomMucusTa nposexaa Xpebun 3a onpegensdHe Ha U3NbAHUTEN MEXAY KracupaHuTe Ha MbpBO
MSICTO ydacTHULUM, cbrnacHo 4n. 58, an. 3 ot MMN30r. * KnacupaHeTo Ha yyacTHULUTE Lie ce
N3BBPLUM Bb3 OCHOBA Ha ohepupaHnTe LeHN 3a BCAKa egHa No3nums He3aBUCKMMO 4any KbM
JaTtarta Ha KnacupaHeTo nmMa npomMsiHa Ha LeHuTe Ha nekapcteata B NpunoxeHue 2 ot MNMJ1C
unu B Pernctbpa Ha npegenHuTe LeHn Ha NekapcTBeHUTe nNpoaykTn. 3anckBaHms Kbm
npegnaraHata ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eauHuua Mspka B eBpo 6e3
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A0C (g, mg, meg, ml, IlU) Ha npegnaraHata no3vums, Ao NeTn 3Hak cneg gecetuyHara
3anetas. Obwara cTonHOCT ce noco4vsa B eBpo 6e3 [[1C oo BTOpu 3HaK crieq AeceTuyHaTa
3anetas. [pegnoXeHnTe LeHn Ha nekapcTBeHUTE NPOAYKTU, Aa He HaaBULIABaT NOCOYEHUTE
ueHwn B MNpunoxerwne 2 ot MJIC (3a O6ocobenn nosuuum ot 1-6) nnn B Pernctbpa Ha
npegenHUTe LeHN Ha nekapcTBeHUTe NpoayKTW, akTyaneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha npeasuaeHnTe JOCTaBKM Ha CbOTBeTHaTa nosuums. B gorosopa,
CKIMOYEH B pe3ynTaTt Ha npoBedeHaTta npoueaypa, e ce nocoyat opepupaHute ot
y4acCTHMKA LieHN 3a OTAENHUTE No3numm, CbobpasHO KOUTO CHLUNAT € onpeaerneH 3a
na3nbnHuTen. Npu npomMsiHa B NOCOKa yBenMyeHne Ha paBHULETO Ha ueHuTe B MNpunoxeHue 2
oT MNJIC unu B Perncrbpa Ha npeaenHUTe LeHN Ha nekapcTBeHUTE NpoayKTn, Buanoxurens
HsIMa OCHOBaHWe 3a NPoMsiHa Ha 4OroBOPEHUTE LieHOBKU napameTpu. Npun HamansiBaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenue 2 ot MJ1C (3a O6ocobeHn nosnuyum ot 1-
6) unu B Pernctbpa Ha npedenHuTe LeHU Ha fiekapcTBeHUTE NPOAYKTU N AOCTUraHe Ha
CTOMHOCTU nof opepupaHnte, N3nbrHUTENS € ANTbXeH fa HaManu goctaBHaTta ueHa. B
NPOTUBEH criydyan Bbanoxutens uma npaBoTo e4HOCTPAHHO Aa npekpaTn JOroBOPHUTE
OTHOLLIEHNS CbC CbLUMSA 3a CbOTBETHUTE 000CODEHN NO3ULINN.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/568816
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: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 07/04/2026 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 gcoéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
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Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha KOHKypeHUunsaTa

Eolas faoi spriocdhatai athbhreithnithe: XXan6a moxe ga ce nogasa B 10-gHEBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30I1

Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEOJTHMUA 3A AKTUBHO NEYEHWE HA OHKONOIMM4YHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOQO[

5.1. Luchtog: LOT-0002
Teideal: "Omeprazole 40 mg Powder for solution for infusion"
Cur sios: Omeprazole 40 mg Powder for solution for infusion - 800 000 wmr.
Aitheantoir inmheanach: 568918

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33611000 Medicinal products for acid related disorders
Roghanna:
Cur sios ar na roghanna: Bb3noxutenaT Moxe fa YAbIKM Cpoka Ha AoroeBopa 3a
N3NbITHEHNE Ha nopbykaTa ¢ 4o 6 Mmeceua, B Cny4van Yye B nepnoga Ha AENCTBMETO My HE €
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbyKaTa 1 e Hanuue NOTPeBHOCT OT NPOAbINKaBaHe
Ha JocTaBkuTe. YCnoBusTa, Npy KOUTO BfM3a B CUMa onumsiTa, ca NoCoYeHM B NpoeKkTa Ha
[OroBoOp U ce n3pasasar B cnegHoTo: 1. Bb3noxuntensaT ¢ oTnpaBsHe Ha Bb3naratenHo NMcMo
00 N3MbIHUTENS Bb3nara U3Nb/IHEHMETO Ha NopbykaTa 3a AONMbIHUTENEH CPOK; 2. CPpOoKbT Ha
Aoroesopa Moxe fa 6bae yabikeH ¢ 4o 6 meceua; 3. BknioyBaHeTo Ha kraysaTa 3a onuums u
yAbIDKaBaHETO Ha CpOKa MOXe [a Ce U3BbpLUM CaMo Npean U3TMYaHe Ha Cpoka Ha JOroBopa;
4. MNpwn akTUBMpaHe knaysarta, U3NbIHUTENSAT Cce 3a4b/PKaBa Aa yObIMKU CPOKa Ha rapaHumsTa
3a U3NbfIHEHNE CbOOPA3HO C YOBIMKEHUSI CPOK HA 4OroBOpa, B Clyvan Ye npu CKoYBaHETO
Ha Joroeopa, rapaHumusaTa e npeacraBeHa nog opmata Ha 6aHkoBa rapaHums unm
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oauten 100
Baile: BapHa
Cadd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 25 320,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbIIHEHME HA JOroBOpUTE 3a AocTaBka € 24 /aBageceT u yetupu/
Mecelua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntoyuBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusaTHU ycnoeus 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npe3 M. mapt 2028 r.
Rannphairtiocht fhorchoimeadta:
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Ni fhorchoimeadtar an rannphairtiocht.

Tionscadal solathair nach maoinitear le cisti an Aontais

Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil

Eolas breise: Mpunoxnmn obctoatencrea, HaNMYNETO HaA KOUTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30T1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
nocoyeHn B no un. 3, T. 8 ot 3akoHa 3a MKOHOMUYECKNTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTpONupaHuTe oT TAX Nuua n TeXHUTe AeUCTBUTENHU COOCTBEHNLUM , KAKTO U
obctoaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata 3. 3a yyacTHUUUTE He cneaBa
0a e Hanuue BNs3mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 3001, Bb3N0OXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepumn 3a noabop unm He
N3NbIHN OPYro ycrioBme, NOCOYEHO B 0051BNIeHMETO 3a 0bLecTBeHa Nopbyka nUnum B
OOKYMeHTaumsTa; 6) y4acTHUK, KOUTO € NpeacTaBun odepTta, KOATO HE OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUA 3a U3MbIIHEHNE HA NopbYKkaTa; B) YYaCTHUK, KOUTO HE €
npeacTtasmn B cpok ob6ocHoBka no un.72, an.1 ot 300, npuapyxeHa ¢ gokasaTencrsea 3a
nobnaronpuaTHaTa LeHa /4OKYMEHT 3a COOCTBEHOCT, HanMyne Ha nepcoHarl, cneunanmanpaH
cogpTyep, EKCKINY3NBHM TbProBCKN NpaBa Unn BCAKO ApYro o6CToATeNCTBO, BOAELLO A0
dopMumpaHe Ha no-6naronpusitHa LeHal/ nnn Ynmsato odepTa He € npueTa CbriacHo Yn. 72, an.
3 — 5 ot 30T1. Bbanoxutenat onpegens 6a3a 3a cpaBHeHMe, KOraTo ca Hanuue egHa unun ase
ogepTu, B pasmMep Ha NporHo3HaTa CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KOATo
yyacTHUKa e nogan ogepra. r) y4acTHMUM, KOUTO ca CBbP3aHu nNuua ) y4acTHUK, nogan
odepTa, KOUTO HE OTTOBAPSAT Ha YCNOBMATA 3a NpeACTaBsiHe, BKITOUYNTENHO 3a hopMa, HauuH,
CPOK 1 BanuAHOCT; €) Nuue, KOeTo e HapyLwmno 3abpana no un. 101, an. 91 10 ot 30TI1. 5. OT
y4yacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATo e
HenbIlHa UK He OTroBaps Ha YCNoBMATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyactue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsaBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSAITO HaAXBbPIs NocoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nuums, Lie
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hed. 7. [apaHumnaTa 3a nanbiHeHne Ha
ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n Yetupu/ meceua OT AaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkUTE € A0 3 /Tpwu/ KaneHgapHu AHW cre nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTens no TenedoH Unn Ha enekTPoHHa
nowia. M3sbpliBaHETO Ha AOCTaBKUTE Ha MeAMKAMEHTU LLe Ce YAOCTOoBeEpPSABa C ABYCTPAHHO
nognucaH npvemo-npeaaBsartesnieH NnpoTokon. MNepnoanyHOCT Ha 3asBKUTE - BEAHBbX MECEYHO,
Ha 6a3a NPOrHO3HN pa3veTn, BL3INOXUTENAT NpaBu 3asiBka 3a HE06XoaANMUTE My KOSNMyecTBa
3a Bcsika egHa obocobeHa nosuums 3a cnegeawmnsa meced. B 3aBucmMmocTt ot cneundunyHmTte
My noTpebHoCTM Ha Basa nocTbNMNUTE Npe3 Mecela NauneHTn, Npu HeobxoanmocT
BBb3MOXUTENAT NpaBun OTAENHM (ONbNBALLN) 3aSBKU.

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: HAMa OTHOLWEHME KbM NopbykaTa

198177-2026 Page 10/41



5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil dbhartha
Cur sios ar an gcritéar roghnuchain: MuHnmanHu nancksaHmst 3a rogHocCT (MpaBocnocoBHOCT)
3a ynpaxHsaBaHe Ha npodecnoHanHa 4enHoCT, cbrnacHo yn. 60 ot 30M 1 AOKyMeHTH:
Y4yacTHUKBT TpsibBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUS Ha €4p0 C fIeKapCTBEHU
NPOAYKTU. YYaCTHUKBT CcrieBa Aa nputexasa JOKYMEHTU, yOOCTOBEPsiBaLLM NPaBoOTO My 3a
TbProBud Ha edpo C nekapcTBEHN NPoayKTH, nsgageHo ot NAJI, no pega Ha un. 202, BbB
Bpb3ka ¢ un. 195 ot 3J1MXM; nnm npaBoTo My fa nNpousBexaa CbOTBETHUS fleKapCTBEH
NPOAYKT /B NpUNoXnmuTe criydyan/ n NnpaBoTo My 3a TbProBusi C HAPKOTUYHM BeLlecTBa 3a
6ornHu4Ha ynotpeba, cbrnacHo 4n.32 ot 3KHBI1 /B npunoxumure cnydaun/. CorinacHo yun. 60
oT 301, YyxxgecTpaHHUTE y4acTHULM MOraT Aa JoKaxaT permctpauusata cu B aHanornyHmu
perncTpu CbrnacHo 3aKoHO4AaTENCTBOTO Ha AbpXKaBaTa YfeHKa, B KOATO Ca YCTaHOBEHW.
[okasBaHe: 3a Aoka3BaHe Ha CbOTBETCTBMETO C MOCOYEHNS KPUTEPUIA, YHACTHUKBT NOMbIiBa
Yacrt IV: Kputepuii 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOI, kaTo nocoyBa opraHa,
n3gan okyMeHTa, HoMepa, nog KOUTO ca BNUCaHW B NYONNYHUA perucTbp, NoaabpxaH oT
WAJ1, n Homepa Ha NUUeH3naTa, UNKn ¢ NOCoYBaHe Ha MHAOPMaLNA, Ye y4aCcTHUKa e
npousBoauTen Ha odepupaHusaT/Te oT Hero megukameHT/v. MNpu nogaBaHe Ha odepTaTta
yyacTHUUUMTE nonbnBaTt camo cboTBeTHUs pasgen B EE[OTI. B cnyyaute Ha un. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO U3NCKBaHE Ce JoKa3Ba C NpeACTaBsHETO Ha 3aBepeHo
OT y4YacTHUMKa Konue Ha PaspelueHune 3a npon3BoacTBo, u3gageHo no peaa Ha 3J1MXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu Pa3spelueHune 3a TbproeBus Ha eapo ¢
nekapcTBEHW NPOAYKTU, UM YOOCTOBEPEHME 3a pPerMcTpauuns 3a TbproBusi Ha eapo C
nekapcTBa, Unu paspeLleHne 3a BHOC, nsgaaexu no pega Ha 3J1MXM, nnm JlnueHaus 3a
TbProBus C HAPKOTUYHM BelecTBa 3a 6onHu4Ha ynotpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—HuckKa ueHa“, cernacHo yn. 70, an. 2, 1. 1 ot 30I1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKBLT, NPeanoxXus Hanu-H1ucka LeHa 3a
cboTBeTHaTa obocobeHa no3numnsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTasu
odepTa 3a egHa unm noseye o60cobeHn No3nuuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Moxe a 6bae cnedeneHa oT pasfiMyeH y4yacTHUK.
HasHauyeHaTa oT Bb3noxutens KoMucus 3a pasrnexaaHe, olueHka 1 KnacmpaHe Ha
nocTbLNUNUTE 0PEepPTUN, CPaBHSABA LLEHOBUTE NPeaIOKEHNA Ha AONYyCHATUTE A0 OLUeHKa
odhepTu, KaTo CbMNOCTaBA eAnHMYHATA LieHa Ha eauHuua mapka 6es 0C (g, mg, mcg, mi, 1U),
T.e. nNo kornoHa 15 Ha lMNpunoxenne 1 oo netun /5/ 3Hak cnep gecetTuyHarta 3anetas. B cnyvan
ye, NpeanaraH1Te LeHn Ha ABe unu noeeve odepTn 3a 06ocobeHa No3nums ca paBHMU,
KomucusiTa nposexaa Xpebun 3a onpegensHe Ha U3NbAHUTEN MEXAY KrnacupaHuTe Ha NMbpBO
MSICTO ydacTHULUM, cbrnacHo 4. 58, an. 3 ot MMN30r. * KnacupaHeTo Ha yyacTHULUTE Lie ce
N3BBPLUM Bb3 OCHOBA Ha ohepupaHnTe LeHN 3a BCaka egHa No3nums He3aBUCMMO 4anu KbM
JaTtarta Ha KnacupaHeTo nmMa npomMsiHa Ha LeHuTe Ha nekapcteara B [NpunoxeHue 2 ot MJ1C
unu B Pernctbpa Ha npegenHuTe LeHn Ha NekapcTBeHnTe npoaykTn. M3anckBaHmst Kbm
npegnaraHata ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eauHuua mMspka B eBpo 6e3
A00C (g, mg, mcg, ml, IU) Ha npegnaraHata no3vums, 4o NeTu 3Hak cneg gecetuyHara
3aneTas. Obwarta cToMHoCT ce noco4ysa B eBpo 6e3 [C oo BTopu 3HAK crieq AeceTMyHaTa
3anetas. [pegnoXeHnTe LeHn Ha nekapcTBeHUTE NPOAYKTU, Aa HE HaaBULLIABAT NOCOYEHUTE
uenn B Mpunoxenwne 2 ot MJIC (3a O6ocobenn nosmumm ot 1-6) nnn B Permctbpa Ha
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npegenHUTe LeHn Ha nekapcTBeHUTe NpoayKTW, akTyaneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha npeasuaeHnTe JOCTaBKM Ha CbOTBeTHaTa nosuums. B gorosopa,
CKIMOYEH B pe3ynTaTt Ha npoBefeHaTta npoueaypa, e ce nocoyat opepupaHute ot
y4yacCTHMKA LieHN 3a OTAEeNHUTE No3numm, CbobpasHO KOUTO CHLUNAT € onpeaerneH 3a
na3nbnHuTen. Npu npomMsiHa B NOCOKa yBenMyeHne Ha paBHULLETO Ha ueHuTe B NpunoxeHue 2
oT MNJIC unu B Perncrbpa Ha npeaenHUTe LeHN Ha nekapcTBeHUTE NpoayKTn, Buanoxurens
HsIMa OCHOBaHWe 3a NPoMsiHa Ha 4OroBOPEHUTE LieHOBKU napameTpu. Npun HamansiBaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenue 2 ot MJ1C (3a O6ocobeHn nosnuyum ot 1-
6) unu B Pernctbpa Ha npedenHuTe LeHU Ha fiekapcTBeHUTE NPOAYKTU U AOCTUraHe Ha
CTOMHOCTU nof opepupaHnte, N3nbrHUTENS € ANTbXeH fa HaManu goctaBHaTta ueHa. B
NPOTUBEH criydyan Bbanoxutens uma npaBoTo e4HOCTPAHHO Aa npekpaTn JOroBOPHUTE
OTHOLLIEHNS CbC CbLUMSA 3a CbOTBETHUTE 000COOEHN NO3ULINN.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/568816
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 07/04/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mor 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 céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha KOHKypeHUunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XXan6a moxe ga ce nogasa B 10-gHeBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30T
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Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNMeyMANM3NPAHA BEOJTHUNLA 3A AKTUBHO JIEYEHWE HA OHKONOI M4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtog: LOT-0003
Teideal: "Insulin (human) 300 IU Solution for injection”
Cur sios: Insulin (human) 300 IU Solution for injection - 30 000 U
Aitheantéir inmheanach: 568927

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33615100 Insulin
Roghanna:
Cur sios ar na roghanna: Bb3noxutenar Moxe Aa yobImhkn cpoka Ha JoroBopa 3a
N3NbNHEHNE Ha NopbykaTta ¢ Ao 6 meceua, B Criyyan Yye B nepuofa Ha AENCTBUETO My He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NMopbYKaTta 1 € Hanuue NoTpebHOCT OT NPOoAbIKaBaHe
Ha JocTaBkuTe. YcrnoBusaTa, Npy KOUTO BNM3a B CUMa onuumsaTa, ca NOCOYeHW B NpOeKTa Ha
[OroBOp U ce n3passBsar B cnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTteniHo NMcMo
A0 U3NBIIHUTENS Bb3nara U3NbfIHEHMETO Ha NopbYKaTa 3a JOMbIIHUTENEH CPOK; 2. CPOKBLT Ha
porosopa mMoxe fa 6bae yabimkeH ¢ 4o 6 Meceua; 3. BknioyBaHeTo Ha knaysaTa 3a onuus u
yAbIDKaBaHETO Ha CPOKa MOXe [a ce U3BbPLUM CaMo Npean U3TMYaHe Ha cpoka Ha [OroBopa;
4. NMpun akTUBMpaHe Knaysara, U3NbAHUTENAT Ce 3aAbInkaBa Aa YObIIKM CpoKa Ha rapaHumsTa
3a M3NbrHeHne cbobpasHO C yabIMKEHNSA CPOK Ha AOroBopa, B Criydan Ye npu CKyYBaHeTo
Ha JoroBopa, rapaHuusaTa e npeactaBeHa nog oopmarta Ha 6aHkoBa rapaHums nnu
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oanten 100
Baile: BapHa
Cad poist: 9000
Foroinn tire (NUTS): BapHna (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 330,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbISIHEHME Ha AOrOBOPUTE 3a A0CTaBKa e 24 /aBageceT v yetupu/
Mecela OT JaTaTa Ha Bnu3aHeTo My B cuna /go ckntovsaHe Ha gorosopu no LIOI ¢ no-
BGnaronpusaTHU ycnosus 3a BbanoxuTens, we oTkpue HoBa npoueaypa npe3 M. mapt 2028 r.
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): nil
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Eolas breise: Npunoxnmm obcToAaTencTaa, HaNnMYMeTo Ha KOMTO e OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHWsATa 3a
OTCTpaHsiBaHe, Nocoyenn B un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4yeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBarta, peructTpupaHu B OPUCAMKUUKN C npedepeHumnanel JaHbyYeH pexmm,
KOHTpONUpaHuTe OT TAX Nuua U TeXHUTE AENCTBUTENHN COBCTBEHNLUM , KAKTO U
obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata 3. 3a yyacTHUUUTE He cneaBa
Aa e Hanvue BNnA3no B cuna peleHne 3a HanaraHe Ha caHkuua Ha FOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusATa Mo yn. 54 ot 30[1, Bb3NOXUTENAT OTCTPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a noabop unu He
N3NbITHX OPYro YCNoBMe, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBEHa NOPbYKa UK B
AOKyMeHTaumarta; 6) y4acTHUK, KOWTO € npeacTaBun odpepTa, KOATO He OTroBaps Ha
npeaBapuTENHO 06sIBEHNTE YCNOBUA 3a U3NbIIHEHME HA NOpPbYKaTa; B) YYaACTHUK, KONTO HE €
npencrasmn B Cpok ob6ocHoBKa no yun.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTencrea 3a
nobnaronpuaTHaTta LeHa /QoKyMeHT 3a COOCTBEHOCT, Hanu4Me Ha NnepcoHarn, cneunanuanpaH
cobTyep, EKCKIY3MBHM ThProBCKN NpaBa Unn BCAKO Apyro ob6CcToAaTencreo, BOAELLO A0
dopmMumpaHe Ha no-6naronpusiTHa LeHa/ nnn Ynsato odepTa He e NpueTa CbracHo Yn. 72, an.
3 — 5 ot 30T1. Bbanoxutenar onpeaensa 6asa 3a cpaBHeEHME, KOraTo ca Hanuue egHa unm ase
odepTu, B paaMep Ha NporHo3HaTa CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoSTo
y4yacCTHMKa e nogan ogepTa. r) ydacTHULM, KOUTO ca CBbp3aHu nuua ) y4acTHUK, nogan
odhepTa, KOUTO HE OTTrOBaPAT Ha YCIoOBUSATA 3a NPeACTaBsaHe, BKITHYUTENHO 3a hopMa, HaunH,
CPOK M BanuaHoOCT; €) nuue, KoeTo e HapyLwmno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsiBa Y4aCTHUK, KOMTO € npeacTaBun odepra, KOATo e
HenbfHa UM He OTroBaps Ha yCcnoBmudaTa, NOCOYEHN B AOKYyMeHTaumsTa 3a ydyactue; 6. Ot
yyacTue B npoueaypara ce OTCTpaHsBa Y4aCTHUK, B YMATO odhepTa e NnpeanoxeHa LeHa,
KOSAATO HaAXBbpJIS NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3mums, e
6bae OTCTpaHEH OT y4YacTue B npoueaypaTa 3a Hesl. 7. MapaHuusaTa 3a U3nbiHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[JC. CpokbT 3a M3NbIIHEHME Ha
OOroBopuTe 3a AocTaBka e 24 /gBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnosus 3a Branoxurens.
CpOoKbT 3a M3NbIHEHME Ha JOCTaBKUTE e 0 3 /Tpu/ KanengapHu aHu cneg nonyyaBaHe Ha
3asBKa. 3asBkaTta ce nogasa no n3bop Ha Bb3NoXUTensa no TenedoH UM Ha enekTpoHHa
nowia. M3BbpLUBaAHETO Ha JOCTABKUTE HA MEeOUKAMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npmvemo-npeaaBsatesnieH NpoTokon. MNepnoanyHOCT Ha 3asdBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbLINOXUTENAT NpaBu 3asiBka 3a HeobxoauMuTe My KOnmMyecTBa
3a Bcska egHa obocobeHa no3numsa 3a cnegsawmsa meced,. B 3aBucmMmocT oT cneundunyHmTe
My noTpebHOCTN Ha 6a3a NnocTbNMIMTE NPe3 Mecela NauneHTun, Npyu HeobxoaANMoCT
Bb3MOXUTENAT NpaBu OTAENHM (4ONbBALLN) 3asiBKN.

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: HAMa OTHOLLeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
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Cur sios ar an gcritéar roghnuchain: MMHUManHu n3nckeaHus 3a rogHocCT (NMpaBoCcnoCcOBHOCT)
3a yrnpaxHsiBaHe Ha npodecroHanHa enHocT, cbrnacHo Y. 60 ot 301 n JOKyMeHTH:
Y4yacTHUKBT TpsabBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUS Ha €4p0 C fIEKapCTBEHU
NPOAYKTU. YHaCTHUKBT cnefsa Aa npurexasa AOKYMEHTU, yAOCTOBEPSBALLM NPaBOTO My 3a
TbProBus Ha egpo C nekapcTBeHn Npoayktn, nusgageHo ot MAJ1, no pega Ha yun. 202, BbB
Bpb3ka ¢ un. 195 ot 3J1MXM; nnm npaBoTo My fa Npou3Bexaa CbOTBETHUS fIEKapCTBEH
NPOAYKT /B NpUNoXuMmuTe crnydan/ n npaBoTo My 3a TbProBus ¢ HAPKOTUYHU BeLLecTBa 3a
6onHunyHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI /B npunoxmumute cnydan/. CernacHo yn. 60
ot 30T, yyxgecTpaHHUTE y4acTHMUM MoraT a AOoKaxaT perucrpauyusita cv B aHanormyHu
pPerncTpu CbrnacHo 3aKOHOAATENCTBOTO Ha AbpXaBaTa YreHka, B KOSTO ca YCTaHOBEHW.
[okasBaHe: 3a foka3BaHe Ha CbOTBETCTBUETO C NOCOYEHUS KPUTEPUIA, yHaCTHUKBT NOMbIiBa
YacT IV: Kputepuin 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOl1, kaTto noco4sa opraHa,
nsgan goKyMeHTa, HoMepa, nog KOUTO ca BNUCaHWU B NYONNYHUA perncTbp, NoaabpXaH oT
WAI, n HoMepa Ha NnueH3ndaTa, unu ¢ nocodBaHe Ha MHpopMauus, Ye y4acTHUKa €
npon3BoAnTEN Ha odhepUpaHnAT/TE OT HEro MegmkameHT/u. Npn nogaBaHe Ha odepTaTta
y4yacTHUUMTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EELONN. B cnyyante Ha un. 67, an. 5 ot
30T, cboTBETCTBMETO C NOCTABEHOTO M3MUCKBaHE Ce JoKa3Ba C NpeacTaBsaHEeTO Ha 3aBepPEHO
OT y4YacTHuMKa konue Ha PaspelueHne 3a nponsBoacTBO, n3gageHo no peaa Ha 3JMXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHne 3a TbproeBus Ha eapo ¢
nekapcTBeHW NPoayKTHU, NN yaOCTOBEPEHME 3a perncTpaums 3a Tbproeusi Ha egpo c
nekapcTtBa, uUnv paspeLleHune 3a BHoc, nsgageHu no pega Ha 3J1MXM, vnu JlueHsus 3a
TbProBus C HAPKOTUYHM BeLecTBa 3a 6onHu4Ha ynotpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPeAnoxXun Han-H1cKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Becekn yyacTHUK B npoueaypaTa nma npaso Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nLUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUcus 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
nocTbLNUNNUTE 0depTun, CpaBHABA LEeHOBUTE NPeaioKeHNa Ha AoNyCHATUTE 0 oueHKa
ogepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha eguHuua msapka 6es 04C (g, mg, mcg, ml, 1U),
T.€. nNo konoHa 15 Ha MNpunoxenune 1 oo netun /5/ 3Hak cnep gecetTnyHarta 3anetas. B cnyvan
ye, NpeanaraH1Te LeHn Ha ABe unu noseyve ogepTtn 3a 0b6ocobeHa No3nLms ca paBHMU,
KoMmcusaTa npoexaa xpebui 3a onpegensaHe Ha U3nbiHUTEN MEXAY KnacupaHuTe Ha MbpBO
MSICTO ydacTHULUM, cbrnacHo 4. 58, an. 3 ot MM3O0r. * KnacupaHeTo Ha y4yacTHULUTE Lie ce
M3BBHPLUN Bb3 OCHOBA Ha odhepunpaHnTe LieHM 3a BCsKa eHa No3numsa He3aBMCMMO ann KbM
Aararta Ha KnacupaHeTo umMa npomsiHa Ha LeHuTe Ha nekapcrtearta B [MpunoxeHue 2 o1 MJ1C
unu B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBeHuTe npoaykTu. sanckBaHus Kbm
npegnaraHata ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eauHuua Mspka B eBpo 6e3
A0cC (g, mg, mecg, ml, IU) Ha npegnaraHaTa no3vuus, 4o NeTK 3HaK cneg gecetuyHara
3anetas. Obwara cTonHOCT ce noco4ysa B eBpo 6e3 [C oo BTOpu 3HaK crieq gecetTuyHaTa
3anetas. [pegnoXeHnTe LeHn Ha nekapcTBeHUTe NPOAYKTU, Aa He HaaBULLABaT NOCOYEHUTE
ueHwn B MNpunoxerwne 2 ot MNJIC (3a O6ocobenn nosuuum ot 1-6) nnn B Pernctbpa Ha
npegenHUTe LeHn Ha nekapcTBeHnTe NpoayKTu, akTyaneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha npeasuaeHnTe JOCTaBKM Ha CbOTBeTHaTa nosuums. B gorosopa,
CKIMKOYEH B pe3ynTaTt Ha npoBedeHaTta npoueaypa, e ce nocoyat opepupaHute ot
y4aCTHUKA LieHN 3a OTAENHUTE No3numm, CbobpasHO KOUTO CHLUNAT € onpeaerneH 3a
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na3nbnHuTen. Npu npomMsiHa B NOCOKa yBenMyeHne Ha paBHULLETO Ha ueHuTe B MNpunoxeHue 2
oT MNJIC unu B Perncrbpa Ha npeaenHUTe LeHN Ha nekapcTBeHUTE NpoayKTn, Buanoxurens
HAMa OCHOBaHue 3a NpoMsaHa Ha JOroBOpeHUTE LieHoBM napameTpu. Npun HamansisaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenue 2 ot MJ1C (3a O6ocobeHn nosnuymm ot 1-
6) unu B Pernctbpa Ha npedenHuTe LeHU Ha fiekapcTBeHUTE NPOAYKTU N AOCTUraHe Ha
CTOMHOCTU nof opepupaHnte, N3nbrHUTENS € ANTbXeH fa HaManu goctaBHaTta ueHa. B
NPOTUBEH criydyan Bbanoxutens uma npaBoTo e4HOCTPAHHO Aa npekpaTn JOroBOPHUTE
OTHOLLUEHNSA CbC CbLLUMS 3@ CbOTBETHUTE 060CO6EHN NO3NLUN.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/568816
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 07/04/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mor 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 céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucna 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XKan6a moxe ga ce nogasa B 10-gHeBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEOJTHMUA 3A AKTUBHO NEYEHWE HA OHKONOIMM4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtog: LOT-0004
Teideal: "Mannitol 10% 500 ml Solution for infusion,bottle,glass"

198177-2026 Page 16/41


https://app.eop.bg/today/568816
https://app.eop.bg/today/568816

Cur sios: Mannitol 10% 500 ml Solution for infusion,bottle,glass - 500 000 mn
Aitheantoir inmheanach: 568929

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33613000 Laxatives
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
N3NbIIHEHNE Ha nopbykaTa ¢ Ao 6 Mmeceua, B Cny4van Ye B nepnoga Ha AeNCTBUETO MY HeE €
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta 1 € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YCnoBusTa, Npy KOUTO BNM3a B CUa onumsita, ca NocodeHn B NpoekTa Ha
[OroBOp U Ce n3passiBat B CnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
00 N3NBbAHUTENS Bb3nara U3nNbHEHMETO Ha NopbykaTa 3a AONbHUTENEH CPOK; 2. CpOKbT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHeTO Ha knaysaTa 3a onuums 1
yabikaBaHeTO Ha Cpoka MOXe [a Ce M3BbPLUM CamMo Npean n3TuyaHe Ha cpoka Ha A40oroBopa;
4. NMpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bInKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
3a U3NbfHEHNEe CbOOPA3HO C YOABIMKEHNSI CPOK Ha AOroBOpa, B Cy4van Yye npu CKoYBaHETO
Ha [oroBopa, rapaHuusaTa e NnpeAacTtaBeHa nog popmarta Ha 6aHkoBa rapaHums nnu
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsob6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 1 630,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpoKbT 3a M3NbIIHEHME Ha AOrOBOPUTE 3a AOCTaBKa € 24 /aBageceT un yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cura /go ckrouBaHe Ha gorosopu no LIOI ¢ no-
GnaronpusaTHU ycnosus 3a BbanoxuTens, we oTkpue HoBa npoueaypa npe3 M. mapt 2028 r.
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): nil
Eolas breise: Npunoxnmm obcToAaTENCTBA, HANMYMETO HA KOMTO € OCHOBaHWe 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHMsATa 3a
OTCTpaHsiBaHe, Nocoyenn B Un. 54, an. 1 ot 30[T; 2. 3a yyacTHuka BaxaT 3abpaHuTe,
noco4yeHn B No yn. 3, T. 8 ot 3akoHa 3a MIKOHOMUYECKNTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTBaTta, permcTpupaHu B OpUCANKUUKN € npedpepeHumaned JaHbYeH PeXnm,
KOHTpONUpaHuTe OT TAX Nnua U TEXHUTE AENCTBUTENHN COBCTBEHNLM , KAKTO U
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obcToaTencrtearta no yn. 113 ot 3akoHa 3a CmeTHaTa nanata 3. 3a yyacTHUUMUTE He cneaBa
Aa e Hanvue BNnA3no B cuna pelweHne 3a HanaraHe Ha caHkuua Ha FOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHuATa Mo yn. 54 ot 30[1, Bb3NOXUTENAT OTCTPaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTEpPUKM 3a Nnoabop unm He
N3NbITHW OPYro YCNoBMe, NOCOYEHO B 06SIBNEHNETO 3a 06LecTBEHa NOPbYKa UK B
AOKYMeHTaumsTa; 6) y4acTHUK, KOWTO e NpeacTaBuil odepTta, KOATO He OTroBaps Ha
npeaBapuTENHO 06sIBEHNTE YCNOBUA 3a U3NbIIHEHME HA NOpPbYKaTa; B) YYACTHUK, KONTO HE €
npeacrasmn B Cpok ob6ocHoBKa no yun.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTencrea 3a
nobnaronpuaTHaTta LeHa /QoKyMeHT 3a COOCTBEHOCT, HanM4Me Ha NnepcoHarn, cneunannanpaH
codpTyep, EKCKINy3NBHM TbPrOBCKN NpaBa Unmn BCAKO ApYro o6CcToATENCTBO, BOAELLO A0
dopmupaHe Ha no-6naronpuaTHa LeHa/ unu YmaTo oepTa He e NpueTa CbrnacHo yn. 72, an.
3 — 5 ot 30T1. Bbanoxutenar onpeaensa 6a3a 3a cpaBHeEHME, KOraTo ca Hanuue egHa unn ase
odepTun, B pa3amep Ha NpPorHo3HaTa CTOMHOCT Ha Bcsika 06ocobeHa no3nums, 3a KOSiTo
y4yacTHUKa e nogan odepra. r) y4acTHMUM, KOUTO ca CBbP3aHu nuua ) y4acTHUK, nogan
odhepTa, KOUTO HE OTrOBaPAT Ha YCIoOBUSATA 3a NPeACTaBsaHe, BKITHYUTENHO 3a hopma, HauuH,
CPOK M BanuaHoCT; €) nuue, KoeTo e HapyLwmno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsiBa Y4aCTHUK, KOMTO € npefcTaBun odepra, KOATo e
HeMbITHa UMK He OTroBaps Ha YCNoBMsATa, MOCOYEHN B AOKYMeHTaLMATa 3a yyacTtue; 6. OT
yyacTue B npoueaypara ce OTCTpaHsBa y4aCTHUK, B YMATO odhepTa e NpeanoxeHa LeHa,
KOSITO HaAXBbprsi NOCOYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa 06ocobeHa no3nuus, e
6bae oTCTpaHeH OT y4acTue B npoueaypaTa 3a Hesl. 7. MapaHuusaTa 3a U3nbiHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[C. CpokbT 3a U3NbIIHEHME Ha
OOroBopuTe 3a focTaBka e 24 /gBageceT u yetupu/ mecela oT gaTata Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnosus 3a Branoxurens.
CpoKbT 3a M3NbIHEHME Ha JOCTaBKUTE € 0 3 /Tpy/ KanengapHu aHu cneg nonyyaBaHe Ha
3asBKa. 3asiBkaTa ce nogasa no n3bop Ha Bb3NOXUTENs No TenedOoH UM Ha eNeKTPOHHA
nowia. M3BbpLUBaAHETO HA JOCTABKUTE HA MEeOUKAMEHTM e ce YAOCToBepsiBa C ABYCTPAHHO
noanucaH npuemo-npegaBaTteneH npoTokon. NepnoanyHoCT Ha 3asiBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTu, BbLINOXUTENAT NpaBu 3asiBka 3a HeobxoaumMuTe My KOnmyecTBa
3a Bcska egHa obocobeHa no3nums 3a cnegpawmsa mecel. B 3aBncumocT oT cneundmnyHnte
My noTpebHOCT Ha 6a3a NnocTbNMMTE NPe3 Mecela NaumMeHTun, Npyu HeobxoaANMoCT
BBb3MOXUTENAT NPaBun OTAENHM (ONbNBALLN) 3aSIBKU.

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: HAMa OTHOLLeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: MMHMManHu n3nckeaHms 3a rogHocCT (NMpaBoCcnoOCOBHOCT)
3a ynpaxHsaBaHe Ha npodecmnoHanHa enHocT, cbrnacHo yn. 60 ot 30OM 1 AOKyMeHTH:
Y4yacTHUKBT TpsabBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUS Ha €4p0 C fIeKapCTBEHU
NPOAYKTU. YYacCTHUKBT cnefsa Aa npurexasa AOKYMEHTU, yAOCTOBEPSIBALLM NPaBOTO My 3a
TbProBus Ha eapo C nekapcTBeHn Npoayktn, nuagageHo ot MAJ1, no pega Ha yun. 202, BbB
Bpb3ka ¢ un. 195 ot 3J1MXM; nnm npaBoTo My [a NpoM3Bexaa CbOTBETHUS FIEKapCTBEH
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NPOAYKT /B NpUNOXnmMuTe criydyan/ n NnpaBoTo My 3a TbProBusi C HAPKOTUYHM BeLLecTBa 3a
6onHunyHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI /B npunoxmumute cnydan/. CernacHo yn. 60
oT 301, YyxxgecTpaHHUTE y4acTHULM MOraT Aa QoKaxaT permctpauusata cu B aHanornyHmu
pPEerncTpu CbrnacHo 3aKoOHO4ATENCTBOTO Ha AbpKaBaTa YrieHKa, B KOATO Ca YCTAaHOBEHW.
[okasBaHe: 3a Aoka3BaHe Ha CbOTBETCTBMETO C MOCOYEHNS KPUTEPUIA, YHACTHUKBT NoNbIiBa
YacT IV: Kputepuin 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOl1, kaTto noco4sa opraHa,
nsgan oKyMeHTa, HoMepa, nog KOUTO ca BNUCaHWU B NYONNYHUA perncTbp, NoaabpKaH oT
WAI, n HoMepa Ha NnueH3ndaTa, unu ¢ nocodBaHe Ha MHpopMauus, Ye y4acTHUKa €
npon3BoANTEN Ha odhepUpaHnAT/TE OT HEro MegmkameHT/u. Npn nogasaHe Ha odepTaTta
y4yacTHUUMTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EELOIN. B cnyyante Ha un. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO U3NCKBAHE Ce JOKa3Ba C NPeACTaBsSHETO Ha 3aBEPEHO
OT y4YacTHuMKa konue Ha Pa3spelueHne 3a nponsBoacTBoO, n3gageHo no peaa Ha 3JMMXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHne 3a Tbproeus Ha eapo ¢
nekapCcTBEHW NPOAYKTU, UM YOOCTOBEPEHME 3a PErMcTpauns 3a TbproBus Ha epo C
nekapcTtBa, Unu paspeLleHune 3a BHoc, nsgageHu no pega Ha 3J1MXM, vnu JlueHsus 3a
TbProBus ¢ HAPKOTUYHM BelecTBa 3a 6onHu4Ha ynotpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPearoxXun Han-H1cCKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Becekn yyacTHUK B npoueaypaTa nma npaso Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nUUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUcKs 3a pasrnexgaHe, oueHKka u KnacmpaHe Ha
nocTbLNUNUTE 0depTun, CpaBHABA LEeHOBUTE NPeaIoKeHNa Ha JoNyCHATUTE 0 OueHKa
ogepTH, KaTo CbNOCTaBsA egMHMYHATa LeHa Ha eguHuua msapka 6es OC (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha lMNpunoxenne 1 oo netun /5/ 3Hak cnep gecetTnyHarta 3anetas. B cnyvan
ye, NpeanaraH1Te LeHn Ha ABe unu noseyve ogepTtn 3a 0b6ocobeHa No3nLms ca paBHMU,
KoMmcusaTa npoexaa xpebui 3a onpegensaHe Ha U3nbiHUTEN MEXAY KnacupaHuTe Ha MbpBO
MSICTO ydacTHULUM, cbrnacHo 4. 58, an. 3 ot MMN3O0r. * KnacupaHeTo Ha y4yacTHULUTE Lie ce
M3BBLPLUN Bb3 OCHOBA Ha odhepupaHnTe LeHM 3a BCsKa eHa No3numsa He3aBMCMMO ann KbM
Aararta Ha KnacupaHeTo umMa npomsiHa Ha LeHuTe Ha nekapcteata B [MpunoxeHue 2 o1 MJ1C
unu B Pernctbpa Ha npedenHuTe LeHW Ha fnekapcTBeHuTe npoaykTu. snckBaHus Kbm
npegnaraHarta ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eauHuua Mspka B eBpo 6e3
A0cC (g, mg, mecg, ml, IU) Ha npegnaraHaTa no3vuus, 4o NeTK 3HaK cneg gecetuyHara
3anetas. Obwara cTonHOCT ce noco4ysa B eBpo 6e3 [C oo BTOpu 3HaK crieq AecetmyHaTa
3anetas. [pegnoXeHnTe LeHn Ha nekapcTBeHUTe NPOAYKTU, Aa He HaaBULIaBaT NOCOYEeHUTe
ueHwn B MNpunoxerne 2 ot MNJIC (3a O6ocobenn nosuuum ot 1-6) nnun B Pernctbpa Ha
npegenHUTe LeHn Ha nekapcTBeHnTe NpoayKTu, akTyaneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha npeasuaeHnTe JOCTaBKM Ha CbOTBeTHaTa nosuums. B gorosopa,
CKIMOYEH B pe3ynTaTt Ha npoBedeHaTta npoueaypa, e ce nocoyat opepupaHute ot
y4aCTHUKA LieHN 3a OTAEeNHUTE No3numm, CbobpasHO KOUTO CHLUUAT € onpeaerneH 3a
na3nbnHuTen. Npu npomMsHa B NOCOKa yBenMyeHne Ha paBHULWETO Ha ueHuTe B NpunoxeHue 2
oT INJIC unu B Pernctbpa Ha npegenHUTe LeHN Ha nekapcTBeHUTe NpoaykTn, Buanoxurens
HsIMa OCHOBaHWe 3a NPoMsiHa Ha 4OroBOPEHUTE LIEHOBKU napameTpu. Npn HamansiBaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenue 2 ot MJ1C (3a O6ocobeHn nosnuyum ot 1-
6) nnn B Pernctbpa Ha npegenHuTe LeHu Ha nekapcTBEHUTE NPOAYKTM U OCTUraHe Ha
CTOMHOCTU nof opepupaHnte, N3nbrHUTENsS € ANTbXeH Ja HaMmanu gocTtaBHaTta ueHa. B
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NPOTMBEH crnyyan Bb3noxmtens nma npaBoTo €4HOCTPaHHO Aa npekpaTu 4OroBOpHUTE
OTHOLLUEHUS CbC CbLUMSA 3a CbOTBETHUTE 0060CO0OEHN NO3NLMN.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/568816
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: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 07/04/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mor 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 céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucna 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: XXan6a moxe ga ce nogasa B 10-gHeBEH CPOK,
cbrnacHo yn.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANN3NPAHA BEOJTHMUA 3A AKTUBHO NEYEHWE HA OHKONOIMM4YHA
3ABONABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtog: LOT-0005
Teideal: "Chloropyramine 20 mg Solution for injection”
Cur sios: Chloropyramine 20 mg Solution for injection - 100 000 mr
Aitheantoir inmheanach: 569042

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33631200 Emollients and protectives
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Roghanna:

Cur sios ar na roghanna: Bb3noxutenar Moxe Aa yobImkn cpoka Ha Jorosopa 3a
N3NbIIHEHWE Ha NopbyKkaTa ¢ 40 6 MeceLla, B Crnyyan Yye B nepuoga Ha OENCTBUMETO MY He e
AOCTurHaTa NporHo3HaTa CTOMHOCT Ha nopbykaTa U e Hanuue NoTpebHOCT OT NpoabIikaBaHe
Ha JocTaBkuTe. YCrnoBusiTa, Npy KOMTO BNK3a B CMa onumaTta, ca NoCoOYeHn B MPpOeKTa Ha
AOroBOp M ce u3passeat B crnegHoTo: 1. Bb3noXxuTtenaT ¢ oTnpaBsiHe Ha Bb3naraTenHo nmcMmo
00 U3NbNHUTENA Bb3nara U3nbfIHEHNETO Ha NopbYKaTa 3a JONbHUTENEH CPOK; 2. CPOKBLT Ha
Aoroesopa moxe ga 6bae yabikeH ¢ o 6 meceua; 3. BkniouBaHeTo Ha knaysaTa 3a onuus u
yObIKaBaHETO Ha CPOKa MOXe [a Ce U3BbPLUM caMo Npeaun U3TuyaHe Ha Cpoka Ha LOroBopa;
4. MNpwn akTUBMpaHe knaysaTta, U3NbIHUTENSAT ce 3a4b/hkaBa Aa yabIKU CPpoKa Ha rapaHumsTa
3a U3NbJIHEHME CbOBPA3HO C YyABbIMKEHUSA CPOK HA AOroBOpa, B Cryyan Ye npu CKNYBaHETO
Ha QOroBopa, rapaHuusTa e npeacraBeHa noa opmata Ha 6GaHKoBa rapaHumns nUnu
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oanten 100
Baile: BapHa
Cad poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 4 070,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbMHEHME HA OOroBOpUTE 3a AocTaBka € 24 /aBageceT n yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go cknoyBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusiTHM ycrnoBus 3a Bbanoxutens, we oTkpue HoBa npoueaypa npe3 M. mapt 2028 r.
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): nil
Eolas breise: Npunoxnmm obctoaTencTea, HaNMYMEeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsibBa fa ca Ha nuue OCHoBaHWsTa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30r1; 2. 3a yyacTHuka Baxkat 3abpaHuTe,
noco4eHn B no 4n. 3, 7. 8 oT 3akoHa 3a MIKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLLEHUSA C
Apy)XecTBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumaned JaHbYeH PEeXnM,
KOHTPOMNMPaHMTE OT TAX Nuua N TEXHUTE AENCTBUTENHN COOCTBEHULM , KAKTO U
obctoarencrteaTa no yn. 113 ot 3akoHa 3a CmeTHaTa nanarta 3. 3a yyacTHMUMUTE He crneaBa
0a e Hanuue BNs3Mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa no 4n. 54 ot 30l1, Bb3NOXUTENAT OTCTpaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a noabop unv He
N3NbIHU OPYro ycrioBme, NOCOYEHO B 00sIBNEHMETO 3a 0bLecTBEHaA NOpbYKa NN B
AOKyMeHTaumaTta; 6) y4acTHUK, KOWTO € npeacTaBun ogpepTa, KOATO He OTroBaps Ha
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npenBapuTeNnHO 06sIBEHNTE YCNOBUS 3a U3MbIIHEHWE HA MOpPbYKaTa; B) YUYaCTHUK, KOWTO He e
npeacrasnn B Cpok ob6ocHoBKa no yun.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTencrsa 3a
nobnaronpusiTHaTa LieHa /A0KYMeHT 3a COOCTBEHOCT, Hanm4ymMe Ha nepcoHar, cneunanmanpaH
codpTyep, EKCKITy3MBHM TbProBCKU MpaBa UM BCAKO ApYro o6CToaTeNncTBO, BOAELLO 4O
dopmMurpaHe Ha no-6naronpuaTHa LeHa/ unu YnuaTo odepTa He e NpueTa CbrnacHo Yn. 72, an.
3 — 5 ot 30T1. Bbanoxutenar onpeaensa 6a3a 3a cpaBHeEHME, KOraTo ca Hanuue egHa unm ase
ochepTn, B paamep Ha NporHo3HaTa CTOMHOCT Ha BCcsika 06ocobeHa no3nums, 3a KOsiTo
y4yacTHUKa e nogan odepra. ) y4acTHMLUM, KOUTO ca CBbP3aHu nNuua ) y4acTHUK, nogan
ochepTa, KOUTO HE OTTOBAPSIT HA YCINOBUATA 3a NpeacTaBsiHe, BKMYUTENHO 3a hopMa, HaumH,
CPOK M BanuAHoOCT; €) nuue, KoeTo e HapyLwmno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. OT
yyacTue B npoueayparta ce OTCTpaHsiBa y4acTHUK, KOWTO e NpeacTaBun ogepTa, KosTo e
HeMbITHa UMK He OTroBaps Ha YCNoBMsATa, MOCOYEHN B IOKYMeHTaLMATa 3a yyacTtue; 6. OT
yyacTue B npoueaypaTta ce OTCTpaHsiBa y4acTHUK, B YNSITO odoepTa e npeasioxkeHa LeHa,
KOATO HAOXBbPIIA MOCOYEHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa ob6ocobeHa no3nuus, Lwe
Obae OTCTpaHeH OT yyacTve B npoueaypaTa 3a Hes. 7. [apaHumaTa 3a n3nbrHeHne Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonmHocT 6e3 [1[JC. CpoKkbT 3a M3NbIIHEHME Ha
JoroBopuTe 3a JocTaBka e 24 /oBageceT 1 YeTupw/ Mecela oT faTaTa Ha BfvM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTens.
CpoKbT 3a M3NbIIHEHME Ha AOCTaBkMTe € 40 3 /Tpu/ kaneHdapHU OHW cref nony4vaBaHe Ha
3asiBKa. 3asiBkaTa ce nogasa no n3bop Ha Bb3NOXUTENS NO TeNedOH UK Ha eNeKTPOHHA
nowa. N3BbpLuBaHETO Ha AOCTaBKUTE Ha MeaUKaMeHTH e ce yaoCToBepsiBa C ABYCTPaAHHO
noanucaH npuemo-npegaBaTteneH npoTokon. NepnoanyHoCT Ha 3asiBKUTE - BEAHBX MECEYHO,
Ha 6a3a NPOrHO3HM pas3yeTn, Bb3NOXUTENAT NpaBu 3asiBka 3a HeobxoaumuTe My Konuyectea
3a BCcska egHa 06ocobeHa nosvums 3a crnegsawusa mecel. B 3aBucumocT ot cneunduyHuTe
My noTpebHOCTM Ha 6a3a NocTbNMNMTE Npe3 MeceLa NnaumMeHTn, Npyu HeobxoanmocT
BBb3MOXUTENAT NPaBun OTAENHM (ONbNBALLN) 3aSIBKU.

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: HAMa OoTHOoLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: MMHUManHu n3nckeaHms 3a rogHocCT (NMpaBoCcnoOCOBGHOCT)
3a ynpaxHsaBaHe Ha npodecmnoHanHa genHocT, cbrnacHo yn. 60 ot 30M 1 AOKyMeHTH:
Y4yacTHUKBT TpsabBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUs Ha €4p0 C fIeKapCTBEHU
NPOAYKTU. YYacCTHUKBT cnefsa Aa npurexasa AOKYMEHTU, yAOCTOBEPSIBALLM NPaBOTO My 3a
TbProBus Ha eapo C nekapcTBeHn Npoayktn, nusgageHo ot MAJ1, no pega Ha yn. 202, BbB
Bpb3ka ¢ 4n. 195 ot 3J1MXM; nnm npaBoTo My fa NpoM3Bexaa CbOTBETHUS fIEKapCTBEH
NPOAYKT /B NPUNOXnMuTe crnydan/ n npaBoTo My 3a TbProBus ¢ HAPKOTUYHU BeLLecTBa 3a
6onHmn4yHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI /B npunoxmumute cnydan/. CoernacHo yn. 60
ot 30T, yyxgecTpaHHUTE y4acTHMUM MoraT a AOoKaxaT perucrpauusita cvM B aHanormyHu
PEerncTpu CbrnacHo 3aKOHOAATENCTBOTO Ha AbpXXaBaTa YreHka, B KOSTO ca YCTaHOBEHW.
[okasBaHe: 3a foka3BaHe Ha CbOTBETCTBUETO C MOCOYMEHUS KPUTEPUIA, yHaCTHUKBT NOMbIiBa
YacT IV: Kputepuin 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOl1, kaTto noco4sa opraHa,
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nsgan goKyMeHTa, HoMepa, nog KOUTO ca BNUCaHWU B NYONNYHUA perncTbp, NoaabpKaH oT
WAI, n HoMepa Ha NnueH3ndaTa, unu ¢ nocodBaHe Ha MHpopMauus, Ye y4acTHUKa €
npon3BoANTEN Ha odhepUpaHnAT/TE OT HEro MegmkameHT/u. Npn nogasaHe Ha odepTaTta
y4yacTHUUMTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EELOIN. B cnyyante Ha un. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO M3NCKBAHE Ce JOKa3Ba C NPeACTaBSHETO HA 3aBEPEHO
OT y4YacTHuMKa konue Ha PaspelueHne 3a nponsBoacTBO, n3gageHo no peaa Ha 3JMXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHne 3a Tbproeus Ha eapo ¢
nekapCcTBEHW NPOAYKTU, UM YOOCTOBEPEHME 3a PErMcTpauns 3a TbproBus Ha egpo C
nekapcTtBa, Unv paspelleHune 3a BHoc, nsgageHu no pega Ha 3J1MXM, vnu JlueHsus 3a
TbProBus C HAPKOTUYHM BelecTBa 3a 6onHu4Ha ynotpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPearoxXun Han-H1cKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nums. Becekn yyacTHUK B npoueaypaTa nma npaso Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nLKUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxutensa KOMUCKs 3a pasrnexgaHe, oueHKka u KnacmpaHe Ha
nocTbLNUNUTE 0depTun, CpaBHABA LEeHOBUTE NPeasiIoKeHNa Ha JoNyCHATUTE 0 OoueHKa
odepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha eguHuua mspka 6es JC (g, mg, mcg, ml, 1U),
T.€. no konoHa 15 Ha MNpunoxenne 1 oo netun /5/ 3Hak cnep gecetTnyHarta 3anetas. B cnyvan
ye, NpeanaraH1Te LeHn Ha ABe unu noseyve ogepTtn 3a 0b6ocobeHa No3nLms ca paBHMU,
KoMmcusaTa nposexaa xpebui 3a onpegensaHe Ha U3nbiHUTEN MEXAY KnacupaHuTe Ha MbpBO
MSICTO ydacTHULUM, cbrnacHo 4. 58, an. 3 ot MM3O0r. * KnacupaHeTo Ha y4yacTHMLUTE Lie ce
M3BBPLUN Bb3 OCHOBA Ha odhepunpaHnTe LeHM 3a BCsKa eHa No3numsa He3aBMCMMO ann KbM
Aararta Ha KnacupaHeTo umMa npomsiHa Ha LeHuTe Ha nekapcteata B [MpunoxeHue 2 o1 MJ1C
unu B Pernctbpa Ha npegenHuTe LeHn Ha fnekapcTBeHuTe npoaykTu. snckBaHus Kbm
npegnaraHarta ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eauHuua Mspka B eBpo 6e3
A0cC (g, mg, meg, ml, IU) Ha npegnaraHata no3vuus, 4o NeTK 3HaK cneg gecetuyHara
3anetas. Obwara cTonHoCT ce noco4ysa B eBpo 6e3 [C oo BTOopu 3HaK crieq AeceTuyHaTa
3anetas. [pegnoXeHnTe LeHn Ha nekapcTBeHUTe NPOAYKTU, Aa He HaaBULIaBaT NOCOYEHUTE
ueHwn B MNpunoxerwne 2 ot MNJIC (3a O6ocobenn nosuuum ot 1-6) nnn B Pernctbpa Ha
npegenHiTe LeHn Ha nekapcTBeHnTe NpoayKTW, akTyaneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha npeasuaeHnTe JOCTaBKM Ha CbOTBeTHaTa nosuums. B gorosopa,
CKIMOYEH B pe3ynTaTt Ha npoBedeHaTta npoueaypa, e ce nocoyat opepupaHute ot
y4aCTHUKA LieHN 3a OTAENHUTE No3numm, CbobpasHO KOUTO CHLUNAT € onpeaerneH 3a
na3nbnHuTen. Npu npomMsHa B NOCOKa yBenvyeHne Ha paBHULETO Ha ueHuTe B NpunoxeHuve 2
oT INJ1C unu B Pernctbpa Ha npegenHUTe LeHN Ha nekapcTBeHUTe NpoaykTn, Buanoxurens
HsIMa OCHOBaHWe 3a NPoMsiHa Ha 4OroBOPEHUTE LIEHOBWU napameTpu. Npn HamansiBaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenue 2 ot MJ1C (3a O6ocobeHn nosnuyum ot 1-
6) nnn B Pernctbpa Ha npegenHuTe LeHu Ha nekapcTBeHUTe NPOAYKTM U OCTUraHe Ha
CTOMHOCTU nof odpepupaHnte, N3nbrHUTEnNs e ANTbXeH Ja HaMmanu goctaBHaTta ueHa. B
NPOTUBEH criydyan Bbanoxutensa uma npaBoTo e4HOCTPaHHO Aa npekpaTn JOroBOPHUTE
OTHOLLIEHNS CbC CbLUMSA 3a CbOTBETHUTE 000CODEHN NO3ULINN.

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/568816
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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/568816
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
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: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 07/04/2026 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: >Kanta moxe ga ce nogasa B 10-gHEBEH CPOK,
cbrnacHo 4n.197, an.1, 7.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNMeEyUMANN3NPAHA BEOJTHUNLA 3A AKTUBHO JIEYEHWE HA OHKONOI M4YHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOQO[

5.1. Luchtég: LOT-0006
Teideal: "Metoclopramide 10 mg/2 ml Solution for injection Ampoule, colourless glass class I"
Cur sios: Metoclopramide 10 mg/2 ml Solution for injection Ampoule, colourless glass class | -
100 000 wr.
Aitheantoir inmheanach: 569048

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33612000 Medicinal products for functional gastrointestinal disorders
Roghanna:
Cur sios ar na roghanna: Bb3noxutenaT Moxe fa YAbIKM Cpoka Ha AoroBopa 3a
N3NbITHEHNE Ha nopbykaTa ¢ Ao 6 Meceua, B Cny4van Yye B nepnoga Ha AENCTBUETO MY HE €
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbyKaTa 1 e Hanuue NoTPeBGHOCT OT NPOoAbINKaBaHe
Ha goCcTaBKuTE. YCNnoBusaTa, Npy KOUTO BfM3a B CUMa onumsiTa, ca NoCoOYeHM B NpoeKkTa Ha
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[IOroBOp 1 Ce U3passaBart B cnefHoTo: 1. Bb3noxuTenar ¢ oTnpassHe Ha Bb3naratenHo nMcMo
[10 U3MbITHUTENS Bbanara U3nblHEHMETO Ha NopbYyKaTa 3a AONbIHUTENEH CPoK; 2. CPOKbT Ha
[loroBopa Moxe Aa 6bae yabimkeH ¢ 4o 6 Meceua; 3. BknoysaHeTo Ha knaysaTa 3a onuusi 1
yABbIKaBaHETO Ha CpOKa MOXe a ce U3BbPLUN caMo Npean U3TMYaHe Ha CpoKa Ha JoroBopa;
4. Mpu akTMBMpaHe KnaysaTa, U3NbIHUTENAT ce 3aQbimKaBa Aa YAbIKU CpoKa Ha rapaHuusTa
3a M3NbIHEeHNe CboBPa3HO C YABbIMKEHNS CPOK Ha AOroBopa, B Cryyai 4e npu CKMoYBaHeTo
Ha [JoroBopa, rapaHuMaTa e npeacTtaBeHa noa doopmMarta Ha GaHkoBa rapaHLUus Unu
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oanten 100
Baile: BapHa
Caod poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 4 680,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbIIHEHME HA OOroBOpUTE 3a AocTaBka € 24 /aBageceT u yetupu/
Mecelua OT JaTaTa Ha BfiM3aHeTo My B cuna /go ckntoyBaHe Ha gorosopu no LIOIM ¢ no-
OnaronpusTHM yCcrnoBus 3a Bbanoxutens, we oTkpue HoBa npoueaypa npes3 M. mapt 2028 r.
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): nil
Eolas breise: Npunoxnmm obcTtoaTencTea, HaNMYMeTo Ha KOMTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsibBa fa ca Ha nuue OCHoBaHusATa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30[1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
noco4eHn B no 4sn. 3, 7. 8 oT 3akoHa 3a MIKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLLEHUSA C
Apy)XecTBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumanel JaHbYeH PEXnM,
KOHTPOMNMPaHMTE OT TAX Nuua 1 TEXHUTE AENCTBUTENHN COOCTBEHULM , KAKTO U
obctoarencTteaTa no yn. 113 ot 3akoHa 3a CmeTHaTa nanarta 3. 3a yyacTHMUMUTE He crneaBa
0a e Hanuue BNs3Mo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusaTa no 4n. 54 ot 3001, Bb3NOXUTENAT OTCTPaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a Nnoabop unv He
N3NbIHU OPYro ycrioBme, NOCOYEHO B 005IBNEHMETO 3a 0bLecTBeHa NopbYka Unum B
AOKyMeHTaumaTta; 6) y4acTHUK, KOUTO € npeacTaBui ogpepTa, KOATO He OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUA 3a U3MbIIHEHNE HA NopbYykaTa; B) YYaCTHUK, KOUTO He €
npenctasun B Cpok ob6ocHoBKa no yn.72, an.1 ot 30[1, npuapyxeHa ¢ gokasaTenicTea 3a
nobnaronpusTHaTa LeHa /4OKYMEeHT 3a COOCTBEHOCT, HanMyne Ha nepcoHarl, cneyvanmanpaH
copTyep, EKCKIY3MBHU ThProBCKU NpaBa Unn BCAKO ApYyro o6CToATencTeo, BOAELLO A0
dopMumpaHe Ha no-6naronpustHa LeHal/ nnmn Ynsato odepTa He € NpueTa CbriacHo Yun. 72, an.
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3 — 5 ot 30Tl1. Bbanoxutenat onpegens 6a3a 3a cpaBHeHMe, KOraTo ca Hanuue egHa unun ase
odepTu, B pasmMep Ha NporHo3HaTa CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KOATo
yyacTHUKa e nogan ogepra. r) ydacTHMUM, KOUTO ca CBbP3aHu nNuua ) y4acTHUK, nogan
odepTa, KOUTO HE OTTOBAPSAT Ha YCNOBMATA 3a NpeACTaBsiHe, BKIIOUYNTENHO 3a hopMa, HauuH,
CPOK 1 BanuAHOCT; €) Nuue, KOeTo e HapyLwmno 3abpana no un. 101, an. 91 10 ot 30TI1. 5. OT
yyacTue B npoueaypara ce oTCTpaHsBa y4acTHUK, KOMTO e npeactasun odepTa, KOATO e
HenbIlHa UK He OTroBapsi Ha YCNoBMsATa, MOCOYEHN B AOKYMeHTaLmMATa 3a yyactue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsaBa y4acTHUK, B YAATO odoepTa e npenrioxeHa LeHa,
KOSAAITO HaAXBbPIS NOcoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa obocobeHa no3nuums, Lie
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hed. 7. [apaHumnaTa 3a nanbiHeHne Ha
ckntoveH [oroeop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKbT 3a M3NbIIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n yetupu/ meceua OT gaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTtens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKMUTE € A0 3 /Tpwu/ KaneHgapHu AHW cred nonyyaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTensi no TenedoH NnNn Ha enekTPoHHa
nowia. M3sbpluBaHETO Ha AOCTaBKUTE Ha MeOMKAaMEHTU LLe Ce YAOCTOoBepSABa C ABYCTPAHHO
nognucaH npmvemo-npeaaBsartesnieH NnpoTokon. MNepnoanyHOCT Ha 3asBKUTE - BEAHBbX MECEYHO,
Ha 6a3a NPOrHO3HN pa3vyeTn, BL3INOXUTENAT NpaBu 3asiBKa 3a HE06XoaANMUTE My KONMyecTBa
3a Bcsika egHa obocobeHa no3uums 3a cnegeawmnsa mecel. B 3aBucmMmocTt oT cneundunyHmuTte
My noTpebHoCcTM Ha Basa nocTbNMNUTE Npe3 Mecela NauneHTn, Npu HeobxoanmocT
BB3MOXUTENAT NpaBun OTAENHM (4ONbNBALLN) 3aSBKU.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: MuHnmanHu namckeaHusi 3a rogHocCT (MpaBoCcnocobHOCT)
3a ynpaxHsaBaHe Ha npodecnoHanHa 4enHocT, cbriacHo yn. 60 ot 30M 1 AOKyMeHTU:
Y4yacTHUKBT TpsbBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUS Ha €4po C fiekapCTBEHU
NPOAYKTU. YYaCTHUKBT crieBa Aa nputexasa JOKYMEHTU, yOOCTOBepsiBaLLM NpaBoTo My 3a
TbProBuA Ha epo C nekapcTBEHN NPoayKTH, nsgageHo ot NAJI, no pega Ha un. 202, BbB
Bpb3ka ¢ un. 195 ot 3/1MXM; nnm npaBoTo My Aa npousBexaa CbOTBETHUS fIeKapCTBEH
NPOAYKT /B NpUNoOXnmMuTe criydan/ n NnpaBoTo My 3a TbProBusi C HAPKOTUYHM BeLlecTBa 3a
6onHu4Ha ynotpeba, cbrnacHo 4n.32 ot 3KHBI1 /B npunoxumute cnydaun/. CwrnacHo yn. 60
oT 301, YyxxgecTpaHHUTE y4acTHULM MOraT Aa JoKaxaT permctpauusata cu B aHanornyHmu
perncTpu CbrnacHo 3aKoHOO4AaTENCTBOTO Ha AbpXKaBaTa YreHKa, B KOATO ca YCTaHOBEHW.
[okasBaHe: 3a Aoka3BaHe Ha CbOTBETCTBMETO C MOCOYEHNS KPUTEPUIA, YHACTHUKBT NoMbriBa
Yacrt IV: Kputepuin 3a noabop, pasgen A: NogHocT, T.1 Ha EE[JOI, kaTo nocoyBa opraHa,
n3gan JoKyMeHTa, HoMepa, nog KOWTO ca BNUCaHW B NYONNYHUA perucTbp, NoaabpxaH oT
WAJ1, n Homepa Ha NUuUeH3naTa, UNn ¢ NOCoYBaHe Ha MHAOPMaLUNS, Ye y4acTHUKa e
npovssoauTen Ha odepupaHusaT/Te oT Hero megukameHT/w. Npu nogaBaHe Ha odepTaTta
y4yacTHUUUTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EE[OIN. B cnyvyante Ha un. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO U3NCKBaHE Ce JoKa3Ba C NpeACTaBsHETO Ha 3aBepeHo
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OT y4YacTHUMKa Konue Ha Pa3spelueHne 3a npon3BoacTBo, u3gageHo no pega Ha 3J1MXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHune 3a Tbproeus Ha eapo C
nekapcTBEHM NPOAYKTU, NN yOOCTOBEPEHME 3a PErNCTPaLMs 3a TbProBus Ha efpo ¢
nekapcTBa, Unu paspeLleHne 3a BHOC, nsgagexu no pega Ha 3J1MXM, nnm JlnueHaus 3a
TbProBus C HAPKOTUYHM BellecTBa 3a 6onHu4Ha ynoTtpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cernacHo un. 70, an. 2, 1. 1 ot 301
Cur sios: Ha nbpBO MSACTO ce Knacupa y4acTHUKBLT, MPeanoXui Hanl-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3nuunsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTtasu
odepTa 3a egHa unm noseye o60cobeHn No3numuK, BKNIOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Mmoxe Aa 6bae cnedeneHa oT pasfivyeH yYacTHUK.
HasHauyeHaTa oT Bb3noxmtensa KOMUcus 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
NoCTbLNUNINTE 0GPEPTUN, CPaBHSBA LEHOBUTE NPEeaIOKEHNA Ha AONYCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATAa LeHa Ha eauHuiua mapka 6es 40C (g, mg, meg, mi, 1U),
T.e. no konoHa 15 Ha lNpunoxeHne 1 oo neTtun /5/ 3Hak cnea aecetTnyHaTa 3anetad. B cnyyan
ye, NpeanaraH1Te LeHn Ha ABe nnu noseve odepTtn 3a 06ocobeHa No3nums ca paBHMU,
KoMucusTa nposexaa xpebun 3a onpegensaHe Ha U3NbAHUTEN MEXAY KracupaHuTe Ha MbpBO
MSICTO y4YacTHUUM, cbrnacHo yn. 58, an. 3 ot MNM30TI1. * KnacnpaHeTo Ha yyacTHULMTE LWe ce
N3BBbPLUM Bb3 OCHOBA Ha ohepupaHnTe LeHN 3a BCska egHa No3nums He3aBUCMMO Janu KbM
AaTaTa Ha KnacvpaHeTo MMma NpoMsiHa Ha LeHuTe Ha nekapcrBata B [punoxexue 2 ot MJ1C
unu B Pernctbpa Ha npeaenHuTe LeHn Ha NekapcTBeHuTe nNpoaykTn. 3anckBaHms Kbm
npegnaraHarta ueHa YyactHuunte npeanarat EanHnyHa ueHa Ha eauHuua Mspka B eBpo 6e3
A0C (g, mg, mcg, ml, IU) Ha npegnaraHata no3vums, 4o NeTu 3Hak crneg gecetmyHaTta
3anetas. Obwara cTomHocT ce nocoyBa B eBpo 6e3 [J[1C oo BTOpu 3HAK crieq AeceTuyHaTa
3aneTtas. [pegnoXeHnTe LeHN Ha NekapcTBeHUTE NPOAYKTU, Aa HE HaaBULLIABAT NOCOYEHUTE
uenun B MNpunoxenwne 2 ot MJIC (3a O6ocobenn nosnumm ot 1-6) nnn B Permctbpa Ha
npegenHUTe LeHN Ha nekapcTBEHUTE NPOAYKTU, akTyaneH KbM AaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha NpeaBnaeHUTE AOCTaBKM Ha CbOTBETHaTa no3uums. B gorosopa,
CKIMIOYEH B pe3ynTaTt Ha NpoBeAeHaTa npoueaypa, Lwe ce nocoyat opepupaHnte ot
y4acTHUKA LieHM 3a OTAENHUTE No3nuumn, CbobpasHO KOUTO CbLUUAT € onpeaerieH 3a
na3nbnHuTen. Npu npomMsiHa B NOCOKa yBENMYEHME Ha PaBHULLETO Ha ueHuTe B MpunoxeHue 2
oT MNJIC unu B Perncrbpa Ha npeaenHuTe LeHN Ha NekapcTBeHUTE NpoaykTn, Bvanoxutens
HAMa OCHOBaHue 3a NpoMsaHa Ha AOrOBOPEHUTE LieHOBM NapameTpu. Npun HamansisaHe Ha
LueHunTe Ha nekapcTeeHuTe cpeactsa B [Npunoxenne 2 ot MJ1C (3a O6ocobeHn nosmuymm ot 1-
6) unu B Pernctbpa Ha npeaenHuTe LeHN Ha NiekapcTBEHUTE NPOAYKTU N AOCTUraHe Ha
CTOMHOCTW nopg, odepupanuTe, M3anbnHUTENs e AnbXeH Aa Hamanu gocTaBHaTa LeHa. B
NPOTUBEH criyyan Bb3noxutensa numa npaBoTo e4HOCTPAHHO a npekpaTn JOroBOPHUTE
OTHOLLEHNS CbC CbLUMSA 3a CbOTBETHUTE 000COOEHN NO3ULINN.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LUANC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
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Seoladh an chur isteach: https://app.eop.bg/today/568816

Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach

Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)

Leaganacha malartacha: Ni ceadmhach

Spriocdhata chun tairiscinti a fhail: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa

An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 07/04/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa

Ait: B cuctemara

Téarmai an chonartha:

Ni mér an conradh a chur i 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 gcoras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitichain: Komucua 3a 3awmra Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHeEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANM3NPAHA BEONMHULA 3A AKTUBHO NNEYEHWE HA OHKOJTOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtég: LOT-0007
Teideal: "Glucose, sodium chloride 500 ml Solution for infusion,Viaflo Bag, plastic"
Cur sios: Glucose, sodium chloride 500 ml Solution for infusion,Viaflo Bag, plastic - 4 000 000
M
Aitheantoir inmheanach: 569049

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33692210 Parenteral feeding solutions
Roghanna:
Cur sios ar na roghanna: Bb3noxuTenar Moxe Aa yAbIDKM CPOKa Ha A0roBopa 3a
N3NbIIHEHNE Ha nopbykaTa ¢ Ao 6 Mmeceua, B Cny4van Yye B nepunoga Ha AeNCTBUETO MY HeE e
[OCTUrHaTa NporHo3HaTa CTOMHOCT Ha NMopbykaTa U € Hanuue NoTpeBGHOCT OT NPOoAbIKaBaHe
Ha gocTaBkuTe. YCnoBusTa, Npy KOUTO BNM3a B CUa onumsita, ca NocodeHn B NpoekTa Ha
[OroBOp U ce n3passiBat B cnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsiHe Ha Bb3naraTtesiHo NMCMo
00 N3NBbAHUTENS Bb3nara U3nNb/HEHMETO Ha NopbYkaTa 3a AONbHUTENEH CPOK; 2. CpOKbT Ha
AoroBopa Moxe aa 6bae yabimkeH ¢ Ao 6 meceua; 3. BknouBaHETO Ha Knay3aTa 3a onuums 1
yabikaBaHeTO Ha Cpoka MOXe [a Ce M3BbPLUM CamMO Npean n3TuyaHe Ha cpoka Ha A4oroBopa;
4. Mpun akTUBMpaHe KnaysaTa, U3NbAHUTENAT Ce 3a4bInKaBa Aa YObIDKM CpoKa Ha rapaHumsTa
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3a M3MblIHEHe CbobpasHO C yObIMKEHNS CPOK Ha 4OroBopa, B Criydai Ye npu CKIloYBaHETo
Ha JoroBopa, rapaHuuaTa e NpeacTtaBeHa noa oopmMaTta Ha GaHkoBa rapaHLUus Unm
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocsob6oauten 100
Baile: BapHa
Cdd poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 7 520,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpokbT 3a U3NbIIHEHME HA JOrOBOpPUTE 3a AoCTaBka e 24 /aBageceT u yetupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go cknouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusTHM ycnoBus 3a Bbanoxntens, we oTkpme HoBa npoueaypa npe3 M. mapT 2028 r.
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): nil
Eolas breise: Npunoxnmm obctoaTenctasa, HanMYMeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OoTCTpaHsiBaHe, nocoyeHn B un. 54, an. 1 ot 30[1; 2. 3a yyacTHuKa BaxaT 3abpaHuTe,
noco4YeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLUKN C npedepeHumaned JaHbYeH PEXnM,
KOHTPONMPaHUTE OT TAX NMLA U TEXHUTE AEUCTBUTENTHN COBCTBEHNULN , KAKTO U
obcToaTencrteara no 4n. 113 ot 3akoHa 3a CmeTHaTta nanaTta 3. 3a y4acTHUUUTE He cneaBa
[Aa e Hanuue Bfs3no B cuUna pelleHne 3a HanaraHe Ha caHkums Ha KOJ1 no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa No 4. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBeHUTE KpUTepumn 3a noabop unu He
N3NbIHU OPYro ycroBue, MOCOYEHO B 0051BrieHMETO 3a obLiecTBeHa Nopbyka Unu B
AOKYMeHTaumsTa; 6) y4acTHUK, KOMTO e NpeacTaBun odepTta, KOATO He OTroBaps Ha
npegsapuTeniHo o6siBeHUTE YCNoBUSA 3a U3MbIIHEHWE HA NOpbYKaTa; B) YHAaCTHUK, KOUTO He €
npeacTtasmn B cpok ob6ocHoBka no un.72, an.1 ot 30M, npuapyxeHa ¢ gokasaTencrsea 3a
nobnaronpuaTHaTa LeHa /QOKYMEeHT 3a COBCTBEHOCT, HanMyne Ha nepcoHarn, cneynanmsmpaH
codpTyep, EKCKINy3nBHM TbProBCKN NpaBa Unn BCAKO APYro o6CToATeNcTBo, BOAELLO A0
dopmupaHe Ha no-6naronpusitHa LUeHa/ nnu 4msTo odepTa He € NpueTa CbINacHo Y. 72, an.
3 — 5 o1 30T1. BranoxuTtenaT onpeaenst 6asa 3a cpaBHeHWe, KOraTo ca Hanuue egHa unv ase
odepTn, B pasMmep Ha NPOrHo3HaTa CTOMHOCT Ha BCska 060cobeHa no3uums, 3a KosaTo
yyacTHUKa e nogan ogepra. r) y4acTHMUM, KOUTO ca CBbP3aHu nNuua ) y4acTHUK, nogan
ogepTa, KOUTO HE OTTOBAPSAT Ha YCrOBMUSATA 3a NpeACcTaBsHe, BKIIUYUTESHO 3a hopMa, HauuH,
CPOK M BanuaHoOCT; e) nuue, KoeTo e HapyLwwmuno 3abpana no yn. 101, an. 9 n 10 ot 30rM1. 5. OT
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yyacTue B npoueayparta ce OTCTpaHsiBa Y4aCTHUK, KOWTO e npeacTaBun odepTa, KoaTo e
HenbfiHa UK He OTroBaps Ha YCINOBMATA, NOCOYEHM B AOKYMEHTauumaTa 3a ydactue; 6. Ot
yyacTue B npoueayparta ce OTCTpaHsiBa Y4acCTHUK, B YMATO odoepTa € npeasioxkeHa LeHa,
KOATO HAOXBbPIIA MOCOYEHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa ob6ocobeHa no3nuus, Lwe
Obae OTCTpaHeH OT yyacTue B npoueayparta 3a Hes. 7. [apaHuusiTa 3a U3nbfiHEHUE Ha
ckntoveH [loroBop € 3 % oT HeroBaTa ctonHocT 6e3 [1[C. CpoKkbT 3a M3NbIIHEHME Ha
[OroBopuTe 3a AoCTaBka e 24 /aBageceT 1 YyeTupu/ mecela OT JataTa Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpusitHu ycnosus 3a Bwanoxurens.
CpoKbT 3a U3NbIIHEHNE Ha JOCTaBkMTE e A0 3 /Tpu/ KanenaapHW AHW crnef noryyYaBaHe Ha
3asiBKa. 3asiBkaTa ce nogasa no n3bop Ha Bb3NOXUTENS NO TeNedOoH UK Ha eNeKTPOHHA
nowia. M3BbpLuBaHeTo Ha AOCTaBKMTE HA MEAMKaMEHTHU Le ce YA0CTOBepsiBa C ABYCTPAHHO
noAnNucaH npuemo-npegasaTtenieH NpoTokon. NepnognYHOCT Ha 3asBKUTE - BEOHBX MECEYHO,
Ha 6a3a NPOrHO3HU pa3yeTy, Bb3NOXUTENAT NpaBu 3asiBKa 3a HEOOXOAMMUTE My KONU4yecTBa
3a BCcska egHa 06ocobeHa nosvums 3a crnegsawusa mecel. B 3aBucumocT ot cneunduyHuTe
My noTpebHOoCTM Ha 6asa nocTbNUnIMTE Npe3 Mecela NauneHTu, Nnpu HeobxoammocT
Bb3NOXUTENAT NPaBn OTAENHU (LONbIBALLM) 3aABKN.

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: HAMa OoTHOoLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: MMHUManHu n3nckeaHms 3a rogHocCT (NMpaBoCcnoOCOBHOCT)
3a ynpaxHsaBaHe Ha npodecmnoHanHa enHocT, cbrnacHo yn. 60 ot 30OM 1 AOKyMEeHTH:
Y4yacTHUKBT TpsabBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUs Ha €4p0 C fIeKapCTBEHU
NPOAYKTU. YYacCTHUKBT cnefsa Aa npurexasa AOKYMEHTU, yAOCTOBEPSIBALLM NPaBOTO My 3a
TbProBus Ha egpo C nekapcTBeHn Npoayktu, nusgageHo ot MAJ1, no pega Ha yun. 202, BbB
Bpb3ka ¢ un. 195 ot 3J1MXM; nnm npaBoTo My fa Npou3Bexaa CbOTBETHUS fIEKapCTBEH
NPOAYKT /B NpUNOXNMUTE criydyan/ n NnpaBoTo My 3a TbProBusi C HAPKOTUYHM BeLLeCTBa 3a
6onHun4yHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI /B npunoxmumute cnydan/. CoernacHo yn. 60
oT 301, YyxgecTpaHHUTE y4acTHULM MOraT Aa AoKaxaTt permctpauusata cu B aHanornyHmu
PerncTpu CbrnacHo 3aKOHOAATENCTBOTO Ha AbpXXaBaTa YreHka, B KOSTO ca YCTaHOBEHW.
[okasBaHe: 3a Aoka3BaHe Ha CbOTBETCTBMETO C MOCOYEHNS KPUTEPUIA, YHACTHUKBT NONbIBa
YacrT IV: Kputepuin 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOl1, kaTto noco4sa opraHa,
nsgan oKyMeHTa, HoMepa, nog KOWTO ca BNUCaHWU B NYONNYHUA perncTbp, NoaabpKaH oT
WAI, n HoMepa Ha nNnueH3ndaTa, unm ¢ nocodBaHe Ha MHpopMauus, Ye y4acTHUKa €
npou3BoANTEN Ha odhepPUPaHUAT/TE OT HEro MegmkameHT/u. NMpn nogaBaHe Ha odepTaTta
y4yacTHUUMTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EELONN. B cnyyante Ha un. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO U3NCKBAHE Ce JoKa3Ba C NPeACTaBsHETO Ha 3aBEPEHO
OT y4YacTHUMKa konue Ha PaspelueHne 3a nponsBoacTBo, n3gaaeHo no peaa Ha 3JMXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHne 3a Tbproeus Ha eapo ¢
nekapcTBeHW NPOaYKTU, NN yOOCTOBEPEHME 3a PerncTpaums 3a TbproBusi Ha egpo C
nekapcTtBa, Unu paspeLleHune 3a BHoc, nsgageHu no pega Ha 3J1MXM, vnu JlnueHsus 3a
TbProBus ¢ HaPKOTUYHM BelecTBa 3a 6onHu4Ha ynotpeba.
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5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30I1
Cur sios: Ha nbpBO MACTO Cce Knacupa y4aCTHUKbLT, NPearioxXun Han-H1ucKka LeHa 3a
cboTBeTHaTa obocobeHa no3nuuns. Becekn yyacTHUK B npoueaypaTa uMma npaso Aa npeacTtasu
odepTa 3a egHa U noseye o60cobeHn No3nuUK, BKNIOYEHN B NpeameTa Ha oblecTBeHaTa
nopbyKa, KaTo BCAKa No3mums Moxe Aa 6bae cnedeneHa oT pasfivieH y4acTHUK.
HasHauyeHaTa oT Bb3noxmtensa KOMUcKs 3a pasrnexgaHe, oueHka u KnacmpaHe Ha
nocTbLNUNNTE 0GIePTU, CPaBHSBaA LEHOBUTE NPeaIOKEHNA Ha AONYyCHATUTE A0 OueHKa
odepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha egmHmua msapka 6es OC (g, mg, mcg, ml, 1U),
T.e. no konoHa 15 Ha lMNpunoxeHne 1 oo neTtun /5/ 3Hak cnea gecetTuyHaTa 3anetad. B cnyvan
ye, NpegnaraH1Te LeHn Ha ABe unu noseyve ogepTtn 3a 06ocobeHa No3nums ca paBHM,
KoMucusTa nposexaa xpebun 3a onpegensdHe Ha U3MbAHUTEN MeXAY KracupaHuTe Ha MbpBO
MSICTO y4acTHULUM, cbrnacHo 4n. 58, an. 3 ot MMN30r. * KnacupaHeTo Ha y4acTHULUTE Lie ce
M3BBLPLUN Bb3 OCHOBA Ha odhepunpaHnTe LeHM 3a BCska eHa No3numsa He3aBUCUMO ann KbM
AaTaTa Ha KnacvMpaHeTo MMa NpoMsiHa Ha LeHuUTe Ha nekapcrBata B [punoxexune 2 ot MJ1C
unu B Pernctbpa Ha npegenHuTe LeHn Ha nekapcTBeHuTe nNpoaykTu. 3nckBaHms Kbm
npegnaraHarta ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eanHuua Mspka B eBpo 6e3
A0cC (g, mg, mcg, ml, IU) Ha npegnaraHata no3vums, 4o NeTun 3Hak crneg gecetmyHaTta
3aneTasn. Obwara cTomHoCT ce noco4ysa B eBpo 6e3 [[1C oo BTOopu 3HAK crieq AeceTuyHaTa
3anetas. [pegnoXeHnTe LeHn Ha niekapcTBEHUTE NPOAYKTU, Aa He HaaBULIABAT NOCOYEHUTE
ueHu B Mpunoxenune 2 ot MJ1C (3a O6ocobeHn nosnuum ot 1-6) nnn B Pernctbpa Ha
npegenHUTe LeHN Ha nekapcTBeHUTE NPOAYKTU, akTyaneH KbM JaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha NpeaBnaeHUTe AOCTaBKM Ha CbOTBETHaTa no3uums. B gorosopa,
CKIMIOYEH B pe3ynTaTt Ha NpoBeAeHaTta npoueaypa, e ce nocoyat opepupaHuTe ot
y4yacCTHUKA LieHN 3a OTAeNHUTE No3numm, CbobpasHO KOUTO CHLUNAT € onpeaeneH 3a
n3nbnHuTen. Npu npomMsiHa B NOCOKa yBeNMYeHMe Ha paBHULLETO Ha ueHuTe B MNMpunoxeHue 2
ot MJ1C unu B Pernctbpa Ha npegenHuTe LeHn Ha NekapcTBEHUTE NpoaykTn, Bbanoxutens
HsIMa OCHOBaHWe 3a NPoMsiHa Ha JOroBOPEHUTE LieHOBU napameTpu. [Npun HamansiBaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenme 2 ot MJ1C (3a O6ocobeHn nosnuum ot 1-
6) unu B Pernctbpa Ha npedenHuTe LeHU Ha NiekapcTBEHUTE NPOAYKTU N AOCTUraHe Ha
CTOMHOCTW nopg, odpepupanuTe, M3anbnHUTensa e AnbXeH Aa Hamanu goctaBHaTa LeHa. B
NPOTUBEH criydyan Bb3noxutens nma npaBoTo e4HOCTPAHHO a npekpaTn JOroBOPHUTE
OTHOLLIEHNS CbC CbLIMSA 3a CbOTBETHUTE 000COOEHN NO3ULINN.

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/568816
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/568816
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)
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https://app.eop.bg/today/568816
https://app.eop.bg/today/568816

Leaganacha malartacha: Ni ceadmhach

Spriocdhata chun tairiscinti a fhail: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa

An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna

Eolas faoi oscailt phoibli:

Data oscailte: 07/04/2026 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: Komuncusa 3a 3awmrta Ha KOHKypeHuunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kanta moxe ga ce nogaea B 10-gHEBEH CPOK,
cbrnacHo 4n.197, an.1, 7.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CMNeEyUMANN3NPAHA BEOJTHULA 3A AKTUMBHO JIEYEHWE HA OHKONOI M4YHA
3ABOJTABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

5.1. Luchtég: LOT-0008
Teideal: "Glucose, sodium chloride 500 ml Solution for infusion,Bottle PE (Ecoflac plus)"
Cur sios: Glucose, sodium chloride 500 ml Solution for infusion,Bottle PE (Ecoflac plus) - 4
000 000 mn
Aitheantoir inmheanach: 569050

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33692210 Parenteral feeding solutions
Roghanna:
Cur sios ar na roghanna: Bb3noxuTensat Moxe Aa yAbIDKM CpoKa Ha Aorosopa 3a
N3NbIIHEHNE Ha nopbykaTta ¢ Ao 6 Mmeceua, B Cnyyan Ye B nepunoga Ha AeVCTBUETO MY He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta 1 € Hanuue NoTpebHOCT OT NPpoAbIKaBaHe
Ha JocTaBkuTe. YCnoBsusTa, Npy KOUTO BfvM3a B cuna onuusita, ca nocodeHn B NpoekTa Ha
AOroBOp U ce nspasssat B cnegHoTo: 1. Bb3noxuTensar ¢ oTnpaBsHe Ha Bb3naraTtenHo nucMo
00 N3NbNHUTENS Bb3nara U3NbNHEHWETO Ha NopbykaTa 3a AONbNHUTENEH CPOK; 2. CpoKbT Ha
Aorosopa Moxe Aa 6bae yabImkeH ¢ Ao 6 meceua; 3. BkniouBaHeTo Ha knaysaTa 3a onuus u
yAbikaBaHeTo Ha Cpoka MOXe [a Cce U3BbpPLUM camMo Npean N3TuyaHe Ha cpoka Ha AoroBopa;
4. Mpun akTMBMpaHe Knaysara, U3NbHUTENAT Ce 3aAbimkaBa Aa YAbIDKN CpoKa Ha rapaHumsaTa
3a U3nbriHeHNe cbobPa3HO C YyOABLIMKEHNUSI CPOK Ha AOroBopa, B Clyyawn Ye npu CKoYBaHETO
Ha goroBopa, rapaHuuaTa e npeAactaBeHa nog oopmara Ha 6aHkoBa rapaHums nnu
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oauten 100
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Baile: BapHa

Cadd poist: 9000

Foroinn tire (NUTS): BapHna (BG331)
Tir: An Bhulgair

5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 9 520,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: CpokbT 3a M3NbIIHEHME HA JOrOBOPUTE 3a AoCTaBka e 24 /aBageceT un Yetmnpu/
Meceua OT JaTtaTa Ha BfiM3aHeTo My B cuna /go ckntouBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusaTHU ycnosusa 3a BbanoxuTtens, we oTkpue HoBa npoueaypa npe3 M. mapt 2028 r.
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): nil
Eolas breise: NMpunoxnmn obctoaTencrTea, HaNMYNETO Ha KOUTO € OCHOBaHMe 3a
OTCTpaHsiBaHe Ha yyacTHuka: 1. 3a yyacTHuKa He TpsabBa Aa ca Ha nvue OCHOBaHUATa 3a
OTCTpaHsiBaHe, nocoyeHun B yn. 54, an. 1 ot 30T1; 2. 3a yyacTHuka Baxat 3abpaHuTe,
noco4YeHun B no 4n. 3, 7. 8 oT 3akoHa 3a MKOHOMUYECKUTE N (PUHAHCOBUTE OTHOLLIEHUS C
ApyxecTtBaTta, permcTpupaHu B OPUCANKLUNKN C npedepeHumaned JaHbYeH PEXNM,
KOHTPONMPaHUTE OT TAX NMLA U TEXHUTE AEUCTBUTESNHN COBCTBEHULN , KAKTO U
obctoaTencrtearta no 4n. 113 ot 3akoHa 3a CmeTHaTa nanata 3. 3a yyacTHUUUTE He cneaBa
0a e Hanuue BNs3mno B cuia pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusiTa no yn. 54 ot 30l1, Bb3NOXMTENAT OTCTPaHsBa OT
npoueaypara: a) y4acTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepumn 3a noabop unm He
N3NbIHN OPYro ycroBme, MOCOYEHO B 0051BrieHMeTOo 3a 0bLiecTBeHa Nopbyka Unu B
OOKYMeHTaumsTa; 6) y4acTHUK, KOUTO € NpeAcTaBun ogepTta, KOATO He OTroBaps Ha
npegsapuTenHo o6siBeHUTE YCNoBUA 3a U3MbIIHEHWE HA NopbYKaTa; B) YHaCTHUK, KOUTO He €
npeacTtasmn B cpok ob6ocHoBka no un.72, an.1 ot 300, npuapyxeHa ¢ gokasaTencrsea 3a
nobnaronpuaTHaTa LeHa /4OKYMEeHT 3a COBCTBEHOCT, HanMyne Ha nepcoHarn, cneunanmsmpaH
copTyep, EKCKINy3nBHM TbProBCKN NpaBa Unn BCAKO APYro o6CToATeNCcTBO, BOAELLO A0
dopmupaHe Ha no-6naronpuaTHa LeHa/ unu YuaTo opepTa He e npueTa CbrnacHo Yn. 72, an.
3 — 5 ot 30T1. BvranoxuTtenaT onpeaenst 6asa 3a cpaBHeHWe, KOraTo ca Hanuue egHa unu ase
ogepTu, B pasmMep Ha NporHo3HaTa CTOMHOCT Ha BCsika o6ocobeHa no3mums, 3a KOSTo
yyacTHUKa e nogan ogepra. r) y4acTHMUM, KOUTO ca CBbp3aHu nNuua ) y4acTHUK, nogan
odepTa, KOUTO HE OTTOBAPSAT Ha YCNOBMSATA 3a NpPeACTaBsHe, BKIIUYNTESHO 3a hopMa, HauuH,
CPOK 1 BanuAHOCT; €) Nuue, KOeTo e HapyLwmno 3abpana no un. 101, an. 91 10 ot 30TI1. 5. OT
yyacTue B npoueaypara ce oTCTpaHsiBa y4acTHUK, KOMTO e npeactasun oepTa, KOATO e
HenbSlHa UKW He OTroBaps Ha YCNoBMsaTa, NOCOYEHN B AOKYMeHTaLmMATa 3a yyacTtue; 6. OT
yyacTue B npoueaypara ce OTCTpaHsiBa y4acTHUK, B YAATO odoepTa e npenrioxeHa ueHa,
KOSITO HaAXBbpMsi NOCoYeHaTa NPOrHo3Ha CTOMHOCT 3a KOHKpeTHa o6ocobeHa no3nuus, e
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hed. 7. [apaHumnaTa 3a nsnbiHeHne Ha
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ckntoveH [orosop € 3 % oT HeroBaTa cTtonHocT 6e3 [1[0C. CpoKkbT 3a M3NbIfIHEHME Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n yetupu/ meceua OT gaTtaTta Ha BNM3aHeTo My B
cvna /po cknoyBaHe Ha gorosopu no LIOMM ¢ no-6naronpustHu ycnosus 3a BranoxuTens.
CpoKbT 3a M3NbiIHEHME Ha AOCTaBKkMUTE € A0 3 /Tpwu/ KaneHgapHu AHW cred nonyyYaBaHe Ha
3asBKa. 3asiBkata ce nogasa no n3bop Ha Bb3NOXUTens no TenedoH Nnn Ha enekTPoHHa
nowa. M3sbpliBaHETO Ha AOCTaBKUTE HAa MeQMKAaMEHTU LLe Ce YAOCTOoBeEpPSBa C ABYCTPAHHO
nognucaH npmvemo-npeaaBsaternieH NnpoTokon. MNepnoanyHOCT Ha 3asiBKUTE - BEAHBbX MECEeYHO,
Ha 6a3a NPOrHO3HN pa3veTn, BLINOXUTENAT NpaBu 3asiBKa 3a HE0O6XoaNMUTE My KONMyecTBa
3a Bcsika egHa obocobeHa no3uums 3a cnegeawmsa meced. B 3aBucmMmocTt ot cneundunyHmuTte
My noTpebHoCcTM Ha Bas3a nocTbNUNUTE Npes3 Mecela NauneHTn, Npu HeobxoanmocT
BBb3MOXUTENAT NpaBun OTAENHM (ONbNBALLN) 3aSBKU.

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: HAMa OTHOLWEHME KbM NopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: MuHnmanHu namckeaHusi 3a rogHocCT (MpaBoCcnocoBHOCT)
3a ynpaxHsaBaHe Ha npodecnoHanHa g4enHocT, cbrracHo yn. 60 ot 30M 1 AOKyMeHTU:
Y4YyacTHUKBT TpsibBa Aa Mma NpaBo Aa OCbLLECTBABA TbProBUS Ha €4p0 C fiekapCTBEHU
NPOAYKTU. YYaCTHUKBT crieBa Aa nputexasa JOKYMEHTU, yOOCTOBepsiBaLLM NpaBoTo My 3a
TbProBuA Ha epo C NnekapcTBEHN NPoayKTU, nsgageHo ot NAJI, no pega Ha un. 202, BbB
Bpb3ka ¢ un. 195 ot 3J1MXM; nnm npaBoTo My [a npousBexaa CbOTBETHUS fNleKapCTBEH
NPOAYKT /B NpUNOXnMuTe criydan/ n npaBoTo My 3a TbProBusi C HAPKOTUYHM BeLlecTBa 3a
6onHu4yHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI1 /B npunoxumute cnydaun/. CwrnacHo un. 60
oT 301, YyxxgecTpaHHUTE y4acTHULM MOraT Aa JoKaxaT permctpauusata cu B aHanornyHmu
perncTpu CbrnacHo 3aKoHOO4AaTeNCTBOTO Ha AbpXXaBaTta YreHKa, B KOATO ca YCTaHOBEHW.
[okasBaHe: 3a Aoka3BaHe Ha CbOTBETCTBMETO C MOCOYMEHUS KPUTEPUIA, YHACTHUKBT NoMbIiBa
Yacrt IV: Kputepuin 3a noabop, pasgen A: NogHocT, T.1 Ha EE[JOI, kaTo nocoyBa opraHa,
ns3gan JoKyMeHTa, HoMepa, nog KOWTO ca BNUCaHW B NYONNYHUA perucTbp, NoaabpxaH oT
WAJ1, n Homepa Ha NUuUeH3naTa, UNn ¢ NOCoYBaHe Ha MHAOPMaLUNS, Ye y4acTHUKa e
npovsBoauTen Ha odepupaHusT/Te oT Hero megukameHT/v. MNpu nogaBaHe Ha odepTaTa
y4yacTHUUUTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EE[OIN. B cnyvyante Ha yn. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO U3NCKBaHE Ce JoKa3Ba C NpeACTaBsHETO Ha 3aBepeHo
OT y4YacTHUKa Konue Ha Pa3spelueHne 3a npon3BoacTBo, u3gageHo no peaa Ha 3J1MXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHune 3a TbproeBus Ha eapo c
nekapcTBeHW NPOAYKTU, UM YOOCTOBEPEHME 3a pPerucTpauuns 3a TbproBusi Ha eapo C
nekapcTBa, Unu paspeLleHne 3a BHOC, nsgagexu no pega Ha 3J1MXM, nnn JlnueHaus 3a
TbProBus C HAPKOTUYHM BellecTBa 3a 6onHU4Ha ynoTtpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Han—Hucka ueHa“, cbrnacHo un. 70, an. 2, 1. 1 ot 301
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Cur sios: Ha nbpBO MACTO ce Knacupa y4acTHUKBLT, MPeAnoXni Har-H1CKa LieHa 3a
cboTBeTHaTa obocobeHa no3numnsa. Becekn yyacTHUK B npoueaypaTa uMa npaeo Aa NpeacTasu
odepTa 3a egHa unm noseye o60cobeHn No3nuuK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbyka, KaTo BCAKa No3mums Moxe ga 6bae cnedeneHa oT pasfiMyeH yYyacTHUK.
HasHauyeHaTa oT Bb3noxmutens koMucus 3a pasrnexagaHe, oueHka u KnacmpaHe Ha
nocTbLNUNNUTE 0GPepPTUN, CPaBHSBaA LEHOBUTE NPeaIOKEHNa Ha AONyCHATUTE A0 OLueHKa
odepTu, KaTo CbMNOCTaBA eAnHMYHATA LieHa Ha eauHuua mapka 6e3 0C (g, mg, mcg, mi, 1U),
T.€. No kornoHa 15 Ha lMNpunoxenune 1 go netun /5/ 3Hak crnep geceTuyHarta 3anetas. B cnyvan
Yye, NpeanaraH1Te LeHn Ha ABe unu noeeyve odepTn 3a 06ocobeHa No3nums ca paBHMU,
KomMucusiTa nposexaa xpebun 3a onpegensaHe Ha U3NbAHUTEN MEXAY KracupaHuTe Ha NMbpBO
MSICTO ydacTHULUM, cbrnacHo 4n. 58, an. 3 ot MM30r. * KnacupaHeTo Ha yyacTHULUTE Lie ce
N3BBPLUM Bb3 OCHOBA Ha ohepupaHnTe LeHN 3a BCska egHa No3nums He3aBUCMMO 4any KbM
JaTtarta Ha KfacupaHeTo nMa nNpoMsiHa Ha LeHnTe Ha nekapcteaTa B NpunoxeHue 2 ot MJ1C
unu B Pernctbpa Ha npegenHuTe LeHn Ha NekapcTBeHUTe nNpoaykTu. M3anckBaHms Kbm
npegnaraHarta ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eauHuua Msapka B eBpo 6e3
00C (g, mg, meg, ml, IlU) Ha npegnaraHarta no3vums, 4o NeTu 3Hak cneg gecetuyHara
3anetas. Obwara cToMHoCT ce noco4yBa B eBpo 6e3 [C oo BTopu 3HaK crieq geceTuyHaTa
3anetas. [pegnoXeHnTe LeHn Ha nekapcTBeHUTE NPOAYKTU, Aa HE HaaBULLIABAT NOCOYEHUTE
uenn B MNpunoxenwne 2 ot MJIC (3a O6ocobenn nosmumm ot 1-6) nnn B Permctbpa Ha
npegenHuTe LeHN Ha nekapcTBEHUTE NPOAYKTU, akTyarneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTa Ha NpeaBnaeHUTe AOCTaBKM Ha CbOTBEeTHaTa no3uums. B gorosopa,
CKIMIOYEH B pe3ynTaTt Ha NpoBeAeHaTa npoueaypa, e ce nocoyat opepupaHnTe ot
y4acTHUKA LieHM 3a OTAENHUTE NO3nuuKn, CbobpasHO KOUTO CbLUMAT € onpeaerieH 3a
na3nbnHuten. Npu npomMsiHa B NOCOKa yBENMYEHME Ha PaBHULLETO Ha ueHuTe B MNMpunoxexue 2
oT MJIC unu B Perncrbpa Ha NnpeaenHuTe LeHN Ha NekapcTBEHUTE NpPoayKTn, Bvanoxutens
HAIMa OCHOBaHue 3a NpoMsAHa Ha JOroOBOPEHNTE LieHOBM NapameTpu. [pn HamanaBaHe Ha
LeHnTe Ha nekapcTeeHuTe cpeacta B [Npunoxenne 2 ot MJ1C (3a O6ocobenn nosmumm ot 1-
6) unu B Pernctbpa Ha npeaenHuTe LeHN Ha NiekapcTBEHUTE NPOLYKTU U AOCTUraHe Ha
CTOMHOCTW nopg, odepupanuTe, M3anbnHUTEnNs e AnbXeH Aa Hamanu gocTaBHaTa LeHa. B
NPOTUBEH criyyan Bbanoxutena nma npaBoTo e4HOCTPaHHO Aa NpekpaTn JOroBOPHUTE
OTHOLLIEHNS CbC CbLUMA 3a CbOTBETHUTE 000COOEHN NO3ULINN.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LUAXC EOIN

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/568816
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: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
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Eolas faoi oscailt phoibli:

Data oscailte: 07/04/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemara

Téarmai an chonartha:

Ni mér an conradh a chur i 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 gcoras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithnitchain: Komucua 3a 3awmta Ha KOHKypeHunaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANMN3NPAHA BEONMHULUA 3A AKTUBHO NEYEHWE HA OHKOJTIOTMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOQO[

5.1. Luchtoég: LOT-0009
Teideal: "Electrolytes /Solutio Ringeri/ 500 ml Solution for infusion, Bag, plastic"
Cur sios: Electrolytes /Solutio Ringeri/ 500 ml Solution for infusion, Bag, plastic - 9 000 000 mn
Aitheantéir inmheanach: 569052

5.1.1. Cuspoéir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33692210 Parenteral feeding solutions
Roghanna:
Cur sios ar na roghanna: Bb3noxuTensat Moxe Aa yAbIDKM Cpoka Ha Aorosopa 3a
N3NbIIHEHNe Ha nopbykaTta ¢ Ao 6 Mmeceua, B Cny4yan Yye B nepuoga Ha AeNCTBUETO MY He e
AOCTUrHaTa NporHo3HaTa CTOMHOCT Ha NopbykaTta 1 € Hanuue NoTpebHOCT OT NPOoAbIKaBaHe
Ha JocTaBKkuTe. YCnoBusTa, Npy KOUTO BfM3a B cuna onumsita, ca nocodeHn B NpoekTa Ha
AOroBOp U ce n3passasar B cnegHoTo: 1. Bb3noxuTenar ¢ oTnpaBsHe Ha Bb3naratenHo nucMo
00 N3NBbNHUTENS Bb3nara U3NbNHEHWETO Ha NopbYkaTa 3a AONbIHUTENEH CPOK; 2. CpoKbT Ha
Aorosopa Moxe Aa 6bae yabImkeH ¢ Ao 6 meceua; 3. BkniouBaHeTo Ha knaysaTa 3a onuums u
yAbkaBaHeTo Ha Cpoka MOXe [a Ce U3BbpLUM camMo Npean N3TuyaHe Ha cpoka Ha A40oroBopa;
4. Mpun akTMBMpaHe Knaysara, U3NbAHUTENAT Ce 3aAbInKaBa Aa YAbIIKM CpoKa Ha rapaHumsTa
3a U3NbJIHEHNEe CbOBpPa3HO C YAbIMKEHUS CPOK Ha AOroBopa, B Cryvan Ye rnpu CKIYBaHeTo
Ha goroBopa, rapaHuuaTa e npeAactaBeHa nog oopmara Ha 6aHkoBa rapaHums nnu
3acTpaxoBka

5.1.2. An ait feidhmiochta
Seoladh poist: 6yn.Llap Ocso6oauten 100
Baile: BapHa
Caod poist: 9000
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair
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5.1.3. Fad measta
Data tosaithe: 11/05/2026
Fad ama: 24 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 15 480,00 EUR

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: cpokbT 3a U3MbIHEHME HA OOroBOpUTE 3a AoCTaBka € 24 /aBageceT u yeTtupu/
Meceua OT JaTaTa Ha BfiM3aHeTo My B cuna /go cknoyBaHe Ha gorosopu no LIOIM ¢ no-
GnaronpusiTHM ycrnoBus 3a Bbanoxutens, we oTkpue HoBa npoueaypa npes3 M. mapt 2028 r.
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): nil
Eolas breise: Npunoxnmm obcTtoaTencTesa, HaNMYMEeTo Ha KOMTO € OCHOBaHue 3a
OTCTpaHsiBaHe Ha y4yacTHuka: 1. 3a yyacTHuKa He TpsbBa fa ca Ha nuue OCHoBaHWsTa 3a
OTCTpaHsiBaHe, nocoyeHn B yn. 54, an. 1 ot 30r1; 2. 3a yyacTHuka Baxxat 3abpaHuTe,
noco4eHn B no 4n. 3, 7. 8 oT 3akoHa 3a MIKOHOMUYECKUTE U (PUHAHCOBUTE OTHOLLEHUSA C
Apy)XecTBaTta, permcTpupaHu B OPUCANKLNKN C npedepeHumanel JaHbYeH PEXnM,
KOHTPONMMPaHMTE OT TAX Nuua N TEXHUTE AENCTBUTENHN COOCTBEHULIM , KAKTO U
obctoarencTteaTa no yn. 113 ot 3akoHa 3a CmeTHaTta nanarta 3. 3a yyacTHMUMUTE He crneaBa
0a e Hanuue BNs3mMo B cuna pelleHne 3a HanaraHe Ha caHkumsa Ha FOJl no un.83a, an.5, 1.1 ot
3AHH. 4. OcBeH Ha ocHoBaHusTa No 4n. 54 ot 3001, Bb3NOXUTENAT OTCTpaHsiBa OT
npouenypara: a) y4aCTHUK, KOUTO He OTroBaps Ha NOCTaBEHUTE KpUTepun 3a noabop unv He
N3NbIHN OPYro ycrioBme, NOCOYEHO B 00sIBNEHMETO 3a 00LLecTBEHa NOpbYKa N B
AOKyMeHTaumaTta; 6) y4acTHUK, KOWTO € npeacTaBun ogpepTa, KOATO He OTroBaps Ha
npeaBapuTeNHoO 06siBEHNTE YCrOBUA 3a U3NbIHEHME HA NOpPbYKaTa; B) YYaCTHUK, KONTO He €
npenctasnn B Cpok ob6ocHoBKa no yn.72, an.1 ot 30[1, npuapyxeHa ¢ fokasaTenicTBa 3a
nobnaronpusTHaTa LeHa /AOKYMeHT 3a COOCTBEHOCT, HanMyne Ha nepcoHarl, cneyvanmanpaH
copTyep, EKCKIY3MBHM ThProBCKU NpaBa Unmn BCAKO ApYyro o6CToATencTeo, BOAELLO A0
dopMumpaHe Ha no-6naronpusiTHa LeHa/ nnmn Ynsato odepTa He € NpueTa CbriacHo Yn. 72, an.
3 — 5 o1 30Il1. Bb3noxutenart onpenensa 6asa 3a cpaBHEHUE, KOraTo ca Hanuue egHa unuv aBe
odepTu, B pasmMep Ha NporHo3HaTa CTOMHOCT Ha Bcsika o6ocobeHa no3mums, 3a KoSTo
y4yacTHUKa e nogan ogepTa. r) ydacTHULM, KOUTO ca CBbp3aHu nuua ) y4acTHUK, nogan
odepTa, KOUTO HE OTTOBAPSAT Ha YCrOBMSATA 3a NpeAcTaBsiHe, BKITUYNTENHO 3a dopMa, Ha4uH,
CPOK M BanuaHoCT; €) nuue, KoeTo e HapyLwuno 3abpana no yn. 101, an. 9 n 10 ot 30r1. 5. OT
yyacTue B npoueaypara ce oTCTpaHsiBa y4acTHUK, KOMTO e npeactasun odepTa, KOoATo e
HenbfHa UM He OTroBaps Ha yCnoBuATa, MOCOYEHN B AOKYMeHTaumsTa 3a ydyactue; 6. OT
y4yacTue B npoueaypara ce OTCTpaHsiBa y4acTHUK, B YMATO odoepTa e npearioxkeHa ueHa,
KOSITO HaAXBbpMdA NnocoYeHaTa NpPorHo3Ha CTOMHOCT 3a KOHKpeTHa o6ocobeHa nosmuus, we
Obae OTCTpaHeH OT yyacTue B npoueaypaTta 3a Hes. 7. [apaHuuaTa 3a nanbrHeHne Ha
ckntoyeH doroeop € 3 % oT HeroBaTa cTonHOCT 6e3 [11C. CpoKbT 3a U3NbIHEHNE Ha
AOroBopuTe 3a AocTaBka e 24 /gBageceT n Yetupu/ meceua OT gaTtaTa Ha BNM3aHeTo My B
cuna /oo cknoyvsaHe Ha gorosopu no LJOMT ¢ no-6naronpuatHy ycnosus 3a Bwanoxutens.
CpoKbT 3a M3NbfIHEHME Ha AOCTaBKkUTE € A0 3 /Tpwu/ KaneHgapHU AHW cre nonyyaBaHe Ha
3adBKka. 3asiBKaTa ce nogasa no u3dop Ha Bb3NOXUTENA N0 TenedoH U Ha eneKkTpPoHHa
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nowua. M3BbpluBaHeTo Ha AOCTaBKUTE HA MEAMKaMEHTU e ce YAOCToBepsiBa C ABYCTPAHHO
nognucaH npuemMo-npeaaBaTeneH NPoTokon. MNeprMoanyHOCT Ha 3aABKUTE - BeOHBX MECeYHo,
Ha 6a3a NPOrHO3HU pa3yeT, Bb3NOXUTENAT NpaBu 3asiBka 3a HEOOXo0AUMUTE My KONMYecTBa
3a Bcsika eqHa 06ocobeHa no3uums 3a crnegsawms Mecel. B 3aBucumocT ot cneundunyHuTe
My NoTpeGHOCTM Ha 6asa NocTbNUIMTE NPe3 Mecela NauneHTH, Nnpu HeobxoammocT
Bb3NOXUTENAT NpaBu OTAENHW (O0MbrBaLLW) 3a8BKN.

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: HAMa OoTHOLLEeHME KbM nopbykaTa

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: MMHMManHu n3nckeaHms 3a rogHocCT (NMpaBoCnOCOBHOCT)
3a ynpaxHsaBaHe Ha npodecmnoHanHa enHocT, cbrnacHo yn. 60 ot 30OM 1 AOKyMeHTH:
Y4yacTHUKBT TpsabBa Aa Mma NpaBo Aa OCbLLECTBSABA TbProBUS Ha €4p0 C fIeKapCTBEHU
NPOAYKTU. YHaCTHUKBT cnefsa Aa npurexasa AOKYMEHTU, yAOCTOBEPSIBALLM NPaBOTO My 3a
TbProBus Ha egpo C nekapcTBeHn Npoayktn, nuagageHo ot MAJ1, no pega Ha yn. 202, BbB
Bpb3ka ¢ 4n. 195 ot 3J1MXM; nnm npaBoTo My fa NpoM3Bexaa CbOTBETHUS fIEKapCTBEH
NPOAYKT /B NpUNOXnMUTE criydyan/ n NnpaBoTo My 3a TbProBusi C HAPKOTUYHM BELLeCcTBa 3a
6onHmn4yHa ynotpeba, cbrnacHo 4n.32 ot 3KHBI /B npunoxmumute cnydan/. CoernacHo yn. 60
oT 301, YyxxgecTpaHHUTE y4acTHULM MOraT Aa AoKaxaTt permctpauusata cu B aHanornyHmu
PEerncTpu CbrnacHo 3aKOHOAATENCTBOTO Ha AbpXXaBaTa YreHka, B KOSTO ca YCTaHOBEHW.
[okasBaHe: 3a Aoka3BaHe Ha CbOTBETCTBMETO C MOCOYEHNS KPUTEPUIA, YHACTHUKBT NONbIBa
YacT IV: Kputepuin 3a nogbop, pasgen A: NogHocT, T.1 Ha EE[JOl1, kaTto noco4sa opraHa,
nsgan goKyMeHTa, HoMepa, nog KOUTO ca BNUCaHWU B NYONNYHUA perucTbp, NoaabpKaH oT
WAI, n HoMepa Ha nNnueH3ndaTa, unu ¢ nocodBaHe Ha MHpopMauus, Ye y4acTHUKa €
npou3BoAnTEN Ha odepUpaHnAT/TE OT HEro MegmkameHT/u. NMpn nogaBaHe Ha odepTaTta
y4yacTHUUMTE nonbnBaTt caMo cboTBeTHUSA pa3gen B EELONN. B cnyyante Ha un. 67, an. 5 ot
30I1, cboTBETCTBMETO C NOCTABEHOTO U3NCKBAHE Ce JoKa3Ba C NPeACTaBsSHETO HA 3aBEPEHO
OT y4YacTHUMKa Konue Ha PaspelueHne 3a nponsBoacTBo, n3gaaeHo no peaa Ha 3JMXM (B
cnyyaute no yn. 196, an. 1 ot 3JIMXM, unu PaspelueHne 3a Tbproeus Ha eapo ¢
nekapcTBeHW NPoaYKTU, NN yOOCTOBEPEHME 3a PerncTpaums 3a Tbproeusi Ha egpo C
nekapcTtBa, Unu paspeLleHune 3a BHoc, nsgageHu no pega Ha 3J1MXM, vnu JlnueHsuns 3a
TbProBus ¢ HaPKOTUYHM BeLecTBa 3a 6onHu4Ha ynotpeba.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: ,Hal—HuUcKa ueHa“, cbrnacHo yn. 70, an. 2, 1. 1 ot 30TI1
Cur sios: Ha nbpBO MACTO Ce Knacupa y4aCTHUKbLT, NPeanoxXun Han-H1ucCKka LeHa 3a
cboTBeTHaTa o6ocobeHa no3nuus. Bcekn yyacTHUK B npoueaypaTa nma npaeo Aa npeacTtasu
odepTa 3a efHa Uy noseye o60cobeHn NO3nLUK, BKNOYEHN B NpeameTa Ha obuecTBeHaTa
nopbYKa, KaTo BCAKa No3numusa moxe aa 6bae cneyeneHa ot pasnmyeH y4acTHUK.
HasHayeHaTa oT Bb3noxmtensa KOMUCKs 3a pasrnexgaHe, oueHKa u KnacmpaHe Ha
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nocTbLNUNNUTE 0depTun, CpaBHSBa LEeHOBUTE NPeaIoKeHNa Ha AoNyCHATUTE 0 oueHKa
odepTH, KaTo CbNOCTaBA egMHMYHATa LeHa Ha eguHuua msapka 6es C (g, mg, mcg, ml, 1U),
T.e. no kosioHa 15 Ha lNpunoxeHne 1 oo neTun /5/ 3Hak crnea gecetTuyHaTa 3anetad. B cnyyan
ye, NpegnaraH1Te LeHn Ha ABe nnu noseyve ogepTtn 3a 0b6ocobeHa No3nLms ca paBHMU,
KoMmcusaTa npoBexaa xpebui 3a onpegensHe Ha U3nbiHUTEN MEXAY KnacupaHuTe Ha MbpBO
MSICTO ydacTHULUM, cbrnacHo 4n. 58, an. 3 ot MMN3O0r. * KnacupaHeTo Ha y4yacTHULUTE Lie ce
M3BBbPLUN Bb3 OCHOBA Ha odhepupaHnTe LeHM 3a BCsika eaHa No3numsa He3aBUCUMO ann KbM
Jararta Ha KnacupaHeTo uMa NpomsiHa Ha LieHuTe Ha nekapcTteata B MpunoxeHue 2 o1 MJ1C
unu B Pernctbpa Ha npegenHuTe UeHn Ha nekapcTBeHuTe npoaykTu. 3nckBaHus Kbm
npegnaraHata ueHa YyactHuumte npeanarat EanHnyHa ueHa Ha eanHuua Msapka B eBpo 6e3
A0cC (g, mg, meg, ml, IlU) Ha npegnaraHarta no3vums, Ao NeTn 3Hak cneg gecetuyHara
3aneTasn. Obwara cTonHOCT ce noco4vsa B eBpo 6e3 [[1C oo BTOpu 3HaK crieq AeceTuyHaTa
3anetas. [pegnoXxeHnTe LeHn Ha nekapcTBeHUTe NPOAYKTU, Aa He HaaBULIABaT NOCOYEHUTE
ueHwn B MNpunoxenwne 2 ot MJIC (3a O6ocobenn nosuuum ot 1-6) nnun B Pernctbpa Ha
npegenHUTe LeHn Ha nekapcTBeHUTe NpoayKTW, akTyaneH KbM gaTaTa Ha nogaBaHe Ha
odepTa U CTOMHOCTTA Ha npeaBuaeHnTe JOCTaBKM Ha CbOTBEeTHaTa nosuums. B gorosopa,
CKIMOYEH B pe3ynTaTt Ha NpoBeAeHaTta npoueaypa, e ce nocoyat opepupaHute ot
y4aCTHMUKA LieHN 3a OTAEeNHMUTE No3numm, CbobpasHo KOUTO ChLUNAT € onpeaerneH 3a
na3nbnHuTen. Npu npomMsiHa B NOCOKa yBenMyeHne Ha paBHULWETO Ha ueHuTe B NpunoxeHue 2
oT MJIC unu B Perncrbpa Ha npeaenHUTe LeHN Ha nekapcTBeHUTE NpoaykTn, Bvanoxurens
HsIMa OCHOBaHWe 3a NPoMsiHa Ha JOroBOPEHUTE LieHOBKU napameTpu. [Npn HamansiBaHe Ha
LeHuTe Ha nekapcTtBeHuTe cpeactea B Mpunoxenue 2 ot MNJ1C (3a O6ocobeHn nosnumm ot 1-
6) unu B Pernctbpa Ha npedenHuTe LeHU Ha fiekapcTBeHUTE NPOAYKTU N AOCTUraHe Ha
CTOMHOCTU nof opepupaHnte, N3nbrHUTENS € ANTbXeH fa HaManu goctaBHaTta ueHa. B
NPOTUBEH criydyan Bbanoxutens uMma npaBoTo e4HOCTPAHHO Aa npekpaTn JOroBOPHUTE
OTHOLLIEHNS CbC CbLUMSA 3a CbOTBETHUTE 000COOEHN NO3ULINNA.

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/568816
Cainéal cumarsaide ad hoc:
Ainm: LULAXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/568816
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: 06/04/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 4 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 07/04/2026 14:00:00 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Ait: B cuctemata
Téarmai an chonartha:
Ni mor an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
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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 athbhreithnitchain: Komucna 3a 3awmta Ha KOHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: >Kan6a moxe ga ce nogasa B 10-gHEBEH CpOK,
cbrnacHo 4n.197, an.1, 1.1 ot 30T
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
CNEUMANM3NPAHA BEONMHULUA 3A AKTUBHO NNIEYEHWE HA OHKOJTOMMYHA
3ABOJIABAHUA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: CTTELUUWANU3VPAHA BEOJTHULUA 3A AKTUBHO JIEYEHUE HA
OHKONOIM’M4YHWM 3ABOJNTABAHNA O-P MAPKO AHTOHOB MAPKOB-BAPHA EOO[
Uimhir chlaruchain: 000090154
Seoladh poist: 6yn. ULAP OCBOBOAWTEJT Ne100
Baile: rp. BapHa
Cad poist: 9010
Foroinn tire (NUTS): BapHa (BG331)
Tir: An Bhulgair
Pointe teagmhala: lNnameHa PageBsa
R-phost: sbalozvarna_zop@abv.bg
Teil.: 0885994069
Seoladh idirlin: https://varnaoncology.org
Praoifil an cheannaitheora: https://app.eop.bg/buyer/12765
Réil na heagraiochta seo:
Ceannaitheoir
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe

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): Cocpuns (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Komncus 3a 3awmuTa Ha KOHKypeHuusaTa
R-phost: delovodstvo@cpc.bg
Teil.: +359 29356113
Facs: +359 29807315
Seoladh idirlin: http://www.cpc.bg
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Réil na heagraiochta seo:
Eagraiocht athbhreithniuchain

Eolas faoin bhfégra

Aitheantdir/leagan an fhogra: d1aacb19-dc5c-4cce-a3ad-3¢103d84ae9a - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhogra: 20/03/2026 13:45:52 (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: 198177-2026

Uimhir eagrain 10 S: 57/2026

Data foilsithe: 23/03/2026
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