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An Bhulgair — Various medicinal products — [loctaBka Ha MeAUKaMeHTU — JfieKapCTBEHU
npoaykTn 3a Hyxxaute Ha LICMI — NneBeH

OJ S 125/2026 02/07/2026

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: UEHTBbP 3A CIMNELWHA MEOVLNHCKA NMOMOL - MJTIEBEH
R-phost: csmp@csmp-pleven.eu
Cineal dlithiuil an cheannaitheora: Comhlacht dli phoibli
Gniomhaiocht an udarais chonarthaigh: Slainte

2. Nos imeachta

2.1. Nos imeachta
Teideal: [JoctaBka Ha MeaMKaMeHTWN — NekapcTBEHW NPoAYyKTU 3a HyxauTe Ha LICMIT — NneseH
Cur sios: ObuwiecTBeHaTa NopbYka € 3a AOCTaBka Ha MeANKaMEHTM - NIEKapCTBEHN NPOAYKTU
3a HyxauTe Ha LleHTbp 3a cnewHa meguuuHeka nomoly, — lNneBeH, 3a oka3BaHe Ha cneluHa
MeguumMHCcKa nomoll. BuaoseTe n bopmuTe ca NocodeHn B TEXHUYECKaTa cneundmkaumns,
npunoXxeHa B JOKyMeHTaumndaTa 3a yyactune. [loctaBkuTe criefBa fa ce ussbpLusaT
NEepPUOANYHO, MO 3asBKN HA BBb3NOXUTENS /MNaHOBU — EXXEMECEYHUN U CNELLHN — NpU
HeobxoauMOCT/, criopen KOHKPETHUTE HYXAWN Ha Bb3NoXntens. 3a Cpoka Ha U3MbIIHEHWE Ha
nopbykaTa, Wwe Tpsabea aa 6baaTt 4OCTaBAHU MeEAUKAMEHTU — NIeKapCTBEHN NPOAYKTU MO
BMAOBE onpeaeneHy B TEXHUYeckaTa cneundgurkaumns, cbobpasHo KOHKPETHU 3as1BKMU,
HanpaBeHW OT Bb3NOXUTENS, CbOBPa3HO HYXAUTE NPU OCbLLECTBABAHE AEMHOCTTA MO
oKasBaHe Ha crnewHa MmeguuuHeka nomoly. MegukameHTute Tpabsa fa OTroBapsaT Ha
N3nCKBaHUATA Ha 3akoHa 3a fiekapcTBeHUTE NPOAYKTU B XyMaHHaTa meguumHa (3J1MXM) n
TpsbBa Aa npuTexasaT BanuaHo paspelleHue 3a ynotpeba B cTpaHaTta, u3gageHo no pega
Ha 3JTTXM nnun PernameHT (EO) Ne 726/2004 r. Ha EBponenckns napnameHT n CbeeTa /un.
23. an.1 Ha 3JMMXM/ n ceptudumkaT 3a ocBoboxaaBaHe Ha BCsika napTuaa, usgageH ot
kBanuduumnparo nuue no 3J1MXM, yaoctoBepsBall, Ye napTuaarta fnekapCTBeH NPOAyKT e
npovsBefeHa 1 KOHTponNMpaHa B CbOTBETCTBUE C U3UCKBAHUSATA Ha paspeLleHneTo 3a
ynoTtpeba no peaa Ha 3JIMXM. B cnyyan Ha nstmyaHe Ha paspelleHneTo 3a ynotpeba Ha
nekapcTBeH NpPoayKT Npes3 CboTBEeTHaTa roanHa/roauHun, 3a KOMTO ce NpoBexaa
obLlecTBeHaTa NopbYKa, y4aCTHUKBLT Aeknapupa, B cboTBeTcTBME € yn. 55, an. 6 ot 3J1MXM,
Yye KonmyecTBaTa Ha NekapCTBEHNSA NPOAYKT ca Hanu4HW 3a cpoka Ha AenCTBMe Ha Jorosopa
UNW Opyru eKBMBanNeHTHU CTaH4apTu, B NpunoxmmuTe crnyvan. [la 6baaT ¢ yTBbpAeHa LeHa,
cbrnacHo 4n. 258, an. 1 Ha 3J1MXM; OnakoBkaTa Ha nekapcTBeHUTe NpoayKkTn Tpsibea aa
oTroBaps Ha nsnckesaHusata Ha (nasa VI ,,OnakoBku 1 SIMCTOBKM Ha NeKapCTBEHU NMPOAYKTU” OT
3JTNXM. Tpabea ga ce 4OCTaABAT CaMo NekapCTBEHN MPOAYKTU, KOUTO ca Nosy4nnu
paspelleHue 3a ynotpeba/ygoctoBepeHme 3a permcrpaums, no peaa Ha 3akoHa 3a
nekapcTBeHUTE NpoaykTn B XymaHHaTa meauuunnHa /3JTTXM/ nnu PernamenT (EO) Ne726/2004
Ha EBponewckns napnameHT n CbBeTa, 1 3a KOUTO paspeLleHneTo 3a ynotpeba
/ypocToBepeHMeTo 3a permctpauus e BanuaHo, T.e. TpsibBa Aa He € U3TeKbIl Cpoka Ha
paspeLleHneTo 3a ynotpeba/yaocToBepeHNETO 3a permcTpauuns, Kakto 1 Aa He e npekpaTeHo
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OENCTBMETO Ha paspeLleHneTo 3a ynotpeba/yaoCcToBepeHNETO 3a pernctpauns, 3a KoeTo
n3NbNHUTENAT TpAbBa ga cnegu, HeroBa e OTFOBOPHOCTTA 3a CbobpassiBaHETO U cna3BaHeTo
Ha ToBa M3NCKBaHe, NPU U3MNbIHEHMETO Ha nNopbykata. MeankameHTUTe — NekapcTBEHU
NPOAYKTU, KOUTO Cce A0CTaBAT TpsAbBa Aa ca B CPOK Ha rO4HOCT, KaTO OCTaTbKbT OT CPOKa Ha
rogHOCT Ha CbLUMNTE, KbM MOMEHTA Ha AoCTaBkaTta, TpsibBa aa 6bae He no-kpaTbk oT Y2 OT
006s1IBEHNA OT NPON3BOANTENSA CPOK Ha rogHOCT. [locTaBkuTe Ha MeankameHTn Tpsabea aa ce
N3BbpLUBAT B CbOTBETCTBME C U3NCKBAHUATA HA 3aKOHA, B T.4. HA 3aKkoHa 3a NekapcTBeHUTe
NpoaykTn B XymaHHata meguumHa /3J1MXM/, n Hapeg6a Ne25 ot 4.11.1999 r. 3a oka3BaHe Ha
crneluHa meguumHcka nomoly, B T.4. [NpunoxeHne Ne1 kbm yn. 10, an. 1 Ha cbLaTa.
[ocTtaBkute Ha megnkameHTuTe TpAbBa Aa 6bOAT M3BBbPLLUBAHU B CbOTBETCTBUE ChC 3asiBKUTE
Ha Bb3MoXuTens /nnaHoBu 1 cnewHn/, B cnegHnTe CpokoBe: B CPOK A0 5 /neT/ paboTHU aHW —
3a nNraHoBUTE 3asiBKM, CbOTBETHO B CPOK A0 1 /eanH/ paboTeH AeH — 3a CNeLLHUTE 3asBKN.
Aitheantdir an nois imeachta: 79fb23d9-4942-4290-81c7-efa1820309f8

Aitheantoir inmheanach: 592789

An cineal néis imeachta: Oscailte

Ta an nés imeachta a bhrostu: nil

2.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33690000 Various medicinal products

2.1.2. An ait feidhmiochta
Foroinn tire (NUTS): lNneeH (BG314)
Tir: An Bhulgair

2.1.3. Luach
Luach measta gan CBL a aireamh: 195 335,55 EUR

2.1.4. Eolas ginearalta
Bunus dli:
Treoir 2014/24/AE

2.1.6. Forais eisiaimh
Foinse na gcuiseanna eisiuna: Fégra
Rannphairtiocht in eagraiocht choiritil: KaHongaTsT Uy y4acTHUKBT € OCbAeH C BNA3na B
cvna npucbaa 3a npecrbnnexHne no yn. 321 nnmn un. 321a ot HakasartenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanoOrMYyHO NPecTbNIEHME 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 HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanornM4yHo
npecTbnieHne B Apyra AbpXXaBa YneHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Calaois: KaHanpatbT unu y4acTHUKBLT € OCbAEH C Brisi3na B cuna npucbaa 3a npecTbrneHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanornM4yHo
npecTbnneHne B Apyra Abp)kaBa YneHka nnm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I01)
Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHangatsT unu y4acTHUKBT € OCbAEH C BMsidna 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 ctpaHa (4n. 54, an. 1, 1. 2 ot 30Tl1; no un.
108a ot HakasaTenHus kogekc (u3m. n gon., obH. 1B, 6p. 84 o1 06.10.2023 r. — pegakums B
cvna o 30.01.2026 r.) kato npecTbnneHne, BkNtoveHo B o6xBaTta Ha yn. 57, naparpad 1 ot
Oupektnea 2014/24/EC)

453390-2026 Page 2/8



Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTsT nnu y4acTHUKBLT € OCbAEH C
BNsA3na B cuna npucbAa 3a npectbnnenue no un. 253-260 ot HakasatenHua kogekc (4n. 54,
an. 1, 7. 1 ot 30TI1) unu 3a aHanorMyHoO NpecTbIeHMe B Apyra Abp)KaBa 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, 1. 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 unmn y4acTHUKBLT nma
3a4bJDKEHNA 3a JaHbUM MO CMUCHIA Ha . 162, an. 2, T. 1 oT JaHbYHO-0CUTypUTENHUS
npoLecyarneH KOAEKC U NMUXBUTE NO TSX KbM AbpXKaBaTa unm kbM obLimMHaTa no ceganuuieto
Ha Bb3MOXUTENSA U HA KaHOMAATa UK yYacTHUKA, U aHanorm4yHu 3aabimMKeHNs CbriacHo
3aKOHOLaTEerNCTBOTO Ha AbpKaBaTa, B KOATO KaHOMAATLT UMY YYaCTHUKBT € 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 3a4bIMKUTESTHM OCUTYPUTESTHM BHOCKM MO CMUCHIIA Ha Ynl.
162, an. 2, 7. 1 oT JaHBbYHO-OCUTYpPUTESTHUSA NpoLecyareH KO4EKC N NUXBUTE NO TAX KbM
AbpXaBaTa Unu KbM obLMHATa NO ceaanuLleTo Ha Bb3NOXUTENS U Ha KaHguaata unm
y4acCTHUKA, UNN aHarorMyHn 3agbImKeHNs CbrnacHO 3aKoHOA4aTeNCTBOTO Ha AbpKaBaTta, 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: KaHgngatsbT 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: KaHgmaatbT nnm y4acTHUKBT € OCbAeH C Bfs3na B
cvna npucbaa 3a npectbnneHne no yn. 172 vnmn un. 192a ot HakasatenHus kogekc (4n. 54,
an. 1, 7. 1 ot 30I) unu 3a aHanNOrM4yHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 7. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: KaHangatsbT unu y4acTHUKBLT € N3BBbPLUNIT
HapyweHue no 4n. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C B3SO B
cuna HakasaTenHo NOCTaHOBIIEHME U CbAEOHO peLleHne, UM aHanorn4yHu HapyLLEeHWs,
YCTaHOBEHW C aKT Ha KOMMNETEeHTEH OpraH, CbrfacHO 3aKoOHOA4ATENCTBOTO Ha AbpXasaTa, 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 30I1, konTo He moxe ga 6bvae
oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300N)

Mifhaisnéis, faisnéis a coinniodh siar, gan bheith in ann doiciméid riachtanacha a sholathar n6é
faisnéis runda a fuarthas maidir leis an nés imeachta seo: 3a kaHgugaTta unun yyactHuka e
YCTAHOBEHO, Y€: - € NpeACcTaBui JOKYMEHT C HEBAPHO CbAbpXKaHMe, C KOUTO ce JoKa3Ba
AeKknapupaHaTa fnca Ha OCHOBaHWUA 3a OTCTpPaHsABaHe NN OeKapupaHoTO U3MbITHEHME Ha
Kputepunte 3a nogbop (4n. 54, an. 1, 1. 5 ot 30I1); - He e npegocTaBMn N3NCKBaLLa ce
MHopMaUms, CBbp3aHa C yAOCTOBeEpPsiIBaHE nuncaTa Ha OCHOBaHUSA 3a OTCTpaHsBaHe unu
N3NbIIHEHNETO Ha Kputepunte 3a noabop (4n. 54, an. 1, 1. 5 ot 30Tl1) Ako npunararte
He3aabMKUTENHO ocHoBaHMe no yn. 55, an. 1, 1. 5 ot 30I1, monsa gob6aBeTe CLOTBETHO
onucaHue.

Saru oibleagaidi arna socru faoi fhorais eisiaimh naisiunta amhain: 3a kangngaTa unu
y4yacCTHUKa € Hanuue HAKoe OT crieaHnTe ob6CcToAaTencTBa: OCbAEH € C Bfs3na B cuna npucbaa
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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 Tpyada v no 4n.13, an.1 or 3akoHa 3a
TpygoBaTa Murpaumsi u TpygosaTta MOOUMHOCT, YCTAHOBEHM C BIISI3MIO B CUa HakasaTesnHo
nocTaHoBreHne nnn cbaebHo pewenne (Un.54, an.1, 1.6 ot 30TI1); obcTosTencTso no un. 3, 7.
8 oT 3akoHa 3a MKOHOMUYECKUTE 1 (PMHAHCOBUTE OTHOLLEHMS C ApYXXecTBaTa, pErmcTpupaHu B
OpPUCANKLNKN C NpedepeHumaneH JaHbYyeH PeXnM, KOHTPONMpaHUTE OT TAX NULUa U TeXHUTE
nencTBuTenHn cobeteeHnuu; obetosatencrea no yn. 90 n un. 91 ot 3akoHa 3a
NpOTMBOAENCTBME HA KOpynuusiTa cpeg nuua, 3aemawm nyonuydm anwxHoctu (3MKN3M0) ; ¢
HanoxeHa caHkumsa no yn. 83a, an. 5, 1. 1 ot 3AHH — BpemeHHa 3abpaHa 3a y4actve B
npoueaypu 3a Bb3naraHe Ha obLEeCTBEHN NOPBYKM.

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: [JocTaBka Ha MeanKaMeHTN — fiekapCcTBEHM NPOAYKTU 3a Hyxxante Ha LICMI — MNneseH
Cur sios: ObLecTBeHaTa NopbYka € 3a AoCTaBKa Ha MeANKaMeHTU - NeKapCTBEHN NPOAYKTU
3a HyxauTe Ha LleHTbp 3a crnewHa MmeanuuHeka nomMmoly — [neeeH, 3a oka3BaHe Ha cneluHa
MeauLUMHCKa nomoLl. BuaoseTe n bopMuTe ca NOCOYeHU B TEXHUYEcKaTa cneundukaumns,
npunoxeHa B AOKYMeHTauuMaTa 3a yyactme. [loctaBkute crnejsa ga ce u3sbpLusar
NepnoanyHo, No 3as8BKN Ha Bb3NOXUTENS /MNaHOBU — €XKEMECEYHUN U CNELLUHN — NPK
HeobxoauMOCT/, cnopen KOHKPETHUTE HYXXOWM Ha Bb3NoXntens. 3a Cpoka Ha U3MbIIHEHWE Ha
nopbuykaTa, Wwe TpsabBa aa 6baaT 4OCTaBAHN MeOUKAMEHTU — NeKapCTBEHN NPOAYKTM MO
BMAOBE OnpeaeneHy B TeXHUYeckaTa cneundurkaumns, cbobpasHo KOHKPETHU 3asiBKU,
HanpaBeHW OT Bb3MOXUTENS, CboBPa3HO HyXAUTE Npu OCbLLECTBABaHE AEMHOCTTa Mo
OKasBaHe Ha cnelwHa MmeguuuHeka nomouy,. MegukameHTute TpsbBa ga oTroBapsaT Ha
N3ncKBaHUATa Ha 3aKkoHa 3a NekapCcTBEeHUTE NPOAYKTU B XymaHHaTa meguunHa (311M1XM) un
TpsbBa Aa npuTexasaT BanuaHo paspelleHne 3a ynotpeba B cTpaHaTta, u3gageHo no pega
Ha 3J1MXM nnn PernameHT (EO) Ne 726/2004 r. Ha EBponenckusa napnameHT u CbBeTa /un.
23. an.1 Ha 3MMXM/ n ceptudumkat 3a ocsoboxgaBaHe Ha Bcsika napTuaa, udgageH ot
kBanuduumnparo nuue no 3J1MXM, yaoctoBepsBaly, Ye napTugarta fiekapCTBEH NPOAYKT €
npounsBedeHa 1 KOHTponupaHa B CbOTBETCTBUE C U3UCKBaAHUSATA Ha pa3peLUleHneTo 3a
ynotpeba no pega Ha 3JMTMXM. B cnyyan Ha nstnyaHe Ha paspelueHmeTo 3a ynotpeba Ha
nekapcTBeH NPOAYKT Npe3 CboTBETHATa roanHa/rogmHu, 3a KoMTo ce nposexaa
obuiecTBeHaTa nopbyka, yHaCTHUKLT Aeknapupa, B CbOTBETCTBME C Yn. 55, an. 6 ot 3J1MXM,
Yye KonuyecTBaTa Ha NnekapCTBEHUSA NPOAYKT ca Hann4yHu 3a Cpoka Ha AencTBue Ha Jorosopa
UNn Apyrn eKBMBaneHTHN CTaHg4apTuy, B npunoxmmuTe cnydan. [lJa 6baat ¢ yTBbpaeHa LeHa,
cbrnacHo yn. 258, an. 1 Ha 3J1MXM; OnakoBkaTa Ha nekapcTBeHUTE NpoaykTn Tpsibea aa
oTroBaps Ha nancksaHuata Ha (naesa VI ,,OnakoBKu 1 IMCTOBKM Ha NEKAPCTBEHM NPOAYKTU” OT
3JTNXM. Tpabsa ga ce 4OCTaABAT caMo NIEKAPCTBEHN MPOAYKTU, KOUTO ca NOsy4nnu
paspeLueHue 3a ynotpeba/yaoctoBepeHune 3a permctpaums, no peaa Ha 3akoHa 3a
nekapcTBeHUTe NpoaykTn B xymaHHata meguuuna /3JTTXM/ nnu PernamenT (EO) Ne726/2004
Ha EBponenckusa napnameHT n CbBeTa, U 3a KOUTO paspeLLeHMETOo 3a ynoTpeba
/yBoCTOBEPEHMETO 3a permcTpauus e BanuaHo, T.e. TpsibBa Aa He € U3TeKb Cpoka Ha
paspeLleHneTo 3a ynotpeba/ygoctoBepeHneTo 3a permctpauuns, Kakto U ia He e npekpaTeHo
OENCTBMETO Ha paspeLleHneTo 3a ynotpeba/yaocToBepeHNeTo 3a pernctpauns, 3a Koeto
N3NbIHUTENAT TpAbBa Aa criefum, Heroea e OTTOBOPHOCTTA 3a Cbobpa3aBaHeTo 1 Cna3BaHeTo
Ha ToBa U3NCKBaHe, NPU U3MbIIHEHWETO Ha nopbykata. MeankameHTUTe — riekapCcTBEHM
NPOAYKTU, KOUTO Ce AOCTaBAT TpsAbBa Ja ca B CPOK Ha rOQHOCT, KaTO OCTaTbKbT OT CPOKa Ha
roOHOCT Ha CbLMTE, KbM MOMEHTA Ha JOCTaBkaTa, TpsAbea Aa 6bae He No-KpaTbKk OT V2 OT
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006s1IBEHNS OT NPON3BOANTENS CPOK Ha rogHoCT. [locTaBkuTe Ha MeankameHTn TpsibBa aa ce
N3BbpLUBAT B CbOTBETCTBME C U3NCKBAHUATA HA 3aKOHA, B T.4. HA 3aKkoHa 3a NekapCTBEHUTE
NpoAayKTu B XymaHHata meguumHa /3JTNXM/, n Hapen6a Ne25 ot 4.11.1999 r. 3a oka3BaHe Ha
crneluHa MeguumHcka nomoly, B T.4. MNpunoxeHune Ne1 kbm un. 10, an. 1 Ha cbLiaTa.
[ocTtaBkute Ha MeankameHTuTe TpsAbBa Aa 6bAAT M3BbPLLBAHM B CbOTBETCTBUE CbC 3asiBKUTE
Ha Bb3NOXUTeNs /nnaHoBu 1 cnewwHun/, B cnegHUTe CpokoBe: B Cpok Ao 5 /net/ paboTHu aHu —
3a NnaHoBMTE 3asiBKN, CbOTBETHO B CPOK A0 1 /eauH/ paboTeH AeH — 3a CneLUuHUTE 3asiBKU.
Aitheantoir inmheanach: 592789

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33690000 Various medicinal products

5.1.2. An ait feidhmiochta
Foroinn tire (NUTS): lNneeeH (BG314)
Tir: An Bhulgair

5.1.3. Fad measta
Fad ama: 12 Mionna

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 195 335,55 EUR

5.1.6. Eolas ginearalta
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): nil

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: ObuwecTtBeHaTa nopbyka e ¢ npeameT: ,JocTaBka Ha MeEANKAMEHTU — IEKAPCTBEHN
npoaykTn 3a Hyxaute Ha LICMI — MNneseH”

5.1.9. Critéir roghnuchain
Foinse na gcritéir roghnaithe: Fégra
Critéar: Claru i gclar gairmiuil abhartha
Cur sios ar an gcritéar roghnuchain: YuactHnumte Tpsabsa ga umat npaso Aa TbpryBaT Ha
efpo C nekapcTBeHu npoaykTu. [leknapupaHe M3nbnHeHWETO Ha ToBa yCrnoBue ce Aekrnapupa
ypes3 nonbriBaHe Ha usnckyemarta nHgopmauusa B Yact IV, Pasgen A ,logHoct” ot EEJON.
HokasBaHe [Npeau ckniovBaHe Ha 4OroBopa y4aCcTHUKBT cneisa Aa npeacraBn BanvaHo
paspeLlleHne 3a TbProBus Ha efpo C NlekapCTBEeHU NPoAYyKTU cbrnacHo Y. 195 ot 3J1MXM
/koraTo y4aCTHUKBT He e Npou3BoauTen/, pecn. BanuaHo paspeLleHne 3a Npon3BoACTBO Ha
CbOTBETHUTE fieKapCTBEHU NPOAYKTU, cbrnacHo Y. 196, an. 1 ot 3J1MXM /koraTo y4acTHUKBLT
e npoussoauTen/, pecn. BanuaHo paspeLleHne 3a BHOC Ha CbOTBETHUTE NeKapCTBEHM
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NpoAyKTu, cbrnacHo 4n. 196, an.2 ot 3J1MXM /koraTto yyacTHUKBLT € BHOocuTesn/; CbrnacHo un.
60 30T, yyxkgecTpaHHUTE y4acTHMUM MoraT a AoKaxaT perncrpaumsaTa cv B aHanormyHm
PErnCTpU CbrnacHo 3aKOHOAATENCTBOTO Ha AbpXaBaTa-yfeHKa, B KOATO Ca YCTaHOBEHMW.

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: MIKoHOMUYecKkn Han-u3srogHaTa odpepTa ce ornpeaens Bb3 OCHOBA Ha KpUTEPUSA MO Y.
70, an. 2, 1. 1 ot 30I1 - ,Han-HUCKa LieHa".
Cur sios: 2. Y4YaCTHUKBT, NpeanoxXun Han—HUcKa LeHa ce krnacupa Ha 1-Bo (MbpBO) MACTO 3a
CbOTBETHUSA apTuKyn ot LileHosBoTo npegnoxenue - MNMpunoxeHne Ne 1A. Benukn egmuHUYHN
LeHn ce noco4sar B eBpo, 6e3 BkntoveH A0C. Te ca uenu nnu gpobHn ymcna. Ako ca apobHU
yucna Tpsibea ga 6baaT 3akpbrieHy 40 YeTBBbPTUS 3HaAK cnen AeceTuyHaTta 3aneTtas.
BAXXHO !!!! MNoco4eHunTe ueHn TpsbBa Aa ca YMcno pasnuyHo oT Hyna. Jluncarta Ha
npegnoXeHne 3a JocTaBka Ha HAKOS! OT HOMEHKNAaTypHUTE eNHNLN, HEe € OCHOBaHue 3a
OTCTpaHsABaHETO Ha cbluaTta OT yyacTue B npouegypara.
Cur sios ar an modh ata le husaid mura féidir an t-uala a léiriu le critéir: Komucuara 3a
pasrnexgaHe v oLeHka Ha odepTuTe nposexaa nybnuyHo xpebuin 3a onpegensHe Ha
N3NBbAHUTEN MeXAyY KnacupaHuTe Ha NbPBO MACTO OPEPTU, aKo KPUTEPUAT 3a BbararaHe e
Ha-HUCKa LeHa 1 Ta3n LueHa ce npeanara B ABe Uy noseye opepTu.

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/592789
Cainéal cumarsaide ad hoc:
Ainm: LUAKXC EOI

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://app.eop.bg/today/592789
Na teangacha inar féidir tairiscinti no iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ceadmhach
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 04/08/2026 23:59:59 (UTC+03:00) Am Samhraidh Oirthear
na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 6 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 05/08/2026 13:30:00 (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: ta
Usaidfear iocaiocht leictreonach: ta

5.1.15. Teicnici
Creat-chomhaontu:
Nil feidhm ag creat-chomhaontu
Eolas faoin gcoéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
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5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucusa 3a 3awmra Ha koHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: B 10-gHeBeH cpok cneq natuyaHe cpoka no 4n.100,
an.3 ot 30l npeg K3K.
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe:
Komucusa 3a 3awimTta Ha KOHKypeHunsiTa

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: ULEHTBbP 3A CIMNELWHA MEOVLNHCKA NMOMOLL - MNEBEH
Uimhir chlaruchain: 000411973
Seoladh poist: 6yn. FTEOPI' KOYEB Ne.8
Baile: rp.lMneBeH
Cadd poist: 5800
Foroinn tire (NUTS): lNneseH (BG314)
Tir: An Bhulgair
Pointe teagmhala: Mupocnasa LiBeTaHoBa XpuctoBa
R-phost: csmp@csmp-pleven.eu
Teil.: 064 82 33 33
Préifil an cheannaitheora: https://app.eop.bg/buyer/27365
Réil na heagraiochta seo:
Ceannaitheoir

8.1. ORG-0002
Ainm oifigiuil: Komncns 3a 3awwmrta Ha KOHKypeHuuaTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Codus
Caod poist: 1000
Foroinn tire (NUTS): Codousa (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: Komucns 3a 3awwmra Ha KOHKypeHuusaTa
R-phost: delovodstvo@cpc.bg
Teil.: +359 29356113
Facs: +359 29807315
Seoladh idirlin: http://www.cpc.bg
Réil na heagraiochta seo:
Eagraiocht athbhreithnitchain
Eagraiocht a sholathraionn tuilleadh faisnéise faoi na nésanna imeachta athbhreithnithe

Eolas faoin bhfégra

Aitheantdir/leagan an fhégra: b82658ee-7301-4174-bb7c-df6cf11d044b - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhogra: 01/07/2026 11:17:52 (UTC+03:00) Am Samhraidh Oirthear na hEorpa
Na teangacha ina bhfuil an fogra seo ar fail go hoifigiuil: Bulgairis
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