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781671-2024 - lomaiocht

An Bhulgair — Pharmaceutical products — “CkniouyBaHe Ha paMKOBO criopa3yMeHue 3a JocTaBKa
Ha NneKapCcTBEeHU NPOAYKTU 3a HYXXAUTe Ha ne4yebHUTe 3aBeAeHUs 3a nepuog oT ABe roauHu®,
BKNroyBawa 7 060co06eHU No3uLum.

OJ S 247/2024 19/12/2024

Fégra maidir le conradh né lamhaltas — an gnathchoéras

Solathairti

1. Ceannaitheoir

1.1. Ceannaitheoir
Ainm oifigiuil: MMHNCTEPCTBO HA 30PABEOIMNA3BAHETO - LLEHTPAJIEH OPIr'AH 3A
MOKYTMKA
R-phost: rradeva@mbh.government.bg
Cineal dlithiuil an cheannaitheora: Udaras de chuid an rialtais lair
Gniomhaiocht an udarais chonarthaigh: Slainte

2. Nos imeachta

2.1. Nos imeachta
Teideal: “CkniouBaHe Ha paMKOBO Criopa3yMeHue 3a JOoCTaBka Ha fiekapCTBEHU NPOAYKTU 3a
Hy>XOuTe Ha nevyebHUTe 3aBefeHns 3a nepuoa oT ABe roguHun®, Bkntoyealla 7 06ocobeHu
no3numm.
Cur sios: Ha ocHoBaHue un. 2, an. 1 ot lNoctanosneHne Ne 146 ot 9.06.2015 r. 3a cb3gaBaHe
Ha LleHTpaneH opraH 3a nokynku B cektop "3gpaseonassaHe” (NMMC Ne 146/2015r.),
MUHUCTBPBT Ha 3apaBeonasBaHeTo e LieHTpaneH opraH 3a NOKynku B CEKTOP
~3apaseonassaHe” (LUOINC3). B nanbnHeHne Ha Bb3NOXEHNTE MY (DYHKLMN U HA OCHOBaHWe
yn. 5, 7. 1 ot NMMC Ne 146/2015 r. MMHUCTBPBT Ha 3apaBeonasBaHeTo Npoeeae, Ypes
EnekTpoHHaTa cuctema lNpoueaypa no cbbmpaHe Ha 3asBKM 3a CKItoyBaHe Ha Pamkosu
crnopasyMeHus 3a nepuoga ot ABe roauHun, Ype3 EnekTpoHHaTa cuctemMa 3a 3akynyBaHe Ha
neKkapCTBEHM NPOAYKTU 3a HyXaUTe Ha nedvebHuTe 3aBeaeHus B Penybnunka bvnrapma. Cbe
3anoeen Ne P[1-01-730/29.10.2024 r. Ha OCH. 4n. 7, an. 1 BbB Bpb3ka c un. 5, an. 2, 7. 17 o1
30Tr1 3a LOICS3 e onpeaenena r-xa NanuHa Ctoesa, rnaBeH cekpetap Ha MUHUCTEPCTBOTO
Ha 3apaBeonasBaHeTo. HacTosilwara obuectBeHa nopbyka ce 0bsiBsBa 3a 3assBEHUTE OT
neyebHnTe 3aBeeHNs NeKapCTBEHN NPOAYKTU, KOUTO Ca MHAMBUAYaNU3MpaHu B
TexHumyeckaTta crneumdunkaums Ha obuiecTBeHaTa nopbyka Hammpalla ce B EnekrpoHHaTta
cuctema Ha agpec: https://cop.mh.government.bg/ - 3a peructpupanu http://cop.mh.
government.bg/ - 3a HeperncTpmpanu
Aitheantdir an ndéis imeachta: 1e4badee-88d6-4e85-a627-d7a9bd393005
Aitheantdir inmheanach: 435231
An cineal ndis imeachta: Oscailte
Ta an nds imeachta a bhrostu: nil

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

2.1.2. An it feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocus, Nnowan Ceeta Hegena Ne 5
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Baile: Codumsa

Cadd poist: 1000

Foroinn tire (NUTS): Cocpus (ctonuua) (BG411)
Tir: An Bhulgair

Eolas breise: ,NUTS: BG Bvnrapus”

2.1.3. Luach
Luach measta gan CBL a aireamh: 410 962 203,99 BGN

2.1.4. Eolas ginearalta
Eolas breise: 1. MUHUMAJTHN N3NCKBAHWA JlekapcTBeHUTE NpoAyKTH, 3a KOUTO
yyacTHUUUTe nogasaT npennoxeHna Tpssbsa ga oTroBapsT Ha M3MCKBaHUATA Ha Bb3NOXUTENS
n oa ca cbobpaseHu ¢ konmyecTBaTa, nocoveHn B EnektpoHHaTta cuctema. https://cop.mh.
government.bg/ - 3a pernctpupanu, http://cop.mh.government.bg/ - 3a Hepernctpmpanm 2.
OobLWKN USUKBAHNA KbM NMPEONATAHUTE JNIEKAPCTBEHW MPOOYKTW: 2.1.
JlekapcTBeHuTE NpoaykTn TpsabBa Aa OTroBapsT Ha U3MCKBaHMATa Ha 3akoHa 3a
nekapcTBeHUTE NPOAYKTU B XyMaHHaTa MeauumHa — Tpabea fa nputexasaT BanvaHo
paspelueHue 3a ynotpeba B cTpaHaTa, usgageHo no pega Ha 3J1MXM unu PernameHT (EO) Ne
726/ 2004 r. Ha EBponenckus napnameHT n Coeeta /un. 23, an.1 Ha 3J1MXM/. B npoueaypata
mMoraTt ga 6baaT ohepupaHn, camo nekapcTBeHuTe Nnpoayktu Bknodenn B MNMJ1C, MNpunoxeHne
Ne 2, akTyaneH KbM gaTaTta Ha nofgaBaHe Ha npeasioxkeHuneTo. 2.2. LleHaTa no gorosopa,
CKIMOYEH Bb3 OCHOBA Ha paMKOBOTO CriopasymMeHue e oukcmpaHa, He NoaneXxu Ha npoMsiHa 3a
CpoOKa Ha AencTBue Ha goroeopa, ocBeH B criydante Ha 116 ot 30I1. 2.3. B cny4yan, ye npes
BPEMETO Ha AeNCTBME Ha CbOTBETHUS AOrOBOP CTOMHOCTTA, KOATO criedBa Aa ce 3annawa ¢
ny6nvyHM cpeacTBa Ha nekapCcTBEHU NPOAYKTU OT [03UTUBHUA NEKapCTBEH CMUCHK CTaHe Mno-
HUCKa OT JOroBopeHaTa, le4ebHOTO 3aBefeHne — Bb3noxuTen 6e3ycnoBHoO 3annawla
nekapcTBeHUTE NPOAYKTU Ha NO-HMUCKaTa CTOMHOCT, CYUTAHO OT AaTaTta Ha Bnu3aHe B cuna Ha
pelleHneTo Ha HaumoHanHusa cbBeT Mo LeHn n peumbypcrmpaHe Ha nekapCcTBEHUTE NPOOYKTU
( HCLPJIM) 3a npomsiHa Ha LeHUTe Ha NeKkapCTBEHMUTE NPOAYKTU UNK OT JaTtaTta Ha
akTyanumsaumata Ha Mo3MTMBHUSA nekapcTBEH CNUCHK MO peda Ha yn. 57, an. 1 ot Hapepbata
3a ycnosusTa, NnpaBunaTa u peaa 3a perynvpaHe n peructpupaHe Ha LeHuTe Ha
nekapcteeHute npoayktn (HYMNPPPLJIM) 3a nekapcTBeHUTE NPOAYKTU C HAMarneHa CTOMHOCT
3a OnakoBKa, n3vncneHa Ha 6asa pedepeHTHa CTONMHOCT. B cnyyante no npeaxogHoTo
n3pedveHne, CTOMHOCTTa Cce onpeerns KbM MOMEeHTa Ha JocTaBkaTa (nognucBaHe Ha NnpuemMo-
npeaasaTeneH NpoTokon). Bcnykn konvyecTsa, NocodeHu B cneundurkauuata, ca
,OPUEHTUPOBBYHN" N Ca NpeMeT Ha Bb3raraHe B paMKUTE Ha BbTPELLEH KOHKYpeHTEeH n3bop
Nno paMKOBO Cropa3yMeHue, Mo nokaHa Ha nevyebHuTe 3aBefeHUs — Bb3NOXUTENN, MOCOYEHN
B JOKyMeHTaumdata. B pamkuTe Ha npoBexgaHuTe BbTPELLHM KOHKYPEHTHU n3bopw, we 6bvaar
3asBsiIBaHN KONMMYeCTBa, CbOOpPa3HO TeKyLLUTE HYXON Ha BCSIKO NevyebHOo 3aBeaeHue, KaTto
ne4yebHOTO 3aBefieHNEe — Bb3NOXNUTEN He e OMbXHO Aa 3asBu 3a A0CTaBKa UsanoTo
AOroBOPEHO KONMMYECTBO, a UMa NpaBo Aa 3asBsBa KONMMYEeCTBa CblMacHO AENCTBUTENHUTE CH
HYXXOW, HO He noBeye OT JoroBopeHoTo. Criea CKYBaHe Ha KOHKPETEH 4OroBop, Bb3HUKBAT
3abIPKEHUATa 3a 3aABsBaHe, 4OCTaBka 1 3annallaHe Ha JOCTaBeHUTE nekapcTBeHU
npoayktn. 3. NBNCKBAHWA 3A JOCTABKA MO KOHKPETEH JOIMOBOP 3.1. Beska
oThernHa JocTtaeka, cneasa ga 6bae 4ocTaBeHa B CPOK A0 7 KaneH4apHW OHK cnef
noslyyaBaHe Ha 3asiBKaTa OT fle4ebHOTO 3aBefeHne — Bb3NOXUTEN U 3a KonudecTteaTta u
ONakoBKMTE (CbOBPa3HO KOHKPETHUTE NekapCTBEHM NPOAYKTU, MOCOYEHN B TEXHUYECKOTO
npeanoXeHne Ha N3NbAHUTENS), TOYHO onpeaeneHn B 3asBkaTta. B cnyvaun, ye ce npasu
nbpBa AOCTaBKa OT AaJeHaTa napTuaa Ha nekapcTBeH NpoaykT, ce npeactass Ceptudukat
3a ocBoboxgaBaHe Ha napTugara, usgageH ot ksanuduumnpano nuue no 3J1MXM Ha
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€NeKTPOHEeH HOCUTEN UMK NO eNeKTPOHEH NbT Ha eNneKkTpoHHaTa nowa, NocoYeHa KaTo agpec
3a KOpecnoHAEeHUMA, NPUAPYXKEH C NPeBO Ha Bbrapcky e3vk oT doupmMa, CKNrYunna 4orosop
¢ MnHMCTEepCTBO Ha BbHLLHMTE paboTu 3a n3BbpLUBaHe Ha odmumanHu npesoan. M3bpoeHute
OOKYMEHTM ce NpeacTaBAT No eflekTPOHHA NoLla B CbOTBETHOTO 3BEHO, ONpeaernieHo oT
neyebHOTO 3aBeeHMEe — Bb3noxuTten. [Npu cnegBaluy AOCTaBKU HA NIEKAPCTBEHM NPOAYKTU OT
cbliaTa napTuaa, cepTudukaTbT He ce npeacTtass. B cnyyan Ha Heo6XoAMMOCT OT cneLuHa
AocTaBka, Ne4yebHOTOo 3aBeeHne — Bb3noXuTen nocoYvsa U3puUYHO B 3asiBkaTa, Ye e
Heobxoanmo aa 6bae u3BbpLUEHa cneLwlHa gocTaBka. B To3m cnyyan, goctaBkarta crneaBa ga
6bae nsBbpLUEeHa o 6 Yaca OT noflyyaBaHe Ha 3asiBKaTa U 3a KonvyecTBaTta 1 ONakoBKUTE,
TOYHO onpefenexun B 3asBkaTta. 3.2. OCTaTbyYHUAT CPOK HA FOQHOCT Ha fleKapCTBEHUTE
nNpoAaykTu, cneasa aa 6bae He no—manbk oT 40 % /vyeTupugeceT Ha cTo/ OT 06sIBEHUSI OT
npousBoAnTeNd KbM faTaTa Ha BcdAka gocTaska. 3.2.1. B cnyyain Ha focTaBka Ha
NekapcTBEHMSI NPOAYKT C MO — KpaTbK OT AOFOBOPEHNSI CPOK Ha FOAHOCT, AbihknmaTta
HeycToWnKa e kakTo cnega: ot 39,99% 0o 30% - 3 % BbpXy CTOMHOCTTA Ha JOCTaBKaTa; OT
29,99% 00 20% - 5 % BbpXy CTONHOCTTA Ha goctaskaTa; oT 19,99% 1o 10% - 7 % Bbpxy
CTOMHOCTTa Ha goctaBkaTa; nog 10% - 10 % Bbpxy CTOMHOCTTa Ha gocTaBkaTa. 3.2.2.
[ocTaBkaTa Ha NekapCcTBEH NPOAYKT C OCTaTbY€H CPOK Ha rogHOCT no-manbk oT 10 Ha cTo OT
06s1IBEHNA OT NPON3BOANTENS CE U3BBbPLLBA CaMO C MMCMEHO Cbrnacue Ha ne4yebHoTo
3aBefeHne — Bb3NOXNUTEN 3a KOHKPETHO KONMYEeCTBO, onpeaeneHo ot Hero. bes nspmnyHo
NMUCMEHO Cbrnacue Ha NnevyedbHOTO 3aBeleHNne — Bb3MNOXUTEN CTOKNTE HAMa aa 6baat
3annawaHun. VickaHeTo 3a NMCMEeHOo chrnacue crefsa fa nocTbnuy B ne4ebHOTO 3aBeaeHne —
BBb3NoXxuTen B cpok Ao 1 (eanH) paboTeH AeH OT nonyyaBaHe Ha 3asiBkaTa. [ocoyeHute no-
rope CpoKoBe 3a AOCTaBKa Ha NekapCTBEHM NPOAYKTN C OCTaTbY€H CPOK HA rOAHOCT NO-Manbk
oT 10 Ha cTo oT 0649BEHMS OT NPOM3BOAMTENS 3anoyBaT Aa TekaT OT AaTaTa Ha nosflyYyaBaHe
Ha cbrnacueTo 3a focTaBka. B cnyyante Ha cnewHu 4OCTaBKkM NOCOYEHNTE No-rope
HEeyCTOWKM He ce npunaraT. Jle4ebHOTO 3aBeaeHNe — Bb3NOXUTEN MOXE Aa OTKaxe
npuemMaHeTo Ha CTOKUTE, aKko B AEHS HAa TAXHOTO NpUCTUraHe Unu npuemMaHe ocTaTb4YyHUS CPOK
Ha rogHOCT € MO — Manbk OT onpeAeneHns MMHUMarneH Cpok Ha rogHocT. 3.3. OcTaTbYyHMAT
CPOK Ha rogHOCT Ha GuonpoaykT unmn GuonogobeH NpoaykT, cneapa Aa 6bae He No—Manbk OT
20 % /pBapeceT Ha cTo/ OT 06ABEHNSA OT NPOM3BOANTENSA KbM JaTaTa Ha BCAKa JOCTaBKa.
3.3.1. B cnyyan Ha goctaBka Ha GuonpoaykT unu 6uonogobeH NpoaykT € No — KpaTbK OT
AOroBOPEHNSA CPOK Ha rOQHOCT, Ab/MKMMaTa HeycTorka e Kakto crieasa: ot 19,99% 0o 10% - 2
% BBPXY CTOMHOCTTA Ha gocTtaskaTta; oT 9,99% 0o 5 % - 4 % BbpXy CTOMHOCTTA Ha
aoctaekaTta; nog 5% - 6 % BbpXy CTOMHOCTTa Ha focTaBkaTa. 3.3.2. [locTaBkaTta Ha
NeKkapcTBEH NPOAYKT C OCTAaTbY€H CPOK Ha roO4HOCT NO-Masnbk OT 5 Ha CTO OT 06ABEHUSA OT
Npoun3BOANTENSA CEe N3BBLPLLUBA CaMO C MMCMEHO Cbrnacue Ha ne4yebHoTo 3aBeaeHne —
Bb3r10XKUTEN 32 KOHKPETHO KONMMYECTBO, onpeadenieHo oT Hero. bes n3pruyHo NMCMeHo
cbrnacue Ha ne4ebHOTO 3aBeaeHMNEe — Bb3NOXUTEN CTOKUTE HAMA Aa ObaaTt 3annatlaHu.
VickaHeTo 3a NMCMEeHOo cbrnacue crieipa fa NocTbnu B fe4ebHOTO 3aBeeHne — Bb3NOXUTEN
B cpok o 1 (eguH) paboTeH AeH OT nony4vaBaHe Ha 3asBkaTta. [locovyeHnTe no-rope CpokoBe
3a [JOCTaBKa Ha NnekapCTBEHN NPOAYKTU C OCTaTbYeH CPOK Ha FOAHOCT MO-ManbK OT 5 Ha CTo
OT 06sIBEHNA OT NPON3BOANTENSA 3anoyBaT Aa TekaT OT JaTaTta Ha norfydaBaHe Ha CbrnacueTo
3a JocTaBka. B cnyyanTte Ha cnewwHn 4OCTaBKM MOCOYEHUTE NO-TOpe HEYCTOMKN He ce
npunarat. Jle4ebHOTO 3aBeeHne — Bb3NOXUTEN MOXE [a OTKaXe NpMeMaHeTo Ha CTOKUTe,
aKko B AeHS Ha TAXHOTO NPUCTUraHe Unn NpMemMaHe oCTaTb4YHUSA CPOK Ha rOAHOCT € MO — Manbk
OT onpefeneHnsa MMHUMarneH cpok Ha rogHocT. 4. [IokyMeHTM 3a nnailaHe. 3annawaHeTo Ha
CTOKMTE MO 40roBopa Ce M3BbpLUBA OTNOXEHO B Cpok A0 60 /wectaeceTtus/ aeH, cneg
npencraBsHe Ha cnegHuTe OKyMeHTU: [loctaBHa hakTypa, CbCTaBeHa CbhrfacHo
nanckeanuaTa Ha 300C v MNMN3040C un MNpuemaTtenHo-npegasaTenHu npotokonu; NMpnemo —
npegaBaTeniHMTE NPOTOKONN MOXe [a Ce CbCTaBAT KaTO €NeKTPOHHM AOKYMEHTM 1 Aa ce
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noanuceaT OT NPeACTaBUTENUTE HA CTPaHUTE C eNEKTPOHEH NOAMNUC, Cb3AadeH C
KBanvdpuuupaHo yaoctoBepeHue 3a enekTpoHeH nognuc. OTNOXeHOTO nnailaHe e Ha
OCHOBaHue 4n. 3, an. 6 BbB Bpb3ka C an. 5 ot 3akoHa 3a ne4yebHute 3aBeaeHus. 5. Ha
ocHoBaHue u4n.40 ot 30Tl LleHTpanHMaT opraH 3a nokynku B cektop "3apaseona3saHe”
npoBeexaa npoueaypu 3a BbanaraHe Ha obLEeCTBEHM NOPBYKM M 3a CKIHOYBAHE HA PaMKOBM
crnopasyMeHusi Ypes n3nonssaHaTa oT Hero nnartgopma Hamupatla ce Ha agpec: https://cop.
mh.government.bg/ B cbotBeTcTBME C un. 40, an. 1 ot 30l cb3gaBaHeTo 1 NyGnMKyBaHETO
Ha pewleHunsaTa no un. 22, an. 1, 7. 1 n 2 n obsaenenunata no yn. 35 n un. 36, an. 1, 1. 6 ot
30T, we 6baaT n3BbpLLBaHK B LieHTpanuanpaHa aBTomaTtmampaHa nHdopmMaunoHHa
cuctema ,EnektpoHHu obwecteseHu nopbykn® (LLAUC EOIT). Benykn octaHany peLleHus n
OOKYMeHTM ce nybnukysat B EnekrpoHHaTa cuctema, 4OCTbMNHA HA CNeAHUS eNeKTPOHEH
agpec: https://cop.mh.government.bg/ 3a HacTosilwaTa obuwiecTBeHa Nnopbyka, Wwe 6bae
ob6ocobeHa caMocTosTENHA eNEKTPOHHa Npenucka B EnektpoHHaTta cuctema. 3a
npoBeXxaaHuTe oT NeyebHUTe 3aBeeHNsS BbTPELLUHM KOHKYPEHTHM M300pu, Bb3 OCHOBA Ha
CKITHOYEHOTO PaMKOBO CropadyMeHune ce 060cobaBaT OTAENHM eNEKTPOHHM NPENUCKM B
EnekTpoHHaTa cuctema. HactosiwaTa npoueaypa e uausano efnekTpoHHa U BCUYKU OENCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT n3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTeMa, AOCTbIHA Ha crnefHusa enekTpoHeH agpec: https://cop.mh.government.bg/ Bb3
OCHOBa Ha HacTtosdwara npoueaypa LLOMNCS we cknoyn egHO paMKoBO criopasyMeHue ypes
N3Mnon3BaHe Ha eNeKTPOHHN CpeacTBa 3a KOMYHMKaLMsS B CbOTBETCTBUE C U3UCKBaHMSATA Mo
un. 39a, an. 7 ot 30[1 1 Npn n3non3BaHe Ha eNEeKTPOHEH Tbpr, KONTO LWEe ce NpoBeae no peaa
Ha yun. 89-91 ot 30I1. Cnea cknoyBaHe Ha pamMKOBOTO criopasyMeHne oT cTpaHa Ha LIOlMC3,
neyebHUTE 3aBEOEHNS-BB3NOXMTENN LLIE CKMOYBAT KOHKPETHW JOrOBOPM 3a JOCTaBKa Ha
nekapCTBEHM NPOAYKTU Creq U3BbpLUBaHEe Ha BbTPELLEH KOHKYPEeHTEH n3bop B criydanTe Ha
un. 82, an. 3 ot 30l 1 npoBexaaHe Ha eNeKTPOHEH TbPr Npu cnasBaHe Ha peaa no un. 89-91
ot 30r1. 6. OcBeH Ha ocHoBaHuATa Ha yn. 54 nun. 55, an. 1, 1. 1 ot 30I1 ce oTcTpaHaBaT
yyacTHULUMTE 1 KOraTo € Hanumue Hakoe oT obctoaTenctearta no 4n.107 ot 30r1. 7. MNMpeasug
obcToaTtencTBoTo, Ye ¢ UneH 5k ot PernameHT (EC) Ne 833/2014 namenen ¢ PernameHT (EC)
2022/576 HA CBbBETA ot 8 anpun 2022 rognHa OTHOCHO OrpaHUYNTESNHN MEPKN C Orfes Ha
aencteuaTa Ha Pycus, gectabunuanpaiym nonoxeHmeto B YkpanHa (PernameHT (EC) Ne 833
/2014 HA CBbBETA) ce 3abpaHsiBa Bb3naraHeTo Ha BCAKakBM 4OroBOpu 3a 00LEeCcTBEHU
NOPBbYKN Ha OPYXKECTBa, B KOUTO MMa PYCKO ydacTue, C KOeTO Ce HaaBuLlaBaT rpaHuumTe
onpeaeneHn B TO3M YneH. Y4acTHULUM, B KOUTO MMa PYCKO ydacTue, C KOeTo ce HaaBuLaBat
rpaHuumnTe onpegenexHn B 4n.5k Ha PernameHT (EC) Ne 833/2014 nameHeH ¢ PernameHT (EC)
2022/576 Ha CbBeTa We 6baaT oTCTpaHsiBaHu OT npoueaypaTa.

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: 7

2.1.6. Forais eisiaimh
Rannphairtiocht in eagraiocht choiritil: KahgungaTsT Unv 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 aHanNnoOrMYyHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Eilliu: KanomaaTsbT vnu YYaCTHUKBLT € OCbEH C Brd3na B cura npucbaa 3a npecrbhfneHme no
yn. 301-307 ot HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornM4yHo
npecTbniieHne B Apyra AbpXXaBa YreHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
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Calaois: KaHangaTbT unv y4aCcTHUKBT € OCbAEH C BriSi3na B cuna npucbaa 3a npecrbrneHne
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B Apyra AbpXxaBa YrneHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
Cionta sceimhlitheoireachta n6 cionta a bhaineann le gniomhaiochtai sceimhlitheoireachta:
KaHOmMaaTsT Unm y4acTHUKBT € OCbAEH C Brs3na B cusia npucbaa 3a NpecTbhfieHne no Y.
108a ot HakasaTenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHoO NpPecTbNeHne
B Apyra AbpXaBa yreHka unv tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I1)

Sciuradh airgid né maoiniu na sceimhlitheoireachta: KaHangaTsT nnu y4acTHUKBLT € OCbAEH C
BNsA3na B cuMna npucbaa 3a npectbnrieHve no yn. 253-260 ot HakasatenHua kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanNOrM4yHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 7. 2 ot 300N)

Fostu paisti agus cinealacha eile gainneala ar dhaoine: KaHouaaTbT UM y4aCTHUKBT €
OCbAEH C Brisi3na B cuna npucbaa 3a npecrbnnenune no yvn. 159a-159r ot HakasatenHus
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4HO NpecTbnfeHne B Apyra AbpKaBa
4ynieHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Canacha a ioc: KaHangaTbT Mnu y4acTHUKLT UMa 3a4biMKeHUs 3a AaHbLM MO CMUCHA 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)

Ranniocaiochtai slandala sdisialta a ioc: KaHOugaTbT UM y4acTHUKBT MMa 3a4biDKeHNd 3a
3a4bIMKUTESTHU OCUTYPUTENTHU BHOCKM MO CMUCHAa Ha yn. 162, an. 2, T. 1 oT JJaHb4yHoO-
OCUTypUTENHUS NpoLecyaneH KOAEKC N NIMXBUTE MO TAX KbM AbpXXaBaTta Unn KbM obLinHaTa
no cefanuLieTo Ha Bb3MNOXUTESNSA U Ha KaHOuAATa UK y4acTHUKA, UX aHanorn4Hu
3a4b/MKEHNA CbINacHO 3aKOHOAATENCTBOTO Ha AbpXKaBaTa, B KOSATO KaHAMAATbT UNn
YYaCTHUKBT € YCTAaHOBEH, JoKa3aHW C BIIS3bJS1 B CUa akT Ha KOMMNETEHTEH opraH, (4n. 54, an.
1, 7. 3 01 300N)

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

Saru oibleagaidi i réimsi an dli shoisialta: KaHamaatsT nnmn y4acTHUKBLT € OCbAeH C Brs3na B
cvna npucbaa 3a npectbnnenne no Yn. 172 unu un. 192a ot HakasaTtenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanorMyHoO NpecTbhIeHMe B Apyra Abp)KaBa YfleHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

Saru oibleagaidi i réimsi an dli saothair: KaHgnoaTsbT UM y4aCTHUKBT € U3BBbPLUNII
HapyweHue no un. 118, 128, 245 1 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C BIISI3NO B
Cuna HakasaTesnHo NOCTaHOBMEHME UMK CbAEOHO peLLeHne, NN aHanorMyHN HapyLleHus,
YCTAHOBEHW C aKT Ha KOMMNETEHTEH OpraH, CbracHO 3aKOHOA4ATENCTBOTO Ha AbpXaBaTa, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € yCTaHoBeH (4n. 54, an. 1, T. 6 ot 30I01)

Rannphairtiocht dhireach no indireach in ullmhd an nés imeachta solathair seo: Hanuue e
HepaBHOMOCTaABEHOCT B criydauTe no un. 44, an. 5 ot 301 (4n. 54, an. 1, 1. 4 ot 300N)
Coinbhleacht leasa mar gheall ar a rannphairtiocht sa nés imeachta solathair: Hanvue e
KOHQIIMKT Ha MHTepecun nNo cmucbna Ha § 2, T. 21 ot [P Ha 30TI1, konTo He Moxe Aa 6bae
oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300N)

Ciontach i mifhaisnéis, i bhfaisnéis siar, gan a bheith in ann doiciméid riachtanacha a
sholathar agus faisnéis runda ar an nés imeachta sin a fhail: 3a kaHgngata unm yyactHuka e
YCTaHOBEHO, Ye: - € NpeaCcTaBui JOKYMEHT C HEBAPHO CbAbpXKaHWe, C KOUTO ce JoKa3Ba
AeKnapupaHaTa nurnca Ha OCHOBaHWUA 3a OTCTPaHsABaHE NN OEKNapupaHOoTO U3MbITHEHME Ha
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KpuTepuute 3a nogbop (un. 54, an. 1, 1. 5 ot 30I1); - He e NnpeaocTaBun M3nCKBaLLa ce
MHOpMaums, CBbp3aHa C yAOCTOBEPSIBAHE nmncaTa Ha OCHOBaHUA 3a OTCTpaHsBaHe Unu
N3NbITHEHNETO Ha KpuTepumuTe 3a noabop (4n. 54, an. 1, 1. 5 ot 30IM)

Foras eisiaimh naisiunta amhain: 3a kaHguaaTa unu y4actHuka € Hanuue HAKOe OT CriegHuTe
obcToATEeNncTBa: OCbAEH € C BNsA3na B cuna npucbaa 3a npectbnneHns no yn. 194 — 208, un.
213a — 217, u4n. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (4n. 54, an. 1, 7. 1 ot 300N);
N3BBbPLUMI € HapyweHusa no 4n.61, an.1, yn.62, an.1 wnu 3, 4n.63, an.1 unu 2, un.228, an.3 ot
Kogekca Ha Tpyaa v no 4n.13, an.1 ot 3akoHa 3a TpyaosaTa Murpaums 1 TpygosaTta
MOGBUITHOCT, YCTAHOBEHW C BMSA3M0 B CMMa HakasaTesHo NOCTaHOBEHNE NN CbaebHo
peweHne (4n.54, an.1, 1.6 ot 30I1); o6cTosaTencTso no yn. 3, 7. 8 ot 3akoHa 3a
NKOHOMMUYECKNTE U (PUHAHCOBUTE OTHOLLEHWNS C ApY>KecTBaTa, PErMcTpupann B OPUCANKLUN C
npedepeHUmnaneH gaHb4YeH PexmM, KOHTPONMPaHUTE OT TAX NMua U TEXHUTE OENCTBUTENHN
cobcTBeHUun; obectoaTencTaa no yn. 87 ot 3akoHa 3a NPOTUBOLAENCTBUE HA KOPYNUUATA,
obctoarenctso no yn. 107, 1. 4 BbB Bp. ¢ un. 101, an. 11 ot 30I1.

Féimheacht: KaHonaaTsT nnm y4acTHUKBT € 0651BEH B HECBHCTOSTENHOCT NO CMUCHIIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

Décmhainneacht: KananaatsT nnmn y4acTHUKBLT € B MPOM3BOACTBO MO HECHCTOATESHOCT (4.
55,an. 1, 1.1 ot 300N)

Socru le creiditnaithe: KaHgmaatsbT nnm y4acTHUKBT € CKIYN N3BBbHCBHAEOHO
crnopasymMeHue C KpeanTopuTe cu no cmucbna Ha yun. 740 ot TbproBckua 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

Cas cosuil le féimheacht faoin dli naisiunta: CbrnacHo 3akoHo4aTencTBOTO Ha AbpXKaBaTa, B
KOSITO € YCTaHOBEHO, Yy>KAECTPaHHO NULEe ce Hamupa B NosioXxxeHne, NogobHo Ha: 065BeH B
HECBHCTOSATENHOCT; B MPOM3BOACTBO MO HECHCTOATENHOCT; B NpoLueaypa no NMKBULaums;
CKITHOYEHO M3BBHCHAEOHO crnopasyMeHne C KpeantTopuTe; npeycTaHoBeHa AeNHOCT (4. 55,
an. 1, 1. 101 300N)

Sécmhainni ata a riaradh ag leachtaitheoir: KaHguaatsT unm y4acTHUKBT € B npoueaypa no
NMKBMAALMA MO CMUCBNA Ha TbproBckMs 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

Cuirtear ar fionrai gniomhaiochtai gné: KaHangaTsT nnu y4acTHUKBLT € NpeyCcTaHOBUI
aenHoctTa cu (4n. 55, an. 1, 1. 1 ot 30I1)

5. Luchtég

5.1. Luchtég: LOT-0001
Teideal: O6ocobeHa no3uums Ne 1, Bknioyusalla 88 HoMmeHknaTypu
Cur sios: TEXHUYECKA CMNEUNPUKALNA ATC INN Form Quantity Note AO2BAO3
Famotidine napeHTepanHa 49304920 A02BC01 Omeprazole napeHTepanHa 68879570
A02BC01 Omeprazole nepopanHa TBbpaa 16693396 A02BC02 Pantoprazole napeHTepanHa
36978192 A02BC05 Esomeprazole napeHtepanHa 20989300 AO3ADO01 Papaverine
napeHtepanHa 18435212 AO3ADO2 Drotaverine napeHtepanHa 49681478 AO3BAO1 Atropine
napeHteparnHa 417272 A03BB01 Butylscopolamine napeHTepanHa 22186950 AO3FAO1
Metoclopramide napeHtepanHa 13605941 Solution for injection AO4AAO01 Ondansetron
napeHTepanHa 3948670 2 mg/ml AO4AAO01 Ondansetron nepopanHa TBbpaa 369330
A04AA02 Granisetron nepopanHa T8bpaa 79300 AO5AA02 Ursodeoxycholic acid nepopanHa
TBbpaa 31391950 AOSBAOO L-Ornithine-L-Aspartate napeHTepanHa 1220148000 AOSBAOQO L-
Ornithine-L-Aspartate nepopanHa TedyHa 119931960 AOSBAO3 Silymarin nepopanHa TBbpaa
121923860 AOGAD65 Macrogol, combinations nepopanHa TedHa 18191466 AO7EAQ6
Budesonide nepopanHa tBbpaa 87200 capsule, hard AO7EA06 Budesonide pekTanHa TedHa
7768 AO7ECO01 Sulfasalazine nepopanHa tBbpaa 29300900 AO7EC02 Mesalazine nepoparnHa
TBbpaa 41291950 tablet AO7EC02 Mesalazine nepopanHa TBbpaa 20205000 granules
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AO07ECO02 Mesalazine pektanHa TBbpaa 3483000 AO7ECO02 Mesalazine pektanHa TeyHa
12462000 AO9AA02 Multienzymes (lipase, protease etc.) nepopanHa 18bpaa 1101814
A10ABO1 Insulin (human) napeHntepanHa 22110110 A10AB04 Insulin lispro napeHTeparnHa
370800 200 IU A10ABO04 Insulin lispro napeHTepanHa 362600 100 IU A10ABOS Insulin aspart
napeHtepanHa 1740800 Solution for injection A10AB06 Insulin glulisine napeHTepanHa
782500 A10ACO01 Insulin (human) napeHTtepanHa 7453610 A10ADO1 Insulin (human)
napeHtepanHa 4893110 A10ADO04 Insulin lispro napeHTtepanHa 776700 A10ADO0S5 Insulin
aspart napeHTepanHa 1414500 Suspension for injection A10ADO06 Insulin degludec and insulin
aspart napeHTepanHa 62000 A10AEO04 Insulin glargine napeHTtepanHa 251500 300 1U/ml
A10AEO04 Insulin glargine napeHTepanHa 668750 100 IU/ml A10AEOQ5 Insulin detemir
napeHtepanHa 1354000 A10AEOQ6 Insulin degludec napeHTepanHa 614100 A10AES54 Insulin
glargine/Lixisenatide napeHTepanHa 279000 A10AE56 insulin degludec liraglutide
napeHtepanHa 459300 A10BA02 Metformin nepopanHa 1Bbpaa 426741430 A10BB09
Gliclazide nepopanHa TBbpaa 6328452 Release tablet A10BB12 Glimepiride nepopanHa
TBbpaa 248468 A10BDO5 Pioglitazone, metformin nepopanHa 18bpaa 3920 A10BDO07
Sitagliptin, Metformin nepopanHa TBbpga 5013 50 mg/1000 mg A10BD07 Sitagliptin,
Metformin nepopanHa TBbpaa 8679 50 mg/850 mg A10BDO08 Vildagliptin, Metformin
nepoparnHa Tebpaa 5192 50 mg/1000 mg A10BDO08 Vildagliptin, Metformin nepopanHa TBbpaa
7390 50 mg/850 mg A10BD10 Saxagliptin, Metformin nepopanna 18bpaa 5100 2,5mg
/1000mg A10BD10 Saxagliptin, Metformin nepopanHa t8bpaa 5100 2.5 mg/850mg A10BD11
Linagliptin, metformin nepopanHa 1Bbpaa 7690 2,5/850 mg A10BD11 Linagliptin, metformin
nepoparnHa Tebpaa 5550 2,5 mg/1000 mg A10BD15 Dapagliflozin, metformin nepopanna
TBbpaa 10504 5 mg/1000 mg A10BD15 Dapagliflozin, metformin nepopanHa t8bpaa 12917 5
mg/850 mg A10BD16 Canagliflozin, metformin nepopanHa t8bpaa 3880 150 mg/1000 mg
A10BD16 Canagliflozin, metformin nepoparnHa tBbpaa 4860 50 mg/1000 mg A10BD19
Empagliflozin, linagliptin nepopanxa t8bpga 7200 A10BD20 Empagliflozin, Metformin
nepopanHa tBbpaa 6600 5 mg/1000 mg A10BD20 Empagliflozin, Metformin nepoparnHa
TBbpaa 13780 5 mg/850 mg A10BD21 Saxagliptin/Dapagliflozin nepopanHa 1Bbpaa 1220
A10BFO01 Acarbose nepopanHa 1Bbpaa 2999500 A10BGO03 Pioglitazone nepopanHa 18bpaa
415800 A10BHO01 Sitagliptin nepopanna 1Bbpaa 389600 A10BHO2 Vildagliptin nepopanHa
TBbpaa 606600 A10BHOS5 Linagliptin nepopanHa 1Bbpaa 36225 A10BJ02 Liraglutide
napeHtepanHa 31816 A10BJ05 Dulaglutide napeHTepanHa 285 A10BJ06 Semaglutide
napeHtepanHa 165 1 mg A10BJ06 Semaglutide napeHTepanHa 540 0,5 mg A10BJO6
Semaglutide napeHTepanHa 70 0,25 mg A10BJ06 Semaglutide nepopanHa TBbpaa 90
A10BKO01 Dapagliflozin nepopanHa t8bpaa 221700 A10BK03 Empagliflozi nepopanHa 18bpaa
185730 A10BX02 Repaglinide nepopanHa 1Bbpaa 28275 A10BX10 Lixisenatide
napeHTepanHa 22790 A10BX11 Canagliflozin nepopanna t8bpaa 92030 A11CC04 Calcitriol
nepopanHa Tebpaa 618484 A11DAO1 Thiamine napeHTepanHa 13144748 A11GAO1 Ascorbic
acid napeHTepanHa 970445300 A11HAO2 Pyridoxine napeHTepanHa 16024980 A12AA03
Calcium gluconate napeHTepanHa 344533478 A12CC02 Magnesium sulfate napeHTepanHa
1182319331 A16AA02 Ademetionine napeHTepanHa 293902570 A16AA02 Ademetionine
nepopanHa Tebpaa 92804000 A16AX01 Thioctic acid napeHTepanHa 234456440 A16AX01
Thioctic acid nepopanHa TBbpaa 29168400

Aitheantoir inmheanach: 435232

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33610000 Medicinal products for the alimentary tract and metabolism,
33615000 Medicinal products used in diabetes, 33615100 Insulin
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5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Cocms, MNnowan Ceeta Hegena Ne 5
Baile: Codmsa
Caod poist: 1000
Foroinn tire (NUTS): Cocpuns (ctonuua) (BG411)
Tir: An Bhulgair
Eolas breise: ,NUTS: BG Bvnrapus®

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 46 269 375,88 BGN

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHuTe 3aBefeHNsI Bb3NOXUTENN MOraT Aa npoBefaTt €AnH U HAKOMKO
BbTPELLUHO-KOHKYPEHTHM M360pPU Bb3 OCHOBA Ha CKITHOYEHOTO PAaMKOBO CMOpa3yMeHne
CbOBPa3HO TEKYLUUTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: OnpegeneHnTe n3nbNHUTENM MO PAMKOBOTO COpasyMeHue He abrkaT
rapaHuus 3a U3nbiiHEHWE Npu CKItouBaHe My. MapaHumMaTa 3a U3nbiHEHNE Ha BCEKU
KOHKpEeTEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELUEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKIMIOYEHO PaMKOBO crniopasyMeHune € B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH C, B cnyvan 4e JoroBopa € Ha CTOMHOCT paBHa unu
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu nog 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
M3NbIHEHNE HE ce U3NCKBaA.

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: JlekapcTtBeHUTe NpoayKTu ca 06eKT Ha perynaums no OTHOLEHWe Ha onakoBaHe,
NIUCTOBKWN M HA4YUH Ha ynoTpeba. Tbil KaTo CbLUNTE Ce U3NON3BAT M OT NULA C YBPEXAaHus, ce
cnasBaT M3UCKBaHUATA Ha eBPOMNEeNCcKOTO 3aKkoHOAATECNTBO B Ta3n obnacT, npeasuna KoeTo He
e HeobxoauMOo fa ce NOCTaBAT AONMBbIHUTENHM KPUTEPUM 3a OOCTBLMNHOCT 3a fvua ¢

yBpeXaaHusi.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
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Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 oT 30[1, yyactHuumTe B
npouenyparta 3a nocrnegHuTe Tpyu NPUKIIOYMN UHAHCOBU rOAMHM Aa ca peanuavnpani
MUHUMAaneH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykaTta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.

Cur sios ar an gcritéar roghnuchain: Peannsmpanunat mmHumaneH o6opoT B cdpepara,
nonagawia B obxBaTa Ha nopbykaTa, u3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypara, 3a KosiTo ce yyactsa unm Ha 1 % ot cbopa
Ha NPOrHO3HUTE CTOMHOCTM Ha CbOTBETHUTE HOMEHKNaTypu B 060cobeHnTe nosnuum, 3a
KOMTO ce nogaea odepTara, B Cryyan 4Ye yyacTBa 3a noseye oT egHa. [log MmHMmManeH
obopoT B chepaTa, nonagalia B obxsata Ha nopbykarta, creaBa aa ce pasdupa obopoT
peanuavpaH OT TbProBusa C fiekapcTBeHn npoaykTn. CernacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxBalla 1 No-kpaTbk Nepmod B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH Unu e 3anodHan AenHocTTa cu. [lokyMeHTUTEe 3a NOCTaBeHNs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHEe B XO4a Ha npoueayparta uinm oT y4acTHuKa
onpeaeneH 3a U3NbfHUTEN Npeaun CKNYBaHe Ha AOroBopa, B criydanTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 1. 2 ot 30T, cnpaBka 3a obopoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHuns nepnog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKknapupa ¢
nonwvneBaHe Ha yacT IV, pasgen b ot EE[OIT.

Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuuute cnefea ga ca BnmcaHu B TbProBCKUS PErMCTbp U/UMU B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nvua - B aHarnorm4yHu permcTpu CbrinacHo
3aKOHOAATEerNCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexasaTt pa3pelueHue 3a NpouM3BOACTBO, U34adeHOo No peda Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUSA Ha €po C NeKkapcTBEHN NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa ¢ nonbnBaHe Ha 4vacT |V,
6ykea ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMeEpP 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
Npou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vnu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBust Ha efpo C fiekapCTBEHM
NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeAcTaBsa OT y4acTHUKa onpeaerneH 3a U3nbriHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unu npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a npons3BoaCcTBO, 3ganeHo no pena Ha 3J1MXM
UNK 3a TbProBus Ha eapo C NeKkapCTBEHU NPOAYKTU UK yOOCTOBEPEHUE 3a permctpaums 3a
TbProBUS Ha e4po C NekapCcTBEeHN NMPOAYKTU, UMK paspeLleHne 3a BHOC. Bb3anoxntensr He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, MPaBoTo
3a TbProBUs C NeKapCTBEeHN NPOAYKTU UIK paspeLLeHne 3a NPon3BOACTBO UITM BHOC, KOraTo
nMa JOCTbM MO cnyebeH NbT unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTE MoraT aa
6baaT ocurypeHmn Ypes npsik n 6esnnaTeH 4OCTHLN A0 HauMoHanHuTe 6a3n gaHHW Ha
ObpXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
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Cineal: Praghas

Ainm: VIkoHOMn4eckn Hamn-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Han-HUCKaTa LieHa
crneg nNpoBefeH eNeKTPOHEH Tbpr. To3n KpUTEPUA ce npunara u Npu BbTPELLHO
KOHKYPEHTHUTE n3bopun oT neyebHuTe 3aBeaeHus.

Cur sios: 1. Cnep npoBexgaHeTo Ha efleKTPOHHUSA TbPr 3a BCEKN NeKapCTBEH NPOAYKT, e
Obaat onpeaeneHn N3NbAHUTENM NO PAMKOBO Copa3yMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a BCska HOMeHKNaTypa, oT TexHunyeckaTa crneumdmrkaums, 3a U3NbIIHUTENN Mo
pPaMKOBOTO criopasyMeHue Le ce onpenensaT Y4acTHUKBLT NPeasioXuIi Han-H1CKa LieHa u
BCUYKM OpYrv y4acTHUUK, Npeanoxunu ueHa, koaTto e 4o 10 % no-BMcoka oT Han-HUCKaTa
npegnoXeHa ueHa. Bb3noxutenar He NoCcTaBs orpaHMyeHne 3a MakcumaneH 6pon
N3NbAHUTENN NO HOMeHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[WH YYaCTHUK, 32 KOUTO He ca Hanvue OCHOBaHUSATa 3a OTCTpaHABaHe, NOCOYEHN B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
€[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0BABEHNTE YCNOBUA Ha
Bb3M0XUTENS 3a U3NbIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBexaaH OT NiedebHnTe 3aBeaeHuns, 3a U3NbIHUTEN
we 6bae onpedeneH KNacMpaHuaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEANoXeHne e
Hal-HUCKO.

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

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 16/01/2025 23:59:59 (UTC+02:00) Am QOirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
Eolas breise: HacTosiwara npoueaypa e ususno enekTpoHHa U BCUYKN OENCTBUS CBbP3aHn C
0064BsIBAHETO N 1 NpoBeEXAaHeTO 1 Wwe 6baaTt n3BbpLLBaHM Ype3 EnekTpoHHaTa cuctema,
AOCTbIMHA Ha criefHus enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil
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Socru airgeadais: Bcudku konmnyecTBa, NOCoYeHU B crneundurkaumsata Ha EnektpoHHaTta
cucTema, ca ,,0pMEHTUPOBBYHN 1 Ca NPegMET Ha BbararaHe B paMKUTE Ha BbTPELLEH
KOHKYpPEHTEH n300p No pamMKOBO CrnopasyMeHne, No nokaHa Ha nevyebHuTe 3aBefeHus —
Bb310XUTENM, MOCOYEHM B HAcTosLWaTa AOKyMeHTaums. B pamknte Ha npoBexaaHute
BbTPELLHM KOHKYPEHTHN n3bopwu, e 6baaTt 3asaBsiBaHn KONMYeCcTBa, CboOpPa3HO TekyLwmTe
HY>X[M Ha BCAKO neyebHO 3aBeeHme, kaTo NevyebHOTO 3aBefeHne — Bb3NoXUTeN He e
ONBXKHO Aa 3asBM 3a [4OCTaBKa LUsiNoTO 4OroBOPEHO KONMYECTBO, a MMa NpaBo Aa 3asiBsBa
KOnmnyecTBa CbrMacHO AeNCTBUTEITHUTE CU HYXXAMW, HO He MoBeYe OT JoroBopeHoTo. Cref
CKITHOMBaHe Ha KOHKPETEH 4OroBop, Bb3HMKBAT 3a4b/PKEHUATA 3a 3asBABaHe, JOCTaBKa U
3annawaHe Ha 4OCTaBEHUTE NeKapCTBEHN NPOAYKTU.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntouyeHoTO Bb3 OCHOBa Ha HacTosLwaTta
obuiecTBeHa nNopbyka pamMKoBO CriopasyMeHue, e € CbC CPOK Ha U3NbJIHEHME A0 ABE
roanHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha LOroBOpPUTE, CKIKOYEHM crnes
nNpoBeAeH BbTPELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe Aa HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crnopasymMmeHne. MakCcumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rogmHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHn 3aBegeHns 3a 6onHMYHa nomoLl,
no yn. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neyebHn 3aBegeHns 3a 6ONHUYHA
nomouy no 4n. 5, an. 1 ot 3J13, ueHTpoBe 3a cneLwHa MeguumuHeKka noMmoLy, nedYebHn
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomol no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekrpoHHaTa
cucTemMa 3a nekapcrteBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTN OT MNMO3NTUBHMA NeKapCTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnnYeH eNneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha nekapcTBeHN NPoAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBku B nepuoga mecel, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach & reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/
Cur sios: N360pbT HA U3NBbAHMTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
cnopasymeHue we 6bae n3BbPLUEH crea NpoBeXaaHe Ha enekTPoOHEH Tbpr Mo peda Ha un.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHUSA Thpr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha oepTuTe B CbOTBETCTBUE C M3BpaHns KpuTepun 3a
Bb3naraHe — Han-HuCcKa LeHa. [1o yyacTue B eneKTpOoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEeasIOKEHNST OTITOBapPAT HA U3NCKBAHUATA Ha Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTaunsa. ENeKTpoHHUAT Tbpr, We ce NpoBeXaa CbC CTbMNKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna usano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUSA Y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
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NPOLEHTBLT Ha CTbMKaTa ce nsyncnsisa Ha 6asa Beye HamaneHaTa OT y4acTHUKA B
eNeKTPOHHUS Tbpr LeHa. [MNpean ctapTMpaHe Ha eNeKTPOHHUS Tbpr, 4oMNycHaTUTE
yyYacTHMLMTE MonyyaBaT nokaHa, B KOSITO € MOCOYEeHO BPEMEHHOTO UM KracupaHe, B pesynraT
Ha NMbpBOHaYanHaTa oueHka Ha ohepTUTe UM. ENEKTPOHHMSA TP Le 3anoyHe He No-paHo oT
2 paboTHM OHK, crieq AaTaTa 3a u3npallaHe Ha nokaHata. B pamkute Ha npoBexgaHeTo Ha
€NEKTPOHHUS TbPr, BCEKM €MH YYaCTHUK, LLIe MOXe Aa BUX4a BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npeanoxeHata KbM MOMEHTa Ha-HUCKaTa LeHa. ENekTpoHHUAT Tbpr we
MPUKIIOYM C HAaCTbMNBAHE Ha YacbT M JaTaTa NoCoYEHN B MOKaHaTa.

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

5.1. Luchtég: LOT-0002
Teideal: O6ocobeHa no3nums Ne 2, Bkniovsalla 76 HoMeHknaTypum
Cur sios: TEXHUYECKA CIMNMEUNPUKALMA ATC INN Form Quantity Note BO1AAQ07
Acenocoumarol nepopanHa TBbpaa 989027 BO1AB01 Heparin napeHTepanHa 22374997030
B0O1ABO02 Antithrombin IlIl napeHTepanHa 680200 BO1ABO5 Enoxaparin napeHTepanHa
15448536 BO1AB06 Nadroparin napeHtepanHa 25914153 BO1ACO04 Clopidogrel nepoparnHa
TBbpaa 36092345 BO1AC11 lloprost napeHTepanHa 546 BO1AC16 Eptifibatide napeHTepanHa
446370 BO1AC17 Tirofiban napeHtepanHa 59403 BO1AC18 Triflusal nepopanHa T8bpaa
770000 BO1AC22 Prasugrel nepopanHa tBbpaa 400088 BO1AC24 Ticagrelor nepopanHa
TBbpaa 9288466 BO1ADO2 Alteplase napeHTepanHa 439200 BO1AEQ7 Dabigatran etexilate
nepopanHa Tebpaa 20690650 BO1AF01 Rivaroxaban nepopanHa tTBbpaa 3271822 BO1AF02
Apixaban nepopanHa TBbpaa 823944 BO1AF03 Edoxaban nepopanHa tBbpaa 503280
B01AX05 Fondaparinux napeHTepanHa 1963081 B02BX08 Avatrombopag nepopanHa Tebpaa
50880 BO3AC Iron (lll)-hydroxide sucrose complex napeHTepanHa 20939800 20 mg/ml BO3AC
Iron(ll)- hydroxide dextran complex napeHTepanHa 4759000 50 mg/ml BO3AC Ferric
derisomaltose napeHTepanHa 163200 100 mg/ml BO3AC Ferric carboxymaltose
napeHtepanHa 5597640 BO3BA01 Cyanocobalamin napeHTepanHa 986305 BO5AA01 Albumin
napeHtepanHa 2396590 5%-250ml BO5AAO1 Albumin napeHtepanHa 2050980 20%-50mi
BO5AA01 Albumin napeHTepanHa 11442140 20%-100ml BOSAA06 Gelatin agents
napeHtepanHa 72552550 BO5BA01 Amino acids napeHtepanHa 32660500 Amino Acids
/Isoleucine, Leucine, Lysine, Methionine, Phenylalanine, Threonine, Tryptophan, Valine,
Arginine, Histidine, Alanine, Glycine, Proline, Serine, Tyrosine, Taurine/-10% BO5BA01 Amino
acids napeHTepanHa 18351000 N-Hepa-8% BO05BA02 Purified soybean oil napeHTepanHa
14075000 Purified soybean oil -20% BO5BA03 Glucose napeHTepanHa 165963510 10%-500
ml BO5BA03 Glucose napeHTepanHa 290236270 5%-500 ml BO5BA10 Combinations
napeHTepanHa 28542040 Periolimel NAE BO5SBA10 Combinations napeHTepanHa 7765608
Nutriflex Special BO5BA10 Combinations napeHTepanHa 20337550 Aminoplasmal 5% E
B0O5BA10 Combinations napeHTepanHa 35385500 Aminoplasmal 10% E BO5BA10
Combinations napeHTepanHa 38253400 Glucose, L-alanine; L-arginine; L-aspartic acid; L-
glutamic acid; Glycine; L-histidine; L-isoleucine; L-lysine; L-methionine; L-phenylalanine; L-
proline; L-serine; L-threotine; L-tryptophan; L-tyrosine; L-valine; Calcium chloride; sodium
glycerophosphate; 1440 ml BO5BA10 Combinations napeHtepanHa 36457830 Glucose, L-
alanine; L-arginine; L-aspartic acid; L-glutamic acid; Glycine; L-histidine; L-isoleucine; L-lysine;
L-methionine; L-phenylalanine; L-proline; L-serine; L-threotine; L-tryptophan; L-tyrosine; L-
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valine; Calcium chloride; sodium glycerophosphate; 1540 ml BOSBA10 Combinations
napeHtepanHa 13404744 Glucose, L-alanine; L-arginine; L-aspartic acid; L-glutamic acid;
Glycine; L-histidine; L-isoleucine; L-lysine; L-methionine; L-phenylalanine; L-proline; L-serine;
L-threotine; L-tryptophan; L-tyrosine; L-valine; Calcium chloride; sodium glycerophosphate;
1904 ml BO5BA10 Combinations napeHtepanHa 15337090 Glucose, L-alanine; L-arginine; L-
aspartic acid; L-glutamic acid; Glycine; L-histidine; L-isoleucine; L-lysine; L-methionine; L-
phenylalanine; L-proline; L-serine; L-threotine; L-tryptophan; L-tyrosine; L-valine; Calcium
chloride; sodium glycerophosphate; 1970 ml BOSBA10 Combinations napeHTepanHa
23568000 Olimel N7E BO5BA10 Combinations napeHntepanHa 12753600 Olimel N5SE
BO5BA10 Combinations napeHtepanHa 21976900 nutriflex omega peri BOSBA10
Combinations napeHTepanHa 3820000 Olimel NO9E BO5BBO01 Electrolytes napeHTepanHa
142193300 Sodium chloride, Potassium chloride, Sodium lactate, Calcium chloride-500 ml
B05BBO01 Electrolytes napeHTepanHa 94619600 Sodium acetate trihydrate/Sodium chloride
/Potasium chloride/Magnesium chloride hexahydrate BO5BB01 Calcium gluconate
napeHTepanHa 60944280 BO5BB01 Electrolytes napeHTepanHa 350835900 Calcium chloride/
Potassium chloride/ Sodium chloride-1000 ml BO5BB01 Electrolytes napeHTeparnHa
154835000 Sodium chloride/ Potassium chloride/ Magnesium chloride hexahydrate/ Calcium
chloride dihydrate/ Sodium acetate trihydrate/ L-Malic acid-1000 ml BO5BBO01 Electrolytes
napeHtepanHa 192741650 Sodium chloride/Potasium chloride/Magnesium chloride
hexahydrate/Sodium acetate trihydrate/Sodium gluconate-1000mI BO5BBO01 Electrolytes
napeHtepanHa 200997250 Calcium chloride/ Potassium chloride/ Sodium chloride/Sodium
lactate-500 ml BO5BB01 Sodium chloride napeHTepanHa 451725300 100 ml BO5BB01 Sodium
chloride napeHTepanHa 684629650 250 ml BO5BB01 Sodium chloride napeHTepanHa
2984349438 500 ml BO5BBO01 Electrolytes napeHtepanHa 104453250 Sodium chloride/
Potassium chloride/ Magnesium chloride hexahydrate/ Calcium chloride dihydrate/ Sodium
acetate trihydrate/ L-Malic acid-500 ml BO5BBO01 Electrolytes napeHTepanHa 983443850
Calcium chloride/ Potassium chloride/ Sodium chloride-500 ml BO5BB01 Sodium chloride
napeHtepanHa 1090270800 1000 ml BO5SBBO01 Electrolytes napeHTepanHa 287627350
Sodium chloride/Potasium chloride/Magnesium chloride hexahydrate/Sodium acetate trinydrate
/Sodium gluconate-500mI BO5BB02 Glucose, sodium chloride napeHTepanHa 695900200 500
ml BO5BB02 Glucose, sodium chloride napeHtepanHa 10045000 250 ml BO5BB02 Glucose,
sodium chloride napeHTepanHa 28320000 1000 ml BO5BCO1 Mannitol napeHTepanHa
205170172 15%-500 ml BO5BCO01 Mannitol napeHTepanHa 28915000 10%-250 ml BO5SBCO01
Mannitol napeHTepanHa 276745553 10%-500 ml BO5CX01 Glucose napeHTepanHa 774112
10%-10 ml BO5CX01 Glucose napeHTepanHa 3029799 40%-10 ml BO5CX01 Glucose
napeHtepanHa 11252264 25%-10 ml BO5DA Isotonic Solutions pa3TBop 3a neputoHnanHa
ananusa 72114000 icodextrin, sodium chloride, sodium lactate, calcium chloride, magnesium
chloride MNpoaowbmkeHne Ha TexHnyeckaTa cneumdurkauuns e B none: JonbnHUTENHa
nHdpopmaums (BT-300-Lot)

Aitheantoir inmheanach: 435240

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33620000 Medicinal products for the blood, blood-forming organs and the
cardiovascular system

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Codms, MNnowan Ceeta Hegena Ne 5
Baile: Cocpusa
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Cad poist: 1000

Foroinn tire (NUTS): Codousa (ctonuua) (BG411)
Tir: An Bhulgair

Eolas breise: ,NUTS: BG bvnrapusa“

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 132 709 991,21 BGN

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHUTe 3aBegeHNS Bb3NOXUTENN MOraT Aa NpoBeaaTt €AuH UK HAKOSKO
BbTPELUHO-KOHKYPEHTHM N360pn Bb3 OCHOBA Ha CKINIOYEHOTO pamMKOBO CropasyMeHmne
CbOBPAa3HO TEKYLLUNTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: 1. Onpegenennte U3anbnHUTENM N0 PaMKOBOTO CNopasyMeHne He aAbrxar
rapaHums 3a usnbJIHEHWE MpK CKItoYBaHe My. [apaHunaTa 3a U3nbiIHEHNE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeaAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH AC, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbiIHEHNE He ce M3nckBa. 2. [NpoabkeHne Ha TexHnveckaTa cneyndukaymns oT none:
Onucanue (BT-24-Lot) BO5DB Hypertonic Solutions pa3TtBop 3a nepuToHvuanHa guanusa
66798420 glucose monohydrate, calcium chloride dihydrate, magnesium chloride
hexahydrate, sodium chloride, sodium hydrogen carbonate, sodium lactate BO5DB Hypertonic
Solutions pa3TtBop 3a neputoHmanHa gnanuaa 273162000 glucose monohydrate, sodium
chloride, sodium lactate, calcium chloride dihydrate, magnesium chloride hexahydrate
BO5XA01 Potassium chloride napeHTepanHa 1598363439 BO5XA02 Sodium hydrogen
carbonate napeHTepanHa 553537597 BO5XB02 Alanyl glutamine napeHtepanHa 1115300
B05XX Combinations (trace elements) napeHtepanHa 372400 BO6ACO02 Icatibant
napeHTteparnHa 360

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: lNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynaumsi No OTHOLLEHME Ha OMNakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLMTE Ce M3MOM3BaT M OT Nnua C yBpexaaHus, ce
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cnasBaT U3UCKBaHMSATA Ha eBPONECKOTO 3aKOHOAATECTBO B Ta3u 06nacT, npeasua KOeTo He
e HeobXoaMMo a ce NOCTaBAT AOMBbIHUTENHN KPUTEPUM 3a AOCTBIHOCT 3a Nvua ¢
yBpeXaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHMMarneH obopoT B chepata, nonagalla B obxsata Ha nopbykaTta, n3umcrneH Ha 6asa
roguwHuTe ob6opoTy.
Cur sios ar an gcritéar roghnuchain: Peanuampanmat mmHumaneH o6opoT B cipepara,
nonagawa B obxsaTta Ha nopbykaTa, n34ncneH Ha 6asa rognwHnTe o6opoTH, cneasa ga e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMeHKNaTypaTa, 3a KOSATO ce yyactBa unm Ha 1 % ot cbopa
Ha MPOrHO3HMUTE CTOMHOCTU Ha CbOTBETHUTE HOMEHKNaTypun B 06ocobeHnTe no3mumm, 3a
KOUTO ce nofasa odyepTaTa, B Cryvan Yye y4yacTBa 3a nosede ot egHa. log mmHumaneH
o6opoT B chepaTa, nonagaila B o6xsaTta Ha nopbykaTta, cnegsa aa ce pasbvpa obopot
peanusnpaH oT TbProBus C nekapcTeeHn npoayktn. CerrnacHo yn. 62, an. 3 ot 301,
NMHpopMaumsTa Moxe fa obxBalla 1 No-KkpaTbK NeEpMoS B 3aBUCUMOCT OT AaTarta, Ha KOsiITO
YYaCTHUKBT € Cb34aeH Unu e 3anoyHarn gevHocTTa cu. [IokyMeHTUTe 3a NoCTaBeHUs
KpUTEPUN, KOUTO Ce NPeACTaBAT NPW NOMCKBaHe B XOA4a Ha npoueaypaTa Unm oT y4acTHUKa
onpenerneH 3a N3NbiAHUTEN NPeau CKYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unu
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdhepaTa, nonagawia B o6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce AeKknapupa C
nonwneBaHe Ha yacT IV, pasgen b ot EE[OIT.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuumMTe cnefsa fa ca BNMCaHU B TbProBCKUS PEMMCTBP U/MNN B CbOTBETEH
npodecroHarneH permcTbp, a 3a YyxaecTpaHHu nvua - B aHanorm4yHu permcTpu CbrnacHo
3aKOHOAATENCTBOTO HA AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaT paspeLueHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTM B XymaHHaTta meauumHa (3/1MXM) (B cnyvaute no yun. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha eapo C NIeKapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a percTpauuns 3a TbproBus
Ha eapo € nekapcTBeHn Npoayktu (crnyyvante no yn. 195, an. 1 u an. 2 ot 3M1MXM), unu
paspeLlueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. CbOoTBETCTBMETO C NOCTABEHNSA KPUTEPUIA Ce AeKrnapupa ¢ nonbrsBaHe Ha yacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U JaTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
npou3BoACTBO, n3gaaeHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha e4po C NekapcTBEHU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHve un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHMKaA onpeaeneH 3a U3NbiHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NnoucKBaHe B Xxoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspelleHne 3a Npon3BoacTBo, u3gageHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha eapo C NeKapCTBEHU NPOAYKTU UK yOOCTOBEPEHUE 3a perncrpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unu Ha Apyr JOKYMEHT, y4O0CTOBepsiBaLL, NPaBoTO
3a TbProBus C NIEKAaPCTBEHM NMPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
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“Ma JOCTbN MO cryXebeH NbT Unu Ypes3 NyermyeH perncTbp, UNn KoraTo CbLMTe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4ecku Hamn-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Hal-HUCKaTa LieHa
cnep npoBefeH eNekTPOHEH Tbpr. TO3M KpUTEpPUIA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTo Ha eNEKTPOHHUS TbPr 32 BCEKWN NEeKapCTBEH NPOAYKT, Le
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHne Npu cna3BaHe Ha crnegHuTe
npasuna: 3a BCSka HOMeEHKNaTypa, oT TexHnyeckaTa crneumdmrkaums, 3a U3anbHUTENN Mo
PaMKOBOTO CNopasyMeHue e ce OnpeaensaT y4acTHUKbT NPeasioxKun Han-Hucka LeHa m
BCUYKM OPYrv y4acTHUUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HucKaTa
npeanoXxeHa LueHa. Bb3noxmtenar He NocTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeHKNaTypa e Hanvue camo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHU B
HacTosWwaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha kputepuuTe 3a nogdbop; Unu e Hanuue camo
e[ HO NpeanoXxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
Bb310XUTENS 3a U3NBJIHUTEN Ha CbOTBETHATa HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha NbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanioXeHne e
Hal-HUCKO.

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

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti no6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 16/01/2025 23:59:59 (UTC+02:00) Am QOirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
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Eolas breise: HactosiwaTa npoueaypa e u3uano enekTpoHHa 1 BCUYKN AeACTBUSA CBbP3aHu C
006sBABAHETO M 1 NPOBEXAAHETO M LWe 6baaT n3BbpLUBaHK Ype3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/

Téarmai an chonartha:

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

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

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

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntoyeHoTO Bb3 OCHOBa Ha HacTosLwaTa
obuiecTBeHa Nopbyka pamMKoBO CriopasyMeHue, Lie € CbC CPOK Ha U3NbJIHEHME A0 ABE
roavHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha JOroBOpPUTE, CKIKOYEHM crnes
NpoBeAeH BbTPeELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe ga HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakCumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKK KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHn 3aBegeHns 3a 6onHMYHa nomoLl,
no un. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neuebHn 3aBegeHns 3a 6ONHUYHA
nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cneLwHa MeguuuHeKka nomoLy, nedebHu
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomoll no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcrteBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTN OT MO3NTUBHMSA NekapCTBEH cNUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnAnYeH eNneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NnekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxealla 3asgBeHuTe ot
NnocoYeHnTe no-gony nevyebHu 3aBeaeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asBku B nepuoaa mecew, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach & reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/
Cur sios: N360pbT Ha U3NBbAHMTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
crnopasymeHue we 6bae n3BbPLUEH crea NpoBeXaaHe Ha enekTPoOHEeH Tbpr Mo peda Ha un.
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89-91 ot 30I1, upes EnekTpoHHaTa cuctema. lNpoBexgaHeTo Ha efIEKTPOHHUS ThPr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha oepTUTe B CbOTBETCTBUE C M3OpaHns KpuTepun 3a
Bb3naraHe — Har-HucKa LeHa. [1o yyacTue B eNnekTpoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEeaSIOKEHMS] OTTOBaPAT HA U3NCKBAHUATA HA Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTauns. ENeKTpoOHHUAT Tbpr, We ce NpoBexaa CbC CThMNKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsiBaHe Ha LueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS y4aCTHMK C MPOLIEHTa Ha cTbhKkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKA B
€NeKTPOHHMA Tbpr ueHa. MNpeaun ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4ONyCHATUTE
yyacTHMUMTE Nofy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHavanHaTa oueHka Ha odpepTuTe M. ENeKTpoHHNA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYaCTHUK, e MOXe [a BUXKA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHaTa KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucua 3a 3awmra Ha kKoHKypeHunsaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xanbu
MoraT ga ce nogasaT B AeCeT AHEBEH CPOK OT M3TU4aHeTOo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLly peLLeHMeTo 3a OTKpUBaHe Ha npoueayparta n/vnu peleHneTo 3a ogobpsiBaHe Ha
npoMeHu B ycrnoBusaTa no obsBeHaTta npoueaypa

5.1. Luchtog: LOT-0003
Teideal: O6ocobeHa no3nums Ne 3, Bkntoyvsalla 68 HomeHknaTypu
Cur sios: TEXHUYECKA CIMEUNPUKALIMNA ATC INN Form Quantity Note CO8CAO01
Amlodipine nepopanHa TBbpaa 3793966 CO8CA02 Felodipine nepopanHa Tebpaa 336960
C08CAO05 Nifedipine nepopanHa TBbpaa 2494964 CO8CA06 Nimodipine napeHTepanHa
732620 CO8CAO06 Nimodipine nepopanHa TBbpaa 1284554 CO8CAQ9 Lacidipine nepopanHa
TBbpaa 93074 CO8CA13 Lercanidipine nepopanHa 1Bbpaa 2206274 CO8DAO1 Verapamil
napeHtepanHa 864215 CO8DAO1 Verapamil nepopanHa tBbpaa 13943210 CO8DBO01
Diltiazem nepopanHa TBbpaa 11588820 C08GAO02 Indapamide and amlodipine nepopanHa
TBbpaa 16880 1,5 mg/5 mg CO7AAOQS Propranolol nepoparnHa tBbpaa 3528332 CO7AAQ07
Sotalol nepopanHa TBbpaa 4906620 CO7AB02 Metoprolol napeHTepanHa 653396 C07AB02
Metoprolol nepopanHa T8bpaa 11700400 CO7ABO3 Atenolol nepopanHa TBbpaa 2708675
C07ABO07 Bisoprolol nepopanHa tBbpaa 6745100 C07AB12 Nebivolol nepopanHa TBbpaa
750187 CO07AG02 Carvedilol nepopanHa TBbpAa 37769267 CO7BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa TBbpaa 6500 2,5 mg/6,25 mg C07BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa T8bpaa 8120 5 mg/6,25 mg CO07BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa TBbpaa 5210 5 mg/12,5 mg C07BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa TBbpaa 4660 10 mg/6,25 mg CO7BB12 Nebivolol,
hydrochlorothiazide nepopannHa TBbpaa 19330 CO7FB07 Bisoprolol, Amlodipine nepopanHa
TBbpAa 7850 5 mg/5 mg CO4ADO03 Pentoxifylline napeHTepanHa 42655250 C04AD03
Pentoxifylline nepopanHa 1Bbpaa 80695100 CO4AEOQ2 Nicergoline nepopanHa TBbpaa
2466420 C04AX21 Naftidrofuryl nepopanHa tBbpaa 4022650 CO3AA03 Hydrochlorothiazide
nepopanHa TBbpaa 2931845 CO03BA04 Chlortalidone nepopanHa tBbpaa 114000 CO3BA11
Indapamide nepopanHa TBbpaa 156096 CO3CA01 Furosemide napeHTepanHa 77593750
C03CAO01 Furosemide nepopanHa TBbpaa 20988392 CO03CA04 Torasemide napeHTepanHa
4895958 CO3CA04 Torasemide nepopanHa TBbpaa 4047203 CO3DA01 Spironolactone
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nepopanHa Tebpaa 30186550 CO3DA04 Eplerenone nepopanHa 1Bbpaa 806265 CO3DA05
Finerenone nepopanHa TBbpaa 5600 CO3EAO1 Triamterene, Hydrochlorothiazide nepopanHa
TBbpAa 179002 CO2ACO01 Clonidine napeHTepanHa 194405 C02AC01 Clonidine nepoparnHa
TBbpaa 555083 CO2AC05 Moxonidine nepopanHa t1Bbpaa 87599 C02AC06 Rilmenidine
nepopanHa Tebpaa 23772 C02CA01 Prazosin nepopanHa 18bpaa 151330 C02CA04
Doxazosin nepopanHa TBbpaa 174758 C02KX02 Ambrisentan nepoparnHa 18bpaa 650
C02KXO05 Riociguat nepopanHa 18bpaa 750 CO1AA0S5 Digoxin napeHTepanHa 93248
CO1AAO05 Digoxin nepoparnHa Tebpaa 163069 CO1AA08 Metildigoxin nepopanHa TBbpaa
13027 C01BCO03 Propafenone nepopanHa 1Bbpaa 17965100 C01BC04 Flecainide nepopanHa
TBbpaa 1158000 CO01BD01 Amiodarone napeHTepanHa 76773470 CO1BD01 Amiodarone
nepopanHa tBbpaa 91265870 CO1CA03 Norepinephrin napeHTepanHa 757340 1 mg/ml
C01CAO03 Norepinephrine napenTtepanHa 56680 0.2 mg/ml CO1CA04 Dopamine
napeHtepanHa 72279930 CO1CA07 Dobutamine napeHTepanHa 20617810 CO1CA24
Epinephrine napeHTepanHa 521484 C01DA02 Glyceryl trinitrate napeHTepanHa 5480800
CO01DAO05 Pentaerithrityl nepopanHa tebpaa 450050 CO1DAO08 Isosorbide dinitrate nepopanHa
TBbpaa 2347126 CO1DAO08 Isosorbide dinitrate nepopanHa teuHa 2385037 C01DA14
Isosorbide mononitrate nepopanHa TBbpaa 2874243 C01DX12 Molsidomine nepopanHa
TBbpAa 275567 CO1EB15 Trimetazidine nepoparnHa 18bpaa 9485716 CO1EB17 Ivabradine
nepopanHa Tebpaa 321149

Aitheantoir inmheanach: 435241

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33622100 Cardiac therapy medicinal products

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

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 10 898 077,98 BGN

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHMTe 3aBeAeHNsI Bb3NOXUTENN MOraT Aa npoBeaart eaAnH Unu HAKOMKO
BbTPELUHO-KOHKYPEHTHM N360pn Bb3 OCHOBA Ha CKINIOYEHOTO pamMKOBO CriopasyMeHmne
CbOOPa3HO TEKYLLUNTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
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Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta

Eolas breise: Onpegenennte nanbnHUTENM No pamKoBOTO CNopasyMeHne He Abrxar
rapaHums 3a U3nbJIHEHWE MpK CKIoYBaHe My. [apaHumnsaTa 3a U3NbiIHEHNE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unmn
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbIIHEHNE HEe Ce U3NCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: JlekapctBeHUTe NpoaykTu ca 06eKT Ha perynaumsi No OTHOLEHNe Ha onakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLUTE Ce U3MOM3BaT M OT Nnua ¢ yBpexaaHus, ce
cnasBaT M3NCKBaHUATa Ha eBPOMNENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacT, npeasua KoeTo He
€ HeobXxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 32 AOCTBLMHOCT 3a Nuua ¢
yBpexaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 oT 30[1, yyacTHuumTe B
npouenyparta 3a nocrneaHnTe Tpyu NPUKIIOYMN UHAHCOBU rOAMHM Aa ca peanuavpani
MUHUManeH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.
Cur sios ar an gcritéar roghnuchain: Peanuampanunat mmHumaneH o6opoT B cdpepara,
nonagawia B o6xBaTa Ha nopbykaTa, n3dncrneH Ha 6asa rognwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypara, 3a KosiTo ce yyactsa unm Ha 1 % ot cbopa
Ha NPOrHO3HUTE CTOMHOCTM Ha CbOTBETHUTE HOMEHKNATypu B 060cobeHnTe no3nuum, 3a
KOMTO ce nogaea odepTara, B Cryyan 4Ye yyactBa 3a noseye oT egHa. [log MmHMmaneH
oboporT B chepaTa, nonagalla B obxeata Ha nopbykarta, crieaBa aa ce pasdupa obopoT
peanuavpaH OT TbProBusa C fiekapcTBeHn npoaykTn. CernacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe Aa obxBalla 1 No-kpaTbk Nepmnoa B 3aBMCUMOCT OT AaTaTa, Ha KOSATO
YYaCTHUKBT € Cb3aafeH Unn e 3anodHan AenHocTTa cu. [lokyMeHTUTE 3a NOCTaBeHNsS
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B XO4a Ha npoueaypara unm oT y4acTHuKa
onpeaeneH 3a U3NbiHUTEN Npeaun CKYBaHe Ha AOroBopa, B criydauTe Ha yn. 67, an. 5 unu
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a ob6opoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHuns nepnog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKknapupa ¢
nonwneBaHe Ha yacT IV, pasgen b ot EE[OIT.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuuuTe cnefga ga ca BnucaHu B TbProBCKUS PErmMCcTbp U/UMU B CbOTBETEH
npodecroHarneH perucTsp, a 3a YyXXaecTpaHHu nuua - B aHanorn4yHu permcTpu CbrinacHo
3aKOHOAATEerNCTBOTO Ha AbpXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.
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Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaTt paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a percTpauuns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlleHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AeKnapupa ¢ nonbiBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NpPOn3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOMTO Ce NpeAcTaBsa OT yYacTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMCcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspelleHne 3a Npon3BoacTBoO, n3gaaeHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBus Ha eapo C NNeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N31CKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unn Ha apyr JOKYMEHT, y4O0CTOBEpsiBaLL, MPaBoOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nma JOCTbM MO cryebeH NbT Unu Ypes NyenmyeH perncTbp, UNn KoraTo CbLuMTe MoraT ga
Obaart ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6asn gaHHu Ha
ObPXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHoMn4ecku Hamn-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Hal-HUCKaTa LieHa
cnep npoBefeH enekTPOHEH Tbpr. TO3M KpUTEpUIA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE M360opun OT nevyebHuTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTo Ha eNEKTPOHHUS TbPr 32 BCEKW NEeKapCTBEH NPOAYKT, Le
O6baaT onpeaeneHn U3NbAHUTENM NO PaMKOBO CropasyMeHne Npu cna3saHe Ha crnegHuTe
npasuna: 3a BCAka HOMEHKNaTypa, oT TexHunyeckaTa crneumdmrkaums, 3a U3anNbIHUTENN MO
PaMKOBOTO CNopasyMeHue Le ce onpeaensaT y4acTHUKbT NPeasioxKun Han-Hucka LeHa m
BCUYKM OPYrM y4acTHUUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HUCKaTa
npeanoXxeHa LueHa. Bb3noxutenar He NocTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeEHKNaTypa e Hanvue caMmo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHoBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosLWwaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha KpuTepuuTe 3a nogdbop; Unu e Hanuue camo
e[ HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE yCroBUA Ha
Bb3M10XUTENS 3a U3NBIIHUTEN Ha CbOTBETHATaA HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha MbPBO MSACTO YYACTHUK, YNETO LLEHOBO NpeanioXeHne e
Hal-HUCKO.

5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LJOINC3
URL: https://cop.mh.government.bg/Messages/Messages
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5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil né céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 16/01/2025 23:59:59 (UTC+02:00) Am QOirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
Eolas breise: HactosiwaTa npoueaypa e u3uano enekTpoHHa 1 BCUYKM AeACTBUSA CBbP3aHu C
06sBsIBAHETO 1 1 NPOBEXAaHEeTo M Wwe 6baaT n3BbpLUBaHN Ype3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha cnegHus enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil
Socru airgeadais: Bcudku konnyecTBa, NOCoYeHU B cneundurkaumsata Ha EnektpoHHaTta
cucTema, ca ,,0pUEeHTUPOBBYHU U Ca NpeaMEeT Ha BbararaHe B paMKuTe Ha BbTpeLlueH
KOHKYpeHTEeH 130op No pamkoBO cropasymeHune, o nokaHa Ha nevyebHuTe 3aBefeHUs —
BBb3MOXMTENN, NMOCOYEHUN B HacTosLaTa AOKyMeHTaums. B pamkute Ha npoBexaaHuTe
BbTPELUHN KOHKYPEHTHU n3bopu, we 6baat 3asBaBaH KONMYeCcTBa, CbobpasHo TekyLuTe
HY>KOM Ha BCAKO NneyebHO 3aBeaeHme, kaTo NevyebHOTO 3aBefeHne — Bb3NOXUTEN He e
ONTBbXHO [a 3asiBM 3a JOCTaBKa LUSNoTO JOrOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asBsaBa
KOnmnyecTBa CbrnacHO AeNCTBUTEITHUTE CU HY>XAMW, HO He MoBeYe OT JoroBopeHoTo. Cref
CKIMOYBaHe Ha KOHKpeTEH AOroBOp, Bb3HUKBAT 3a4b/PKEHMATA 3a 3asBABaHe, AOCTaBKa u
3annawlaHe Ha OCTaBeHUTE NekapCTBEHU NPOOYKTH.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: Ckno4yeHoTO Bb3 OCHOBa Ha HacTosLaTa
obuiecTBeHa nopbyka pamMKoBO CriopasyMeHMe, LLie € CbC CPOK Ha U3NbIIHEHME A0 ABE
roanHN, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha [OroBOpPUTE, CKIKOYEHM cres
NpoBeAeH BbTPELLEeH KOHKYPEHTEH N3bop N0 paMKOBOTO Criopa3ymMeHue oT fieyebHuTe
3aBefeHus no 4n. 1 ot NMMC Ne 146/2015 r. moxe fa HaaxBbpsa KpamHUS CPOK Ha
CKMOYEHOTO PaMKOBO crnopasymMmeHne. MakcumanHusaT CpoK, C KOMTO MOraT Aa ro HaaxBbpnaT
€ He noBeYe OT e[Ha roguHa - Korato rno AoroBopa He ca u3vepnaHy BCUYKN KONMYecTBa oT
nekpcrteHnte npoayktn n LUIOMNC3 He e ckniounn HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yebHu 3aBegeHns 3a 60nHMYHa NOMoLL,
no un. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHun (3/13), neyebHn 3aBeaeHns 3a 6ONHUYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cneluHa MeguumMHcKa NOMOLL, NieYebHN
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3aBefeHns 3a CTauMoHapHa ncMxmatpudHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHusa no yvn. 10, 1. 3, 3a n 36 ot 3J13, kOoMTO Cca Nnoganu 3asBkK, Ype3 EnekTpoHHaTa
cucTemMa 3a nekapcreeHn npoaykTu. MNpegmet Ha BbanaraHe yYpes LUIOMNC3 ca gocrtaBku Ha
CTOKM — fIeKapCTBEHM NPOAYKTU OT M03NTUBHMS NEKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMcaHu B Ny6nnyeH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LEHU U
penmbypcrpaHe Ha nekapcTBeHn NpoayKTu. HacTtogwaTa npoueaypa obxealla 3asgBeHuTe ot
nocoYyeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapu n meceu, mapt 2024 .
MogpobeH cnuchk Ha neyebHUTe 3aBeaeHNs ce Cbabpxa B [IoOkyMeHTaumsiTa 3a BbanaraHe
Ha obLuecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

Eolas faoin gcéras ceannaigh dinimiciuil:

Nil feidhm ag céras ceannaigh dinimiciuil

Ceant leictreonach: ta

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

Cur sios: N360pbT Ha U3NBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHW B PAMKOBOTO
crnopasymeHue e 6bae M3BbpLIEH cnea NpoBeXaaHe Ha eNeKTPOHEH Thpr NO pefa Ha unl.
89-91 o1 30I1, upe3 EnekrtpoHHaTa cuctema. lNpoBexaaHeTo Ha eNEeKTPOHHUSA Thpr LWe ce
npeaxoxga oT NbpBOHaYasnHa oueHka Ha odepTuTe B CbOTBETCTBUE C U3BpaHMs KpUTepui 3a
Bb3raraHe — Han-HucKa LeHa. [1o yqyacTue B enekTpoHHMA Thpr Wwe 6baat gonycHatu
y4acTHULMTE, YUMTO NPEANOXEHNsT OTFOBapAT Ha M3UCKBAHMSTA HA Bb3NOXUTENS, MOCOYEHN B
HacTosLwaTa JOKyMeHTaunsa. ENeKTpoOHHUAT Thpr, We ce NpoBexaa CbC CThMNKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTa). [NpunaraHeto
Ha cTbrkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eJuHuua Msipka, npearioxeHa ot
CbOTBETHUSA y4aCTHMK C NPOLEHTa Ha cTbnkaTa. Mpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLIEHTBLT Ha CTbNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eneKkTPOHHUSA Tbpr ueHa. MNpeamn ctapTupaHe Ha enekTPOHHUSA Tbpr, 4onycHaTUTe
yyacTHULMTE norny4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHa4YanHarta oueHka Ha opepTUTe UM. ENEKTPOHHMA Thpr LWe 3anoyHe He No-paHo oT
2 paboTHu OHW, cned AaTaTta 3a usnpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€IeKTPOHHUSA ThPr, BCEKM €4MH YHaCTHUK, e MOXE Aa BUX4a BPEMEHHOTO CU KNnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpoOHHUAT Tbpr we
MPUKIOYN C HACTbMNBaHE Ha YacbT M AataTa NocoYEeHN B NOKaHaTa.

5.1.16. Tuilleadh eolais, idirghabhail agus athbhreithniu
Eagraiocht athbhreithniuchain: Komucus 3a 3awuta Ha KOHKypeHumaTa
Eolas faoi spriocdhatai athbhreithnithe: Ha ocHoBaHne un. 197, an. 1, 1. 1 ot 30I1, xxantu
MoraT Ada ce nogasaT B AeceT AHEBEH CPOK OT U3TU4aHeTo Ha cpoka no un. 100, an. 3 ot 30I1
- CpeLLy peLleHneTo 3a OTKpMBaHe Ha npoueaypaTa u/vnm peweHneTo 3a ogobpsasaHe Ha
npomMeHun B ycnosusaTa no obsaseHarta npoueaypa

5.1. Luchtég: LOT-0004
Teideal: O6ocobeHa noanumsa Ne 4, BkntoyBalla 115 HomeHknaTypum
Cur sios: TEXHUYECKA CINEUNPUKALMA ATC INN Form Quantity Note-CO9AA02 Enalapril
nepopanHa TBbpaa4992475 CO9AAO03 Lisinopril nepopanHa t8bpaa2730917 C09AA04
Perindopril nepopanHa 18bpaa1033380 CO9AAQ0S Ramipril nepopanHa 1Bbpaa1248975
C09AA09 Fosinopril nepopanHa 18bpaa192340 CO09AA10 Trandolapril nepopanHa
TBbpaa29648 CO9AA15 Zofenopril nepopanHa 18bpaa1092601 CO9BA02 Enalapril,
Hydrochlorothiazide nepopanHa TBbpga56878 20 mg/12,5 mg CO09BAO02 Enalapril,
Hydrochlorothiazide nepopanHa 18bpga15100 10 mg/12,5 mg CO9BAO2 Enalapril,
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Hydrochlorothiazide nepopanHa 1B8bpaa2360 10 mg/25 mg CO9BAO3 Lisinopril,
Hydrochlorothiazide nepopanHa 18bpaa13740 10 mg/12,5 mg CO9BAO3 Lisinopril,
Hydrochlorothiazide nepopanHa 1Bbpaa7680 20 mg/12,5 mg CO9BA04 Perindopril,
Indapamide nepopanHa T8bpAa2560 8 mg/2,5 mg CO9BAO04 Perindopril, Indapamide
nepopanHa TBbpaa3d4622 5 mg/1,25 mg CO9BA04 Perindopril, Indapamide nepopanHa
T8bpAa12100 2 mg/0,625 mg CO9BAO4 Perindopril, Indapamide nepoparnHa 18bpaa9990 4 mg
/1,25 mg CO9BAO05 Ramipril, Hydrochlorothiazide nepopanHa T8bpaa2214 5 mg/12,5 mg
C09BAO05 Ramipril, Hydrochlorothiazide nepopanna 18bpaa2070 10 mg/12,5 mg CO9BA05
Ramipril, Hydrochlorothiazide nepoparnHa T8bpaa2100 10 mg/25 mg CO9BAOS5 Ramipril,
Hydrochlorothiazide nepopanHa T8bpga2400 5 mg/25 mg CO09BAQ9 Fosinopril,
Hydrochlorothiazide nepopanHa T8bpaa8772 C09BB02 Enalapril, Lercanidipine nepoparnHa
TBbpAa2700 10 mg/10 mg CO9BB02 Enalapril, Lercanidipine nepopanHa t8bpaa600 20 mg/10
mg C09BBO03 Lisinopril and amlodipine nepopanHa 18bpaa6780 20 mg/5 mg C09BB03
Lisinopril and amlodipine nepopanHa 18bpaa8160 10 mg/5 mg C09BBO03 Lisinopril and
amlodipine nepopanHa 18bpaa6870 20 mg/10 mg CO09BB04 Perindopril, Amlodipine
nepoparnHa TBbpaa23564 5 mg/5 mg C09BB04 Perindopril, Amlodipine nepopanHa
TBbpAa20614 10 mg/5 mg CO9BB04 Perindopril, Amlodipine nepopasHa tT8bpaa14338 10 mg
/10 mg C09BB04 Perindopril, Amlodipine nepopanHa T8bpaa12420 5 mg/10 mg CO09BB04
Perindopril, Amlodipine nepoparnHa t8bpaa3640 8 mg/5 mg C09BB04 Perindopril, Amlodipine
nepopanHa T8bpaas5910 4 mg/5 mg C09BB04 Perindopril, Amlodipine nepopanHa
T8bpAa3300 4 mg/10 mg CO9BB04 Perindopril, Amlodipine nepopanHa 18bpaa3300 8 mg/10
mg C09BB04 Perindopril, Amlodipine nepopanHa 18bpaa3000 2,85 mg/2,5 mg C09BB07
Ramipril, Amlodipine nepopanHa t8bpaa2820 10 mg/10 mg C09BB07 Ramipril, Amlodipine
nepoparnHa 18bpaa3060 10 mg/5 mg CO09BB0O7 Ramipril, Amlodipine nepopanHa T8bpaa8980
5 mg/5 mg C09BX01 Perindopril, Amlodipine, Indapamide nepopanHa t8bpaa 4200 8 mg/5 mg
/2,5 mg C09BX01 Perindopril, Amlodipine, Indapamide nepopanHa t8bpaa3150 2 mg/5 mg/0,
625 mg C09BX01 Perindopril, Indapamide, Amlodipine nepopanHa t18bpaa3150 4 mg/1,25 mg
/5 mg CO9BX01 Perindopril, Amlodipine, Indapamide nepopanHa t8bpaa5080 4 mg/10 mg/1,
25 mg C09BX01 Perindopril, Indapamide, Amlodipine nepopanHa t18bpaal11738 5 mg/1,25 mg
/5 mg CO09BX01 Perindopril, Indapamide, Amlodipine nepopanHa T8bpaa9652 10 mg/2,5 mg
/10 mg C09BX01 Perindopril, Indapamide, Amlodipine nepopanHa T8bpaa4536 5 mg/1,25 mg
/10 mg C09BX01 Perindopril, Indapamide, Amlodipine nepoparnHa T8bpga 5704 10 mg/2,5 mg
/5 mg C09BX01Perindopril, Amlodipine, Indapamide nepopanHa TBbpaa 6282 4 mg/5 mg/1,25
mg C09BXO01 Perindopril, Amlodipine, Indapamide nepopanHa tBbpaa 4600 8 mg/10 mg/2,5
mg C09BXO02 bisoprolol, perindopril nepopanHa tBbpaa 2760 10 mg/ 5 mg C09BX02
bisoprolol, perindopril nepopannHa TBbpaa 2700 10 mg/ 10 mg C09BXO02 bisoprolol, perindopril
nepopanHa tBbpaa 5350 5 mg/ 10 mg C09BX02 bisoprolol, perindopril nepopanHa T8bpaa
5550 5 mg/ 5 mg C09BX03 Ramipril, amlodipine, hydrochlorothiazide nepopanHa TBbpaa 840
5 mg/5 mg/12,5 mg C09BX03 Ramipril, amlodipine, hydrochlorothiazide nepopanHa TBbpaa
840 10 mg/5 mg/25 mg C09BX03 Ramipril, amlodipine, hydrochlorothiazide nepopanHa
TBbpaa 840 5 mg/5 mg/25 mg CO9CAO1 Losartan nepopanHa t18bpaa 1915980 CO9CA02
Eprosartan nepopanna 1Bbpaa 4308000 CO9CAOQ3 Valsartan nepopanHa TBbpaa 32746270
CO09CAO04 Irbesartan nepopanHa TBbpaa 8120105 CO9CA06 Candesartan nepopanHa TBbpaa
2008000 CO9CAO07 Telmisartan nepopanHa TBbpaa 5158924 CO9CA08 Olmesartan
medoxomil nepopanHa Tebpaa 498560 CO9DAO1 Losartan, Hydrochlorithiazide nepopanHa
TBbpaa 18790 50 mg/12,5 mg CO9DAO01 Losartan, Hydrochlorithiazide nepopanHa TBbpaa
4140 100 mg/12,5 mg CO9DAO03 Valsartan, Hydrochlorothiazide nepopanHa TBbpaa 20580
160 mg/25 mg CO09DAO03 Valsartan, Hydrochlorothiazide nepopanHa TBbpaa 5140 320 mg/12,
5 mg CO09DAO03 Valsartan, Hydrochlorothiazide nepopanHa 1Bbpaa 2620 320 mg/25 mg
CO9DAO03 Valsartan, Hydrochlorothiazide nepopanna t18bpaa 352382 160 mg/12,5 mg
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C09DA04 Irbesartan and diuretics nepoparnHa TBbpaa 14162 150 mg/12,5 mg CO9DA04
Irbesartan and diuretics nepopanHa TBbpaa 2820 300 mg/12,5 mg CO9DA06 Candesartan,
Hydrochlorothiazide nepopanHa tT8bpga 3000 8 mg/12,5 mg CO9DA06 Candesartan,
Hydrochlorothiazide nepopanHa TBbpaa 8166 16 mg/12,5 mg CO9DAO7 Telmisartan,
Hydrochlorothiazide nepopanHa TBbpaa 12064 80 mg/25 mg CO9DAO7 Telmisartan,
Hydrochlorothiazide nepopanHa TBbpaa 36326 80 mg/12,5 mg CO9DAO08 Olmesartan
medoxomil, Hydrochlorothiazide nepopanHa TBbpaa 8530 20 mg/12,5 mg CO9DAO08
Olmesartan medoxomil, Hydrochlorothiazide nepopanHa TBbpaa 3900 40 mg/12,5 mg
C09DB01 Amlodipine, Valsartan nepopanHa tT8bpga 11166 5 mg/160 mg CO09DBO01
Amlodipine, Valsartan nepopanHa 18bpga 8100 10 mg/160 mg CO09DB02 Olmesartan
medoxomil and amlodipine nepopanHa 18bpaa 7750 20 mg/5 mg C09DB02 Olmesartan
medoxomil and amlodipine nepopanHa TBbpaa 4160 40 mg/5 mg CO09DB04 Telmisartan,
Amlodipine nepoparnHa TBbpaa 7580 80 mg/5 mg C09DB04 Telmisartan, Amlodipine
nepopanHa TeBbpaa 4320 80 mg/10 mg lMNpoabrmkeHne Ha TexHnyeckaTa cneundgukaums e B
none: fJonbnHutenHa nHgpopmaums (BT-300-Lot)

Aitheantoir inmheanach: 435247

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33622100 Cardiac therapy medicinal products

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

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a aireamh: 536 590,89 BGN

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHUTE 3aBegeHNS Bb3NOXUTENN MOraT Aa NpoBeAaTt €AuH UK HAKOSKO
BbTPELLUHO-KOHKYPEHTHU M3060pU Bb3 OCHOBA Ha CKITHOYEHOTO PaMKOBO CropasyMeHue
CbOOPa3HO TEKYLLUNTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: 1. OnpegeneHnte n3nbnHUTENM NO PaMKOBOTO CNopasyMeHne He Abrxar
rapaHums 3a usnbJIHEHWE MpK CKItoYBaHe My. [apaHumnaTa 3a U3NbiTHEHNE Ha BCEKU
KOHKpeTeH 0roBOp, CKMOYEH crief NpoBeAeH BbTPeLleH KOHKYpPeHTEeH n3bop, Bb3 OCHOBA Ha
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CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unmn
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE He ce u3nckea. 2. [NpoabiikeHne Ha TexHudeckaTta cneungukaums ot nosne:
Onucanue (BT-24-Lot) CO9DB07 Candesartan, Amlodipine nepopanHa 1Bbpaa 4780 16 mg/5
mg C09DB07 Candesartan, Amlodipine nepopanHa tT8bpga 1200 8 mg/5 mg C09DX01
Amlodipine, Valsartan, Hydrochlorothiazide nepopanHa 1Bbpaa 1200 10 mg/160 mg/25 mg
C09DX01 Amlodipine, Valsartan, Hydrochlorothiazide nepopanHa TBbpaa 5400 10 mg/160 mg
/12,5 mg C09DX01 Amlodipine, Valsartan, Hydrochlorothiazide nepopanHa 1Bbpaa 3958 5 mg
/160 mg/12,5 mg C09DX03 Olmesartan medoxomil, amlodipine and hydrochlorothiazide
nepopanHa tBbpaa 1480 40 mg/10 mg/12,5 mg CO9DX03 Olmesartan medoxomil, amlodipine
and hydrochlorothiazide nepopanHa TBbpga 1200 40 mg/5 mg/25 mg C09DX03 Olmesartan
medoxomil, amlodipine and hydrochlorothiazide nepopanHa T8bpaa 1200 40 mg/10 mg/25 mg
C09DX03 Olmesartan medoxomil, amlodipine and hydrochlorothiazide nepopanHa TBbpAa
1200 40 mg/5 mg/12,5 mg C09DX04 Sacubitril, Valsartan nepopanna t8bpaa 2100 97 mg/103
mg C09DX04 Sacubitril, Valsartan nepopanHa TBbpaa 2552 24 mg/26 mg C09DX04
Sacubitril, Valsartan nepopanHa 18bpaa 2180 49 mg/51 mg C10AA01 Simvastatin nepoparnHa
TBbpaa 1872500 C10AA04 Fluvastatin nepopanHa tBbpaa 153040 C10AA05 Atorvastatin
nepopanHa Tebpaa 5234394 C10AA07 Rosuvastatin nepopanHa tBbpaa 3469554 C10AA08
Pitavastatin nepopanna t1Bbpaa 20740 C10AB0S5 Fenofibrate nepopanHa TBbpaa 248826
C10ABO08 Ciprofibrate nepopanHa tBbpaa 286000 C10AX09 Ezetimibe nepopanHa TBbpaa
119320 C10BA04 Fenofibrate, Simvastatin nepopanHa tBbpaa 6000 C10BA0S5 Atorvastatin,
Ezetimibe nepopanHa t8bpga 1200 10 mg/10 mg C10BAOS Atorvastatin, Ezetimibe
nepopanHa TBbpaa 1200 20 mg/10 mg C10BA06 Rosuvastatin, Ezetimibe nepopanHa TBbpaa
41950 10 mg/10 mg C10BA06 Rosuvastatin, Ezetimibe nepopanHa tBbpaa 5720 20 mg/10
mg C10BX03 Atorvastatin, Amlodipine nepopanHa t8bpaa 7750 10 mg/10 mg C10BX03
Atorvastatin, Amlodipine nepopanHa Tebpga 2400 20 mg/10 mg C10BX03 Atorvastatin,
Amlodipine nepopanHa TBbpaa 2400 20 mg/5 mg C10BX03 Atorvastatin, Amlodipine
nepopanHa tBbpaa 11360 10 mg/5 mg C10BX09 Rosuvastatin, Amlodipine nepopanHa
TBbpAa 600 10 mg/5 mg C10BX11 Atorvastatin, Perindopril, Amlodipine nepopanHa TBbpaa
600 20 mg/10 mg/10 mg C10BX11 Atorvastatin, Perindopril, Amlodipine nepoparnHa TBbpaa
150 20 mg/5 mg/5 mg C10BX13 Rosuvastatin/Perindopril/Indapamide nepopanHa TBbpaa
1200 10 mg/4 mg/1,25 mg

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: JlekapcTBeHUTe NpoayKTu ca 06eKT Ha perynaums no OTHOLEHNe Ha onakoBaHe,
NINCTOBKM N HAa4MH Ha ynotpeba. Tbi KaTo CbLMTE Ce M3NOM3BaT M OT Nnua C yBpexaaHus, ce
cnasBaT M3UCKBaHUNATA Ha eBPOMNENCKOTO 3aKoHOA4ATECNTBO B Ta3n obnacT, npeasuna KoeTo He
€ HeobxoauMo aa ce NoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBLNHOCT 3a fnuua C
yBpexaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
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Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 oT 30[1, yyactHuumTe B
npouenyparta 3a nocrnegHuTe Tpyu NPUKIIOYMN UHAHCOBU rOAMHM Aa ca peanuavnpani
MUHUMAaneH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykaTta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.

Cur sios ar an gcritéar roghnuchain: Peannsmpanunat mmHumaneH o6opoT B cdpepara,
nonagawia B obxBaTa Ha nopbykaTa, u3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypara, 3a KosiTo ce yyactsa unm Ha 1 % ot cbopa
Ha NPOrHO3HUTE CTOMHOCTM Ha CbOTBETHUTE HOMEHKNaTypu B 060cobeHnTe nosnuum, 3a
KOMTO ce nogaea odepTara, B Cryyan 4Ye yyacTBa 3a noseye oT egHa. [log MmHMmManeH
obopoT B chepaTa, nonagalia B obxsata Ha nopbykarta, creaBa aa ce pasdupa obopoT
peanuavpaH OT TbProBusa C fiekapcTBeHn npoaykTn. CernacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxBalla 1 No-kpaTbk Nepmod B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH Unu e 3anodHan AenHocTTa cu. [lokyMeHTUTEe 3a NOCTaBeHNs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHEe B XO4a Ha npoueayparta uinm oT y4acTHuKa
onpeaeneH 3a U3NbfHUTEN Npeaun CKNYBaHe Ha AOroBopa, B criydanTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 1. 2 ot 30T, cnpaBka 3a obopoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHuns nepnog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKknapupa ¢
nonwvneBaHe Ha yacT IV, pasgen b ot EE[OIT.

Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuuute cnefea ga ca BnmcaHu B TbProBCKUS PErMCTbp U/UMU B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nvua - B aHarnorm4yHu permcTpu CbrinacHo
3aKOHOAATEerNCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbea ga
npuTexasaTt pa3pelueHue 3a NpouM3BOACTBO, U34adeHOo No peda Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUSA Ha €po C NeKkapcTBEHN NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa ¢ nonbnBaHe Ha 4vacT |V,
6ykea ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMeEpP 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
Npou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vnu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBust Ha efpo C fiekapCTBEHM
NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeAcTaBsa OT y4acTHUKa onpeaerneH 3a U3nbriHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unu npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a npons3BoaCcTBO, 3ganeHo no pena Ha 3J1MXM
UNK 3a TbProBus Ha eapo C NeKkapCTBEHU NPOAYKTU UK yOOCTOBEPEHUE 3a permctpaums 3a
TbProBUS Ha e4po C NekapCcTBEeHN NMPOAYKTU, UMK paspeLleHne 3a BHOC. Bb3anoxntensr He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, MPaBoTo
3a TbProBUs C NeKapCTBEeHN NPOAYKTU UIK paspeLLeHne 3a NPon3BOACTBO UITM BHOC, KOraTo
nMa JOCTbM MO cnyebeH NbT unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTE MoraT aa
6baaT ocurypeHmn Ypes npsik n 6esnnaTeH 4OCTHLN A0 HauMoHanHuTe 6a3n gaHHW Ha
ObpXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
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Cineal: Praghas

Ainm: VIkoHOMn4eckn Hamn-usrogHata opepTa ce onpeaernsi Bb3 OCHOBa Ha Han-HUCKaTa LieHa
crneg nNpoBefeH eNeKTPOHEH Tbpr. To3n KpUTEPUA ce npunara u Npu BbTPELLHO
KOHKYPEHTHUTE n3bopun oT neyebHuTe 3aBeaeHus.

Cur sios: 1. Cnep npoBexgaHeTo Ha efleKTPOHHUSA TbPr 3a BCEKN NeKapCTBEH NPOAYKT, e
Obaat onpeaeneHn N3NbAHUTENM NO PAMKOBO Copa3yMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a BCska HOMeHKNaTypa, oT TexHunyeckaTa crneumdmrkaums, 3a U3NbIIHUTENN Mo
pPaMKOBOTO criopasyMeHue Le ce onpenensaT Y4acTHUKBLT NPeasioXuIi Han-H1CKa LieHa u
BCUYKM OpYrv y4acTHUUK, Npeanoxunu ueHa, koaTto e 4o 10 % no-BMcoka oT Han-HUCKaTa
npegnoXeHa ueHa. Bb3noxutenar He NoCcTaBs orpaHMyeHne 3a MakcumaneH 6pon
N3NbAHUTENN NO HOMeHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[WH YYaCTHUK, 32 KOUTO He ca Hanvue OCHOBaHUSATa 3a OTCTpaHABaHe, NOCOYEHN B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
€[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0BABEHNTE YCNOBUA Ha
Bb3M0XUTENS 3a U3NbIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBexaaH OT NiedebHnTe 3aBeaeHuns, 3a U3NbIHUTEN
we 6bae onpedeneH KNacMpaHuaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEANoXeHne e
Hal-HUCKO.

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

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 16/01/2025 23:59:59 (UTC+02:00) Am QOirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
Eolas breise: HacTosiwara npoueaypa e ususno enekTpoHHa U BCUYKN OENCTBUS CBbP3aHn C
0064BsIBAHETO N 1 NpoBeEXAaHeTO 1 Wwe 6baaTt n3BbpLLBaHM Ype3 EnekTpoHHaTa cuctema,
AOCTbIMHA Ha criefHus enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil
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Socru airgeadais: Bcudku konmnyecTBa, NOCoYeHU B crneundurkaumsata Ha EnektpoHHaTta
cucTema, ca ,,0pMEHTUPOBBYHN 1 Ca NPegMET Ha BbararaHe B paMKUTE Ha BbTPELLEH
KOHKYpPEHTEH n300p No pamMKOBO CrnopasyMeHne, No nokaHa Ha nevyebHuTe 3aBefeHus —
Bb310XUTENM, MOCOYEHM B HAcTosLWaTa AOKyMeHTaums. B pamknte Ha npoBexaaHute
BbTPELLHM KOHKYPEHTHN n3bopwu, e 6baaTt 3asaBsiBaHn KONMYeCcTBa, CboOpPa3HO TekyLwmTe
HY>X[M Ha BCAKO neyebHO 3aBeeHme, kaTo NevyebHOTO 3aBefeHne — Bb3NoXUTeN He e
ONBXKHO Aa 3asBM 3a [4OCTaBKa LUsiNoTO 4OroBOPEHO KONMYECTBO, a MMa NpaBo Aa 3asiBsBa
KOnmnyecTBa CbrMacHO AeNCTBUTEITHUTE CU HYXXAMW, HO He MoBeYe OT JoroBopeHoTo. Cref
CKITHOMBaHe Ha KOHKPETEH 4OroBop, Bb3HMKBAT 3a4b/PKEHUATA 3a 3asBABaHe, JOCTaBKa U
3annawaHe Ha 4OCTaBEHUTE NeKapCTBEHN NPOAYKTU.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntouyeHoTO Bb3 OCHOBa Ha HacTosLwaTta
obuiecTBeHa nNopbyka pamMKoBO CriopasyMeHue, e € CbC CPOK Ha U3NbJIHEHME A0 ABE
roanHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha LOroBOpPUTE, CKIKOYEHM crnes
nNpoBeAeH BbTPELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe Aa HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crnopasymMmeHne. MakCcumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rogmHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHn 3aBegeHns 3a 6onHMYHa nomoLl,
no yn. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neyebHn 3aBegeHns 3a 6ONHUYHA
nomouy no 4n. 5, an. 1 ot 3J13, ueHTpoBe 3a cneLwHa MeguumuHeKka noMmoLy, nedYebHn
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomol no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekrpoHHaTa
cucTemMa 3a nekapcrteBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTN OT MNMO3NTUBHMA NeKapCTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnnYeH eNneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha nekapcTBeHN NPoAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBku B nepuoga mecel, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach & reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/
Cur sios: N360pbT HA U3NBbAHMTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
cnopasymeHue we 6bae n3BbPLUEH crea NpoBeXaaHe Ha enekTPoOHEH Tbpr Mo peda Ha un.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHUSA Thpr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha oepTuTe B CbOTBETCTBUE C M3BpaHns KpuTepun 3a
Bb3naraHe — Han-HuCcKa LeHa. [1o yyacTue B eneKTpOoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEeasIOKEHNST OTITOBapPAT HA U3NCKBAHUATA Ha Bb3NOXUTENS, MOCOYEHN B
HacTosLWwaTa JOKyMeHTaunsa. ENeKTpoHHUAT Tbpr, We ce NpoBeXaa CbC CTbMNKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna usano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUSA Y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
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NPOLEHTBLT Ha CTbMKaTa ce nsyncnsisa Ha 6asa Beye HamaneHaTa OT y4acTHUKA B
eNeKTPOHHUS Tbpr LeHa. [MNpean ctapTMpaHe Ha eNeKTPOHHUS Tbpr, 4oMNycHaTUTE
yyYacTHMLMTE MonyyaBaT nokaHa, B KOSITO € MOCOYEeHO BPEMEHHOTO UM KracupaHe, B pesynraT
Ha NMbpBOHaYanHaTa oueHka Ha ohepTUTe UM. ENEKTPOHHMSA TP Le 3anoyHe He No-paHo oT
2 paboTHM OHK, crieq AaTaTa 3a u3npallaHe Ha nokaHata. B pamkute Ha npoBexgaHeTo Ha
€NEKTPOHHUS TbPr, BCEKM €MH YYaCTHUK, LLIe MOXe Aa BUX4a BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npeanoxeHata KbM MOMEHTa Ha-HUCKaTa LeHa. ENekTpoHHUAT Tbpr we
MPUKIIOYM C HAaCTbMNBAHE Ha YacbT M JaTaTa NoCoYEHN B MOKaHaTa.

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

5.1. Luchtég: LOT-0005
Teideal: O6ocobeHa no3nums Ne 5, skntousawa 107 HomeHknaTypm
Cur sios: TEXHUYECKA CINEUNPUKALMA ATC INN Form Quantity Note DOBAG02
Povidone-iodine gepmanHa nonytebpaa 6473832 DOS8AGO02 Povidone- iodine gepmanHa
TeyHa 68459870 G02AD04 Carboprost napeHTepanHa 2020 G02CB01 Bromocriptine
nepopanHa TBbpaa 98945 G02CB03 Cabergoline nepopanHa TBbpaa 458 GO3DA04
Progesterone napeHtepanHa 2100 GO3GAO01 Chorionic gonadotrophin napeHTepanHa
1000000 GO3GA02 Human menopausal gonadotrophin napeHtepanHa 379500 GO3GA04
Urofollitropin napeHTepanHa 30000 GO3GAQ6 Follitropin beta napeHTepanHa 195900
GO03GA08 Choriogonadotropin alfa napeHtepanHa 53 GO3HAO1 Cyproterone napeHTepanHa
3000 G0O4BEO03 Sildenafil nepopanHa TeuHa 640 GO4CA02 Tamsulosin nepopanHa TBbpaa
392 HO1BAO4 Terlipressin napeHTepanHa 66222 HO1CB01 Somatostatin napeHTepanHa
25645 HO1CCO01 Ganirelix napeHTepanHa 43 HO2AB01 Betamethasone napeHTepanHa
557872 HO2AB04 Methylprednisolone napeHTepanHa 34348970 250mg HO2AB04
Methylprednisolone napeHTepanHa 1039290 Depo 40 mg HO2AB04 Methylprednisolone
napeHtepanHa 160300 Depo 80 mg HO2AB04 Methylprednisolone napeHTepanHa 26461533
15,78 mg HO2AB04 Methylprednisolone napeHTepanHa 105671502 40 mg HO2AB04
Methylprednisolone napeHTepanHa 15724201 125 mg HO2AB04 Methylprednisolone
napeHTeparnHa 2967626 6,31 mg HO2AB04 Methylprednisolone nepopanHa TBbpaa 920238
HO2AB09 Hydrocortisone nepopanHa t8bpaa 18000 HO3AAO1 Levothyroxine sodium
nepopanHa Tebpaa 249308 HO3AAO1 Levothyroxine sodium nepoparnHa Te4Ha 1950
HO3BAO2 Propylthiouracil nepopanHa tBbpaa 498410 HO3BB02 Thiamazole nepopanHa
TBbpaa 232777 HO4AAO1 Glucagon napeHtepanHa 5596 HO5BX01 Cinacalcet nepopanHa
TBbpaa 5395576 HO5BX02 Paricalcitol nepopanHa tBbpaa 215527 HO5BX04 Etelcalcetide
napeHtepanHa 47958 JO1AA02 Doxycycline napeHTepanHa 69620 JO1AA12 Tigecycline
napeHtepanHa 2658140 JO1CR02 Amoxicillin, clavulanic acid napeHTepanHa 516901910
JO1CRO05 Piperacillin, Tazobactam napeHTepanHa 1010118210 J0O1DB04 Cefazolin
napeHtepanHa 678011020 JO1DCO02 Cefuroxime napeHtepanHa 1223200300 1500 mg
J01DCO02 Cefuroxime napeHtepanHa 156087350 750 mg JO1DCO02 Cefuroxime nepopanHa
TBbpaa 69218400 500 mg JO1DDO01 Cefotaxime napeHTepanHa 491170 JO1DD02
Ceftazidime napeHTepanHa 155346160 1000 mg JO1DD02 Ceftazidime napeHTepanHa
37590000 2000 mg JO1DD02 Ceftazidime napeHTepanHa 1000000 500 mg JO1DD04
Ceftriaxone napeHTepanHa 6522434 J01DD12 Cefoperazone napeHtepanHa 525976000 2000
mg J01DD12 Cefoperazone napeHtepanHa 200938600 1000 mg JO1DD52 Ceftazidime and
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beta-lactamase inhibitor napeHtepanHa 20906 J01DD62 Cefoperazone, Sulbactam
napeHtepanHa 685547000 JO1DEO1 Cefepime napeHntepanHa 384230 1 g JO1DEO1
Cefepime napeHTepanHa 86240 2 g JO1DHO02 Meropenem napeHTepanHa 889892100 1000
mg JO1DHO02 Meropenem napeHtepanHa 8175000 500 mg JO1DH51 Imipenem, Cilastatin
napeHtepanHa 103029200 JO1DH56 Imipenem, cilastatin and relebactam napeHTepanHa
1335 J01DI02 Ceftaroline fosamil napeHTepanHa 3554 J01DI54 Ceftolozane, tazobactam
napeHtepanHa 5630 JO1EEO1 Sulfamethoxazole, Trimethoprim napeHTepanHa 1164390
JO1FA10 Azithromyci napeHtepanHa 31195400 JO1FA10 Azithromycin nepoparnHa Tebpaa
124374500 JO1FFO1 Clindamycin napeHTepanHa 160824080 JO1FFO01 Clindamycin
nepoparnHa Tebpaa 57879350 JO1GB01 Tobramycin nnxanatopHa 1000 Inhalation powder,
hard capsule JO1GB01 Tobramycin nHxanatopHa 400400 Nebuliser solution JO1GB03
Gentamicin napeHTtepanHa 50730170 JO1GB06 Amikacin napeHTepanHa 354619300
JO1MAO2 Ciprofloxacin napeHTepanHa 43491160 Concentrate for solution for infusion
JO1MAO2 Ciprofloxacin napeHtepanHa 88096900 Solution for infusion JO1MAO2 Ciprofloxacin
nepopanHa Tebpaa 219075647 JO1MA12 Levofloxacin napeHTepanHa 262595600 JO1TMA12
Levofloxacin nepopanHa t18bpaa 129852000 JO1MA14 Moxifloxacin napeHtepanHa 15616000
JO1XA01 Vancomycin napeHTeparnHa 239780620 JO1XA02 Teicoplanin napeHTepanHa
28282160 400 mg JO1XB01 Colistimethate sodium nHxanaTtopHa 52536 JO1XB01
Colistimethate sodium napeHTtepanHa 240995 J01XB01 Colistimethate sodium napeHTepanHa
/nHxanatopHa 119860 JO1XD01 Metronidazole napeHTtepanHa 964601915 JO1XX07
Nitroxoline nepopanHa TBbpaa 10456450 JO1XX08 Linezolid napeHTepanHa 49663680
JO2ACO01 Fluconazole napeHTepanHa 44230220 JO2ACO03 Voriconazole napeHTepanHa
4473740 JO2ACO5 Isavuconazole napeHTepanHa 6179 JO2ACOS5 Isavuconazole nepoparnHa
TBbpAa 243000 JO2AX05 Micafungin napeHTtepanHa 101 JO2AX06 Anidulafungin
napeHtepanHa 379980 J0O4AB02 Rifampicin nepopanHa t8bpaa 10814820 JO4ACO1 Isoniazid
nepopanHa Tebpaa 2637500 JO4AKO1 Pyrazinamide nepopanHa t8bpaa 13212500 JO4AK02
Ethambutol nepopanHa 1Bbpaa 10490750 JO5AB14 Valganciclovir nepopanHa TBbpaa
4810000 JO5AEQ3 Ritonavir nepopanHa tBbpaa 300000 JOSAE30 Nirmatrelvir,ritonavir
nepopanHa Tebpaa 60 JOSAF05 Lamivudine nepopanHa tebpaa 800000 JOSAFQ7 Tenofovir
disoproxil nepopanHa TBbpaa 980000 JOSAHO1 Zanamivir nHxanatopHa 21700 JOSAHO02
Oseltamivir nepopanHa 1Bbpaa 7009100 JO5SAR10 Lopinavir, Ritonavir nepoparnHa TBbpaa
1970000 JO5AX10 Maribavir nepopanHa t8bpga 1075200 JO6BAO1 Immunoglobuline, normal
human for extravascular adm. MNapeHnTtepanHa 5807350 JO6BB04 Hepatitis B immunoglobulin
napeHtepanHa 100000 JO7BCO1 Hepatitis B, purified antigen napentepanHa 1845 10mcg/0,5
ml JO7BCO1 Hepatitis B, purified antigen napenTepanHa 8006 20 mcg/1 ml JO7BCO02 Hepatitis
A, inactivated, whole virus napeHTepanHa 980

Aitheantoir inmheanach: 435250

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33631000 Medicinal products for dermatology, 33641300 Sex hormones
and modulators of the genital system, 33642200 Corticosteroids for systemic use, 33642000
Systemic hormonal preparations, excl. sex hormones, 33651100 Antibacterials for systemic
use, 33651200 Antimycotics for systemic use, 33651400 Antivirals for systemic use, 33651520
Immunoglobulins, 33651600 Vaccines

5.1.2. An ait feidhmiochta
Seoladh poist: Bvnrapus, rp. Codms, MNnowan Ceeta Hegena Ne 5
Baile: Cocpusa
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Cad poist: 1000

Foroinn tire (NUTS): Codousa (ctonuua) (BG411)
Tir: An Bhulgair

Eolas breise: ,NUTS: BG bvnrapusa“

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 142 115 127,90 BGN

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHMTe 3aBefeHNsI Bb3NOXUTENN MOraT Aa nposeaat eaAnH Unun HAKOMNKO
BbTPELUHO-KOHKYPEHTHM N360pn Bb3 OCHOBA Ha CKINIOYEHOTO pamMKOBO CropasyMeHmne
CbOBPAa3HO TEKYLLUNTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: Onpegenennte nanbnHUTENM No pamKoBOTO CNopasyMeHne He Abrxar
rapaHums 3a usnbJIHEHWE MpK CKItoYBaHe My. [apaHunaTa 3a U3nbiIHEHNE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeaAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH AC, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbJIHEHNE HEe Ce U3NCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: JlekapcTBeHUTe NpOAYyKTM ca 06EKT Ha perynaumsi No OTHOLLEHME Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbil KaTo CbLUUTE CEe M3NON3BAT M OT NULA C YBPEXAAHUS, ce
cnasBaT M3NCKBaHUATa Ha eBPOMENCKOTO 3aKOHOAATECNTBO B Ta3n obnacT, npeasug KoeTo He
€ HeobxoanMo aa ce NOoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBLMNHOCT 3a Nuua c
yBpexaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 oT 30[1, yyactHuumTe B
npouenyparta 3a nocrnegHuTe Tpyu NPUKIIOYUIN PUHAHCOBKU rOAMHM Aa ca peanusvpani
MUHMManeH obopoT B cdhepaTa, nonagalla B obxeara Ha nopbuykarta, n3ymcneH Ha 6asa
roguwHuTe o6opoTHw.
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Cur sios ar an gcritéar roghnuchain: Peannampanunat mmHumaneH o6opoT B cdpepara,
nonagauwia B obxBaTa Ha nopbykaTa, u3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypara, 3a KosiTo ce yyactsa unm Ha 1 % ot cbopa
Ha NPOrHO3HUTE CTOMHOCTM Ha CbOTBETHUTE HOMEHKNATypu B 060cobeHnTe nosmuum, 3a
KOMTO ce nogaea odepTara, B Criyyan 4Ye yyactBa 3a noseye oT egHa. [log MmHMManeH
obopoT B chepaTa, nonagalia B obxsata Ha nopbykarta, creaBa aa ce pasdupa obopoT
peanuavpaH OT TbProBusa C fiekapcTBeHn npoaykTn. CernacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxBalla 1 No-kpaTbk Nepmod B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH Unu e 3anovHan genHocTTa cu. [lokyMeHTUTEe 3a NOCTaBeHNs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHEe B XO4a Ha npoueayparta uinm oT y4acTHuKa
onpeaeneH 3a U3NbiHUTEN Npeaun CKNYBaHe Ha AOroBopa, B criydanTe Ha yn. 67, an. 5 unu
un. 112, an. 1, 1. 2 ot 30T, cnpaBka 3a ob6opoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHuns nepnog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKknapupa ¢
nonwneaHe Ha yacT IV, pasgen b ot EE[JOIT.

Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuuuTe cnefga ga ca BnmcaHu B TbProBCKUS PErmMCcTbp U/UMu B CbOTBETEH
npodecroHareH permcTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4yHu permcTpu cbrinacHo
3aKOHOAATEerNCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obliectBeHaTa nopbyka Tpsbsa ga
npuTexasaTt pa3peLlueHve 3a NpouM3BOACTBO, U3AadeHOo No peaa Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUSA Ha e4po C NeKkapcTBEHW NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspelueHue 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa ¢ nonbnBaHe Ha YvacT |V,
6yksa ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMEpP M AaTa Ha U3gaBaHe Ha paspeLleHneTo 3a
nNpou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha epo C NekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBust Ha efpo C fiekapCTBEHU
NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeAcTaBsa OT y4acTHUKa onpeaeneH 3a U3nbriHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unu npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a Nnpons3BoACTBO, 3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha eapo C NeKapCTBEHU NPOAYKTU UK yAOCTOBEPEHUE 3a permcrpaums 3a
TbProBUS Ha epo C NekapCcTBeHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3anoxntensr He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLL, NPaBoTo
3a TbProBUs C NeKapCcTBEeHN NPOAYKTU UIK paspeLLeHne 3a NPon3BOACTBO UITM BHOC, KOraTo
MMa JOCTbM MO cnyebeH NbT unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTEe MoraT aa
6baaT ocurypeHu 4Ypes npsik n 6esnnaTeH 4OCTHLN A0 HauMoHanHuTe 6a3n gaHHM Ha
ObpXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHOMun4eckn Hamn-usrogHata opepTa ce onpeaerns Bb3 OCHOBA Ha Han-HUCKaTa LeHa
crnepg nNpoBefeH eNieKTPOHEH Tbpr. To3n KpUTEPUA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
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Cur sios: 1. Cneq npoBexaaHeTo Ha eNeKTPOHHMSA Thpr 3a BCEKU NeKapcTBEH NPOAYKT, Lie
6baat onpeaeneHy U3NbHUTENN MO PaMKOBO CMopa3yMeHue Npy cnas3BaHe Ha cregHuTe
npaeuna: 3a BCcAka HOMeHKNaTypa, oT TexHuyeckarta creumdukaums, 3a U3nbiHUTENM MO
PaMKOBOTO Cropa3yMeHNe e ce onpeaensaT y4acTHUKbT NPEeAnoXuI Hail-H1UCKa LieHa u
BCUYKM OPYIN y4acTHULM, NPEanoXunu LeHa, koato e o 10 % no-Bucoka oT Hal-HucKkaTa
npeanoxeHa ueHa. Bb3anoxuTenar He NocTaBs orpaHuYeHne 3a MakcumMarneH Gpo
U3NbIHUTENN No HOMeHKNaTypa. B cnyyaii, ye 3a AageHa HOMeHKNaTypa e Hanmue camo
eOVH y4acTHUK, 3a KOWTO He ca Hanule OCHOBaHMATa 3a OTCTpaHsABaHe, NOCOYEHN B
HacTosiLaTa JoKyMeHTaLUmMs; KOMTO OTroBaps Ha KpUTepuniTe 3a Nogdop; Unu e Hanuue caMmo
e[HO npeasioXXeHne, KOeTo OTroBaps Ha NpPeABapUTENHO 0OSIBEHMTE YCIOBUS Ha
BBb3MOXMUTENS 3a U3MbIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Tosa nuue. 2.
Mpy BbTPELLHO KOHKYPEHTHUSA M300p, MPOBEXaaH OT NeyebHuTe 3aBefieHns, 3a U3MbIHUTEN
e 6bae onpeneneH KNacupaHusAT Ha MbPBO MACTO YY4aCTHUK, YNETO LLEHOBO NpeasioxeHune e
Hal-HUCKO.

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

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti né iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshinit n6 riomhshéala ardleibhéil n6 cailithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 16/01/2025 23:59:59 (UTC+02:00) Am QOirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
Eolas breise: HacTosiwara npoueaypa e ususno enekTpoHHa U BCUYKN OENCTBUS CBbP3aHn C
0064BsIBAHETO N 1 NpoBeEXAaHeTO 1 Wwe 6baaTt n3BbpLLBaHM Ype3 EnekTpoHHaTa cuctema,
AOCTbIMHA Ha criefHus enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gcrich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil
Socru airgeadais: Bcuukm konmnyecTBa, NnocoveHun B cneundumkaumsata Ha EnektpoHHaTta
cucTema, ca ,OpMeHTUPOBBYHN U Ca NpeaMeT Ha BbararaHe B paMKUTE Ha BbTpeLLEeH
KOHKYpeHTEeH n3bop No pamKoBO cropasymMeHune, No nokaHa Ha nevyebHuTe 3aBefeHns —
Bb310XUTENMW, MOCOYEHM B HAcTosWaTa AOKyMeHTaums. B pamknte Ha npoBexaaHute
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BBbTPELLHN KOHKYPEHTHU 1360opu, e GbaaT 3asaBaBaHN KONMMYECTBa, CbobpasHO TekyLuTe
HY>XIM Ha BCSAKO NevyebHOo 3aBefieHne, KaTo NevYebHOTO 3aBejeHNE — Bb3MNOXUTEN He e
ANbXHO Aa 3asBY 3a [0CTaBka LiANoTO JOroBOPEHO KONMMYeCcTBo, a MMa NnpaBo Aa 3asBsBa
KONMMYECTBa CbIMacHO AEUCTBUTENHUTE CU HYXOWU, HO He NoBeYye oT AoroBopeHoTo. Crnen
CKIMoYBaHe Ha KOHKPEeTeH J0roBop, Bb3HMKBAT 3a4bIPKEeHUATa 3a 3aaBABaHe, JOCTaBKa U
3annaljaHe Ha [OCTaBeHUTE NeKapCTBEHU MPOAYKTH.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntoyeHoTO Bb3 OCHOBa Ha HacTosLwaTta
obuiecTBeHa Nopbyka pamMKoBO CriopasyMeHue, Lie € CbC CPOK Ha U3NbJIHEHME A0 ABE
roAvHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha JOroBOpUTE, CKIKOYEHM crnes
NpoBeAeH BbTPELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe ga HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakCumManHuUsT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rogmHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3noxutenurte - ne4yedbHn 3aBegeHns 3a 6onHMYHa nomoLl,
no yn. 9 ot 3akoHa 3a nevyebHuTe 3aBeneHus (3/13), neyebHn 3aBegeHns 3a 6ONHUYHA
nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnewHa MeguumuHeKka nomoLy, nedYebHn
3aBefeHuns 3a CTaunoHapHa ncuxmatpuyHa nomol no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekrpoHHaTa
cucTemMa 3a nekapcrteBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTN OT MNMO3NTUBHMA NeKapCTBEH CNUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnnYeH eNneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha nekapcTBeHN NPOoAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBku B nepuoaa mecel, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cuctema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach & reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/
Cur sios: N360pbT HA U3NBAHMTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHWN B PAMKOBOTO
crnopasymeHue we 6bae n3BbpLUEH crea NpoBeXaaHe Ha enekTPoHEeH Tbpr Mo peda Ha un.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHUSA ThPr LWe ce
npegxoxaga oT NbpBOHaYarHa oueHka Ha opepTuTe B CbOTBETCTBUE C U3BpaHns KpuTepun 3a
Bb3naraHe — Han-HuCcKa LeHa. [1o yyacTue B eneKTpOoHHMA Thpr Wwe 6baat gonycHatu
y4yacTHUUUTE, YNNTO NPEeasIOKEHNST OTITOBapPAT HA U3NCKBAHUATA Ha Bb3NOXUTENS, MOCOYEHN B
HacTosLwaTa JOKyMeHTaunsa. ENeKTpoHHUAT Tbpr, We ce NpoBeXxaa CbC CThMNKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna usano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 4O HamarnsBaHe Ha LueHaTta 3a equHuua Msipka, npeanioxeHa ot
CbOTBETHUSA y4aCTHUK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKA B
enNeKTPOHHMA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, AOMNyCcHaTUTe
yyacTHUUMTE Norfy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NbpBOHavarnHaTa oueHKa Ha odpepTuTe M. ENeKTpoHHNA Thpr LWe 3anoyHe He No-paHo OT
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2 pa6OTHM OHW, cnen gataTta 3a u3npallaHe Ha nokaHarta. B paMKUTE Ha NpoBeEXOAAaHETO HA
€NeKTPOHHUA Tbpr, BCEeKN eaNH YHYaCTHUK, e MOXe Oa BMXXaa BPEMEHHOTO CU KlnaCupaHe B
Tbpra, Kakto 1 npeanoxeHata KbM MOMEHTA Han-HUCKaTa ueHa. EJ'IeKTpOHHVIFIT Tbpr we
NPUKIO4YM C HacTbNBaHe Ha YacCbT U gaTtaTta NoCoOYEHU B NOKaHaTa.

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

5.1. Luchtog: LOT-0006
Teideal: O6ocobeHa no3nums Ne 6, Bkntousaila 102 HomeHknaTypm
Cur sios: TEXHUYECKA CMNEUNDPUKALNA ATC INN Form Quantity Note MO1AB05
Diclofenac napeHTtepanHa 73986355 M01AB55 Diclofenac, Orphenadrine citrate
napeHtepanHa 2759765 M01AC02 Tenoxicam nepopanHa Tebpga 295000 MO1AC06
Meloxicam napeHnTepanHa 4070172 MO1AEO03 Ketoprofen napeHTepanHa 48017940
MO1AE17 Dexketoprofen napeHtepanHa 79589370 M01AHO04 Parecoxib napeHTepanHa
1168120 M0O1CCO01 D-Penicillamine nepopanHa t18bpaa 741750 MO3AB01 Suxamethonium
napeHtepanHa 24310160 MO3ACO04 Atracurium napeHTepanHa 14885850 MO3ACO06
Pipecuronium napeHtepanHa 1882067 M03BX02 Tizanidine nepoparnHa TBbpaa 806428
MO03BX04 Tolperisone nepopanHa Tebpaa 242610 M03BX05 Thiocolchicoside napeHTepanHa
17632 MO5BAO06 Ibandronic acid napeHtepanHa 18060 solution for injection MO5BAQO6
Ibandronic acid nepopanHa TBbpaa 45000 NO1ABO6 Isoflurane nHxanatopHa 1642070
NO1ABO08 Sevoflurane nuxanatopHa 10605750 NO1AHO6 Remifentanil napeHtepanHa 209730
NO1AX03 Ketamine napeHtepanHa 21952900 NO1AX10 Propofol napeHTepanHa 43682054
1% NO1BBO01 Bupivacaine napeHTepanHa 968456 Heavy NO1BB01 Bupivacaine
napeHtepanHa 3189212 NO1BBO02 Lidocaine napeHTepanHa 76372643 NO1BB02/C01BB01
Lidocaine napeHTepanHa 73351500 NO1BB04 Prilocaine napeHTepanHa 886200 NO1BB09
Ropivacaine napeHTepanHa 3621850 NO1BB52 Lidocaine, Chlorhexidine nepmanHa
nonytebpaa 265748 NO2BB02 Metamizole sodium napeHtepanHa 3138196500 NO2BEO1
Paracetamol napeHTepanHa 1199050400 NO3AAO2 Phenobarbital napeHTepanHa 15168060
NO3ADO1 Ethosuximide nepopanHa TeyHa 115000 NO3AF01 Carbamazepine nepopanHa
TBbpaa 156201020 NO3AF02 Oxcarbazepine nepopanHa TBbpaa 22462440 NO3AF02
Oxcarbazepine nepopanHa TedHa 13080000 NO3AF04 Eslicarbazepine nepopanHa TBbpaa
1360000 NO3AGO01 Valproic acid napeHTepanHa 51400632 NO3AGO01 Valproic acid
nepopanHa Tebpaa 1355464885 NO3AGO1 Valproic acid nepopanHa TeuHa 21437868
NO3AX09 Lamotrigine nepopanHa tBbpaa 9044880 NO3AX11 Topiramate nepopanHa TBbpaa
1850240 NO3AX12 Gabapentin nepopanHa T8bpaa 47311540 NO3AX14 Levetiracetam
nepopanHa Tebpaa 12274200 NO3AX14 Levetiracetam nepopanHa TedHa 11000000
NO3AX16 Pregabalin nepopanHa tBbpaa 29504255 NO3AX18 Lacosamide nepopanHa
TBbpaa 366176 NO3AX23 Brivaracetam nepoparnHa 1Bbpaa 64 NO4AAQ2 Biperiden
nepopanHa Tebpaa 8146590 NO4BAO2 Levodopa, Carbidopa nepopanHa tebpaa 765500
NO4BAO02 Carbidopa, Levodopa nepopanHa t1Bbpaa 2025960 NO4BAO2 Levodopa,
Benserazide nepopanHa t18bpaa 3007760 NO4BAO3 Levodopa, Carbidopa, Entacapone
nepopanHa TBbpaa 60000 NO4BB01 Amantadine napeHTepanHa 6351400 N04BC04
Ropinirole nepopanHa 1Bbpaa 2520 NO4BCO05 Pramipexole nepopanHa 1Bbpaa 19544
N04BDO01 Selegiline nepopanHa 1Bbpaa 62560 N0O4BD02 Rasagiline nepopanHa tBbpaa 2640
NO5ABO02 Fluphenazine napeHTepanHa 825000 NO5SADO1 Haloperidol napeHTepanHa
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2252260 NO5ADO1 Haloperidol nepopanHa tBbpaa 5919863 NOSAEQ3 Sertindole nepopanHa
TBbpaa 41444 NOSAEQS Lurasidone nepopanHa tBbpaa 685828 NOSAF01 Flupentixol
napeHtepanHa 467200 NO5AF01 Flupentixol nepopanHa Tebpaa 311483 NOSAF05
Zuclopenthixol napeHTepanHa 4823000 NOSAFO05 Zuclopenthixol nepoparnHa tTBbpaa 3418800
NO5AHO02 Clozapine nepopanHa tBbpaa 76779195 NOSAHO3 Olanzapine napeHTeparnHa
39600 NO5AHO03 Olanzapine nepopanHa TBbpaa 8824232 NO5AHO04 Quetiapine nepoparnHa
TBbpAaa 121830730 NOSALO5 Amisulpride nepopanHa TBbpaa 57993720 NO5SAX08
Risperidone napeHTepanHa 68000 NO5AX08 Risperidone nepoparnHa 18bpaa 2443463
NO5AX12 Aripiprazole napeHtepanHa 34000 NO5AX12 Aripiprazole nepoparnHa TBbpaa
2786970 NO5AX13 Paliperidone napeHtepanHa 123850 75mg, 100mg, 150mg NO5AX13
Paliperidone nepopanHa t8bpaa 87610 NOSAX15 Cariprazine nepopanHa 1Bbpaa 29334
NO5SBAO1 Diazepam napeHTepanHa 7483130 NO5BB01 Hydroxyzine nepoparnHa TBbpaa
10466300 NO5CD08 Midazolam napeHTepanHa 13659745 NO6ABO05 Paroxetine nepopanHa
TBbpaa 4148770 NO6ABO6 Sertraline nepopanHa tBbpaa 4680960 NO6ABO8 Fluvoxamine
nepopanHa Tebpaa 554460 NO6AB10 Escitalopram nepopanHa TBbpaa 3267666 NO6AX05
Trazodone nepoparHa Tebpaa 20693190 NO6AX11 Mirtazapine nepopanHa 1Bbpaa 5561226
NO6AX16 Venlafaxine nepopanHa tBbpaa 15041758 NO6AX18 Reboxetine nepopanHa
TBbpaa 27060 NO6AX21 Duloxetine nepopanHa 1Bbpaa 3397140 NO6AX22 Agomelatine
nepopanHa Tebpaa 168700 NO6AX26 Vortioxetine nepopanHa 1Bbpaa 57700 NO6BCO1
Caffeine citrate napeHTepanHa/nepopanHa 281600 NO6BX03 Piracetam napeHTepanHa
2900532 N06BX03 Piracetam nepopanHa 1Bbpaa 490049196 NO6BX03 Piracetam
nepopanHa tevyHa 80605523 NO6BX18 Vinpocetine napeHTepanHa 5553116 NO6BX18
Vinpocetine nepoparnHa TBbpaa 5090822 NO6DAO4 Galantamine napeHTepanHa 4270916
NO6DA04 Galantamine nepoparnHa T8bpaa 94164 NO6DX01 Memantine nepoparnHa TBbpaa
129580 NO7AA02 Pyridostigmine nepopanHa TBbpaa 1812960

Aitheantoir inmheanach: 435251

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
Aicmiu breise (cpv): 33632100 Anti-inflammatory and anti-rheumatic products, 33632200
Muscle relaxants, 33661100 Anaesthetics, 33661200 Analgesics, 33660000 Medicinal
products for the nervous system and sensory organs

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

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 48 848 441,59 BGN
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5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHUTe 3aBegeHNS Bb3NOXUTENN MOraT Aa NpoBeaaTt €AuH U HAKOSKO
BbTPELLUHO-KOHKYPEHTHM M360pPU Bb3 OCHOBA Ha CKITHOYEHOTO PAaMKOBO CMOpa3yMeHue
CbOBPa3HO TEKYLLUNTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: OnpegeneHnTe n3nbaHUTENM MO PAMKOBOTO CNOpasyMeHue He abrkaT
rapaHums 3a U3nbIIHEHWE MpKU CKItoYBaHe My. [apaHunaTa 3a U3nbiiHEHNE Ha BCEKU
KOHKPETEH A0roBOp, CKMOYEH Crief NPoBeAEH BbTPELLEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKITIO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH AC, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. AC. 3a porosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE HE Ce U3MCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: JlekapcTBeHUTe NpOAYKTM ca 06EKT Ha perynaumsi no OTHOLLEHME Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce M3NON3BAT M OT NnLA C YBpPEXaaHus, ce
crnasBaT M3UCKBaHMATA Ha EBPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacT, NnpeaBua KOeTo He
€ HeobxoauMo aa ce NoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBLMNHOCT 3a Nuua c
yBpeXxaaHus.

5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npouenyparta 3a nocrnegHuTe Tpyu NPUKIIOYUIN (PUHAHCOBKU rOAMHM Aa ca peanusvpani
MUHMMarneH obopoT B cchepaTa, nonagalla B obxeata Ha nopbuykarta, n3dmcneH Ha 6asa
roauHnTe 060pOTH.
Cur sios ar an gcritéar roghnuchain: Peanusmpannat mmHumaneH obopoT B cdpepara,
nonajawia B obxBaTa Ha nopbykaTa, u3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypaTa, 3a KOosTO ce y4actBa unm Ha 1 % ot cbopa
Ha NPOrHO3HUTE CTOMHOCTM Ha CbOTBETHUTE HOMEHKNAaTypu B 060cobeHnTe nosnuum, 3a
KOUTO ce nogaBa odepTaTa, B Cryvan Yye y4yacTtBa 3a nosede ot egHa. Nog mmHumaneH
obopoT B cthepaTa, nonagaula B o6xBarta Ha nopbykaTa, cneasa aa ce pasdupa obopoT
peanuavpaH OT TbProBus ¢ nekapcTBeHn npoayktn. CwrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxsalla 1 No-kpaTbk Nepmuoa B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb34adeH Unu e 3anoyHan gevHocTTa cu. [IokyMeHTUTEe 3a NoCTaBeHMUs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B X04a Ha npoueayparta unm oT y4acTHuKa
onpenerneH 3a N3NbAHUTEN NPeaun CKoYBaHe Ha 4OroBopa, B criydante Ha yn. 67, an. 5 unm
un. 112, an. 1, 1. 2 ot 30[1, cnpaBka 3a obopoTa B cthepaTa, nonagawa B o6xsaTta Ha
nopbykaTa 3a nocoyeHunsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUS KPUTEPUI Ce AeKknapupa C
nonbnBaHe Ha vacT |V, pasgen b ot EEJOIN.
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Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuuute cnefga ga ca BnmcaHu B TbProBCKUS PErmMCcTbp U/UMu B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nvua - B aHarnorm4yHu permcTpu cbrinacHo
3aKOHOAATErNCTBOTO Ha AbpXXaBaTa YrieHKa, B KOSITO ca YCTaHOBEHW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obLiectBeHaTa nopbyka Tpsbea ga
npuTexasaTt pa3peLueHue 3a NpouM3BOACTBO, U34afdeHOo No peda Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUSA Ha e4po C NeKkapcTBEHW NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha efpo C nekapcTBeHn Nnpoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspelueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa C nonbnBaHe Ha 4vacT |V,
6yksa ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMEp 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
nNpou3BoACTBO, n3gagaeHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha e4po C NekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBust Ha egpo C fiekapCTBEHU
NPOAYKTU, NN Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. S5unun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NpeAcTaBsa OT y4acTHUKa onpeaeneH 3a U3nbriHuTen, npean
Aa 6bae CKYeHO paMKOBO CriopasyMeHune Unv npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a Npomns3BoaCTBO, 3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha eapo C NeKkapCTBEHU NPOAYKTU UK yAOCTOBEPEHUE 3a permctpaums 3a
TbProBUS Ha epo C NekapCTBEeHN NMPOAYKTU, UK paspeLleHne 3a BHOC. Bb3anoxntensr He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, NPaBoTo
3a TbProBUs C NeKapCTBEeHN NPOAYKTM UIK paspeLLeHne 3a NPon3BOACTBO UITM BHOC, KOraTo
“Ma JOCTbM MO crnyebeH NbT Unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTEe MoraT aa
6baat ocurypeHmn Ypes npsik n 6esnnaTeH 4OCTHLN 4O HaUMoHanHuTe 6a3n gaHHM Ha
ObpXaBUTE YNEHKN.

Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHOMn4eckn Han-usrogHata opepTa ce onpeaerns Bb3 OCHOBA Ha Han-HUCKaTa LieHa
crnep nNpoBefeH eNeKTPOHEH Tbpr. To3n KpUTEPUA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE 136opu OT nevyebHUTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHeTO Ha eNEKTPOHHNUS TbPr 3a BCEKWN NIEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneymdukaums, 3a U3nbiHUTENN NO
pPaMKOBOTO Cropa3yMeHUe e ce onpeaenaT y4acTHUKBbT NPeasioxXmi Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, NPpeanoXunu LeHa, kosato e 0o 10 % no-sucoka oT Han-HuckaTa
npegnoXxeHa ueHa. Bb3noxutenar He NOCTaBs orpaHMyeHne 3a MakcumaneH 6pon
N3NbIHUTENM NO HOMeHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHWUATa 3a OTCTpaHsABaHe, MOCOYEHU B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0BABEHNTE YCNOBUA Ha
Bb3MOXUTENS 3a U3NBIIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT fiedebHnTe 3aBeeHuns, 3a U3NbIHUTEN
we 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEeAnoxXeHne e
HaW-HUCKO.
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5.1.11. Doiciméid solathair
Na teangacha ina bhfuil na doiciméid solathair ar fail go hoifigiuil: Bulgairis
Seoladh na ndoiciméad solathair: https://cop.mh.government.bg/
Cainéal cumarsaide ad hoc:
Ainm: LIOINC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti 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: 16/01/2025 23:59:59 (UTC+02:00) Am Qirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Qirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
Eolas breise: Hactoswara npoueaypa e n3uano enekTpoHHa 1 BCUYKN AeACTBUSA CBbP3aHu C
065BABaHETO N 1 NpoBexXaaHeTo N We 6baaT n3BbpLuBaHu Ypes EnekTpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
Sonrascu leictreonach: Ceadmhach
Usaidfear ordu leictreonach: nil
Usaidfear iocaiocht leictreonach: nil
Socru airgeadais: Bcuuykn konmnyecTBa, NoCoYeHn B cneundmkaumsaTa Ha EnektpoHHaTta
cucTema, ca ,0pUeHTUPOBBYHU” 1 Ca NPeaMeT Ha Bb3naraHe B paMKuTe Ha BbTpeLUeH
KOHKYpeHTEeH 130bop no pamkoBO crnopasymeHune, No nokaHa Ha nevyebHuTe 3aBegeHUs —
Bb3MN0XMUTENN, MOCOYEHN B HACTOSALATa JOKYMeHTauns. B pamkuTe Ha npoBexgaHuTe
BbTPELLHM KOHKYPEHTHN n3bopwu, Wwe 6baaTt 3asaBsiBaHN KONMYeCcTBa, CbOBpa3sHoO TekyLmTe
HY>XOW Ha BCSKO neyebHO 3aBefeHve, KaTo NnevyebHOTo 3aBeeHne — Bb3NOXUTenN He e
ANBXHO Aa 3asBY 3a [OCTaBka LsiNnoTo JOroOBOPEHO KONMYECTBO, a MMa NpaBo Aa 3asiBABa
KONM4ecTBa CbINacHO AeCTBUTEINTHUTE CU HYXXAW, HO HE MoBeYe OT JoroBopeHoTo. Cnena
CKITl0MBaHe Ha KOHKpeTeH JOroBop, Bb3HMKBAT 3a4b/PKEHNATa 3a 3asgBaBaHe, JOCTaBKa U
3annawaHe Ha JOCTaBeHUTe NeKkapCTBEHN NPOOYKTU.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: Cknto4eHOTO Bb3 OCHOBa Ha HacTosiwara
obuiecTBeHa nopbyka pamMKoBO CriopasyMeHMe, LLie € CbC CPOK Ha U3NbIIHEHME A0 ABE
roguHu, CYMTaAHO OT AaTaTta Ha CKNYBaHeTO My. CpOKbT Ha JOrOBOPUTE, CKITHOMEHUN crneq
npoBeAeH BbTPeLLEeH KOHKYPEeHTEH N3bop N0 paMKOBOTO Criopa3dymMeHue oT fieyebHuTe
3aBegeHus no 4n. 1 ot NMMC Ne 146/2015 r. moxxe fa HagxBbpsa KpamHUs CPOK Ha
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CKITHOYEHOTO PaMKOBO criopadyMeHme. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT efHa rogunHa - KoraTo no AoroBopa He ca ns3yeprnaHu BCUYKM KOnn4yectea oT
nekpcrteeHuTe npoayktn n LUOMNC3 He e cknioynn HOBO paMKOBO CriopasyMeHue 3a TAX.
Cludach breise ceannaitheora: Bb3anoxutenurte - ne4ebHu 3aBegeHusi 3a 60HNUYHA NOMOLLY
no un. 9 ot 3akoHa 3a nevebHute 3aBeaeHusa (3113), neuebHun 3aBeaeHnsa 3a 6oNHNYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cnelHa MeguumMHCKa NOMOLL, fie4ebHN
3aBefeHns 3a CTauMoHapHa ncMxmatpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHusa no yvn. 10, 1. 3, 3a n 36 ot 3J13, koMTO ca Nnoganu 3asBkK, Yped EnekTpoHHaTa
cucTemMa 3a nekapcreeHn npoayktu. MNpegmet Ha BbanaraHe Ypes LUIOMNC3 ca gocrtaBku Ha
CTOKM — fleKapCTBEHM NPOAYKTU OT M03NTUBHMS NEeKapCTBEH CNNCHK MO Y. 262 ot 3J1MXM,
BMMcaHu B Ny6nunyeH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LEHU U
penmbypcrpaHe Ha nekapcTBeHn NpoayKTu. HacTtogwaTa npoueaypa obxealla 3asgBeHuTe ot
nocoYeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapu n meceu mapt 2024 .
MogpobeH cnuchk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [IOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

Eolas faoin gcéras ceannaigh dinimiciuil:

Nil feidhm ag céras ceannaigh dinimiciuil

Ceant leictreonach: ta

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

Cur sios: N360pbT Ha U3NMBAHUTENN NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHW B PAMKOBOTO
crnopasymeHue e 6bae M3BbpLIEH Ccnea NpoBeXaaHe Ha eNEKTPOHEH ThPr MO peda Ha url.
89-91 o1 30I1, upes EnekrtpoHHaTa cuctema. lNpoBexaaHeTo Ha eNEeKTPOHHUA Thpr LWe ce
npeaxoxaa oT NbpBOHaYasnHa oueHka Ha odepTuTe B CbOTBETCTBUE C U3BpaHUs KpUTepun 3a
Bb3raraHe — Han-HucKa LeHa. [1o yjacTue B enekTpoHHUSA Thpr Wwe 6baat gonycHatu
y4acTHULMTE, YUMTO NPEANOXEHNsT OTFOBapAT Ha M3MCKBAHMSTA HA Bb3NOXUTENS, MOCOYEHN B
HacTosLwaTa JOKyMeHTaunsa. ENeKTpOHHUAT Thpr, We ce NpoBexaa CbC CThMNKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTa). [NpunaraHeto
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eJuHuua Msipka, npearioxeHa ot
CbOTBETHUSA y4aCTHMK C NPOLEHTa Ha cTbnkaTa. Mpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eneKTPOHHUSA Tbpr ueHa. MNpeaun ctapTupaHe Ha enekTPOHHUSA Tbpr, 4onycHaTUTe
yyacTHULMTE norny4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHAa4YanHaTta oueHka Ha opepTUTe UM. ENEKTPOHHMA Thpr LWe 3anoyHe He No-paHo oT
2 paboTHu OHW, cned AaTaTta 3a usnpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€IeKTPOHHUSA ThPr, BCEKM €4MH YYaCTHUK, e MOXE Aa BUXK4a BPEMEHHOTO CU KNnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpoOHHUAT Tbpr we
MPUKIOYN C HACTbMNBaHE Ha YacbT M AataTa NocoYeHN B NOKaHaTa.

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

5.1. Luchtég: LOT-0007
Teideal: O6ocobeHa noanumsa Ne 7, BkntoyBalla 66 HoMeHKnaTypm

781671-2024 Page 41/48


https://cop.mh.government.bg/
https://cop.mh.government.bg/

Cur sios: TEXHUYECKA CMNEUNPUKALMNA ATC INN Form Quantity Note RO3AC02
Salbutamol nHxanatopHa 1740823 RO3AK06 Salmeterol, Fluticasone nHxanatopHa 1980 50
mcg/500 mcg/dose RO3AKO07 Budesonide, Formoterol uHxanatopHa 109710 Pressurised
inhalation suspension 160 mcg/4,5 mcg RO3AKO07 Budesonide, Formoterol nHxanatopHa
209018 Inhalation powder 160 mcg/4,5 mcg/dose RO3AKO07 Budesonide, Formoterol
nHxanatopHa 50704 Inhalation powder 320 mcg/9 mcg/dose RO3AKO08 beclometasone,
formoterol niuxanatopHa 18600 Inhalation powder RO3AK08 beclometasone, formoterol
nHxanatopHa 46800 Pressurised inhalation, solution RO3AK11 Fluticasone, Formoterol
nHxanatopHa 18000 125mcg/5 mcg RO3ALO3 Umeclidinium Bromide, Vilanterol nHxanatopHa
4100 RO3ALOS Aclidinum bromide, Formoterol nixanatopHa 800 RO3ALO6 Tiotropium
bromide, Olodaterol nhxanatopHa 12450 RO3AL09 Formoterol, glycopyrronium bromide and
beclomethasone nHxanatopHa 1320 88 mcg/5 mcg/9 mecg RO3AL0O9 Formoterol,
glycopyrronium bromide and beclomethasone nHxanatopHa 12625 87 mcg/5 mcg/9 mcg
RO3BAO2 Budesonide nHxanatopHa 190570 Inhalation powder RO3BAOQS Fluticasone
nHxanatopHa 8962 RO3BAO08 Ciclesonide nHxanatopHa 1000 RO3BB04 Tiotropium bromide
nHxanatopHa 20940 Inhalation powder, hard capsule RO3BB04 Tiotropium bromide
nHxanatopHa 32700 Inhalation solution RO3DA04 Theophylline nepopanHa TBbpaa 57127664
RO3DA05 Aminophylline napeHTepanHa 107015304 R0O3DC03 Montelukast nepopanHa
TBbpAa 3800 tablet RO3DCO03 Montelukast nepopanHa TBbpaa 6000 Chewable tablet
R03DX10 Benralizumab napeHntepanHa 300 RO5CB02 Bromhexine napeHTepanHa 5768884
R05CB02 Bromhexine nepopanHa Tebpaa 11218684 R05CB13 Dornase alfa nHxanatopHa
1005 RO6ACO03 Chloropyramine napeHtepanHa 8274876 RO6AD02 Promethazine
napeHtepanHa 15654630 RO7AA02 Natural phospholipids nHtpaTtpaxeanHa 1116576
SO01EAO05 Brimonidine ButpeanHa TeyHa 7630 SO1EC04 Brinzolamide ButpeanHa TeuH 29258
S01EC54 Brinzolamide, Brimonidine ButpeanHa Tedna 4350 SO1EDO1 Timolol ButpeanHa
TeyHa 12290 SO1ED51 Pilocarpine, Timolol ButpeanHa teyHa 84090 40 mg/ 5 mg/ml
S01ED51 Pilocarpine, Timolol ButpeanHa TeuHa 42625 20 mg/ 5 mg/ml SO1ED51
Bimatoprost, Timolol ButpeanHa te4yHa 1885 SO1ED51 Dorzolamide, Timolol BuTpearnHa
TeyHa 10200 SO1ED51 Tafluprost, timolol ButpeanHa TedHa 890 SO1ED51 Brinzolamide,
Timolol ButpeanHa TeyHa 6950 SO1ED51 Travoprost, Timolol ButpeanHa TeuHa 2575
SO01EEOQ1 Latanoprost ButpeanHa TeyHa 8421 SO1EEOQ3 Bimatoprost ButpeanHa tedHa 1409
SO01EEQ04 Travoprost BuTpeanHa tedHa 2565 SO1EE05 Tafluprost ButpeanHa teuHa 300
S01LAO5 Aflibercept napeHTepanHa 172 SO01LA06 Brolucizumab napeHTtepanHa 792
VO3AB35 Sugammadex napeHtepanHa 2000 VO3AB37 Idarucizumab napeHTepanHa 42
VO3AEOQ2 Sevelamer nepopanHa Tebpaa 969502803 VO3AEO3 Lanthanum carbonate
nepoparnHa Tebpaa 545000 VO3AE10 Sodium zirconium cyclosilicate nepopanHa TedHa 3500
V06DCO01 Glucose napeHTeparnHa 31787500 5%-250 ml VO6DCO01 Glucose napeHTepanHa
197997500 10%-500 ml VO6DCO01 Glucose napeHtepanHa 1012500 10%-250 ml VO7AB
Glucose napeHTtepanHa 181747480 5%-500 ml VO7AB Sodium chloride napeHTepanHa
7280500 0,9%-10ml VO7AB Glucose napeHTepanHa 21555000 5%-250 ml VO7AB0OO0 Water for
injection napeHTepanHa 62810802 VOBABO02 lohexol napeHTepanHa 2829976275 VO8AB0O4
lopamidol napeHtepanHa 1503197640 VOBABOS lopromide napeHtepanHa 2099487055
VO8ABO09 lodixanol napeHtepanHa 780430400 VO8AB10 lomeprol napeHTeparnHa
4993301500 VO8CAO02 Gadoteric acid napeHtepanHa 193350 VO8CA09 Gadobutrol
napeHtepanHa 46205 VO8DAOS5 Sulphur hexafluoride napeHTepanHa 9245

Aitheantoir inmheanach: 435253

5.1.1. Cuspoir
Cineal an chonartha: Solathairti
Priomhaicmiu (cpv): 33600000 Pharmaceutical products
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Aicmiu breise (cpv): 33670000 Medicinal products for the respiratory system, 33662000
Medicinal products for sensory organs, 33661700 Other nervous system medicinal products,
33620000 Medicinal products for the blood, blood-forming organs and the cardiovascular
system

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

5.1.3. Fad measta
Data tosaithe: 28/02/2025
Fad ama: 2 Bliana

5.1.4. Athnuachan
Athnuachainti uasta: 0

5.1.5. Luach
Luach measta gan CBL a direamh: 29 584 598,54 BGN

5.1.6. Eolas ginearalta
Is solathar athfhillteach é seo
Cur sios: JleyebHnTe 3aBeeHNsI Bb3NOXUTENN MOraT Aa npoBeaart eanH Unun HAKOMNKO
BbTPELLUHO-KOHKYPEHTHM M3060pPU Bb3 OCHOBA Ha CKITHOYEHOTO PAaMKOBO CMOpa3yMeHue
CbOOpa3HO TEKYLLUMNTE UM HYXOMN.
Rannphairtiocht fhorchoimeadta:
Ni fhorchoimeadtar an rannphairtiocht.
Tionscadal solathair nach maoinitear le cisti an Aontais
Ta an solathar cumhdaithe ag an gComhaontu maidir le Solathar Rialtais (GPA): ta
Eolas breise: OnpegeneHnTe n3nbAHUTENM MO PAMKOBOTO CNOpasyMeHue He abrkaT
rapaHuus 3a U3nNbiiHEHNE NpK CKItouBaHe My. MapaHumMaTa 3a N3NbiHEHNE Ha BCEKU
KOHKPETEH [0roBOp, CKMOYEH Crief NpoBeAEeH BbTPELLEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH AC, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. AC. 3a porosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE HE Ce N3MCKBA.

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

5.1.8. Critéir inrochtaineachta
Nil critéir inrochtaineachta do dhaoine faoi mhichumas ar aireamh ar na cuiseanna seo a
leanas
Réasunu: JlekapcTBeHUTe NPOAYKTM ca 06EKT Ha perynaums no OTHOLIEHWE Ha OnakoBaHe,
NINCTOBKN N Ha4YMH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce U3NON3BAT M OT NnLA C YBpPEXAaHus, ce
crasBaT M3UCKBaHMATA Ha EBPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacTt, NnpeaBua KOeTo He
€ HeobxoauMo aa ce NoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBLMNHOCT 3a fuua C

yBpeXaaHus.
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5.1.9. Critéir roghnuchain
Critéar:
Cineal: Seasamh eacnamaioch agus airgeadais
Ainm: Ha ocHoBaHue un. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuanpanmu
MUHMMarneH obopoT B cchepata, nonagalla B obxeata Ha nopbykarta, n3dmcrneH Ha 6asa
roanwHuTe obopoTu.
Cur sios ar an gcritéar roghnuchain: Peanuanpanmat mmHumaneH o6opoT B ccpepara,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnuTe o6opoTH, cneaea ga e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypaTa, 3a KOosTo ce y4actBa unm Ha 1 % ot cbopa
Ha MPOrHO3HWUTE CTOMHOCTN Ha CbOTBETHUTE HOMEHKNaTypun B 06ocobeHnTe nosmumm, 3a
KOUTO ce nofaea odepTaTa, B Cryvan Yye yyacTBa 3a nosede ot egHa. log mmHumaneH
o6opoT B chepaTa, nonagawla B o6xeaTa Ha nopbykaTta, cnegsa ga ce pasdbvpa obopot
peanuavpaH OT TbProBus ¢ fiekapcTBeHn npoayktn. CernacHo yn. 62, an. 3 ot 30T,
NMHpopMaumsTa Moxe fa obxBalla 1 No-KkpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsITO
YYaCTHUKBT € Cb34aeH Unu e 3anoyHan gevHocTTa cu. [IokyMeHTUTe 3a NoCTaBeHUs
KpUTEPUI, KOUTO Ce NPeACTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa Unm oT y4acTHUKa
onpeneneH 3a N3NbAHUTEN NPeaun CKoYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unum
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdepaTa, nonagawia B o6xsarta Ha
nopbykaTa 3a nocoyeHunsa nepmog. CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.
Usaid an chritéir seo: Usaideadh

Critéar:

Cineal: Oiriunacht chun an ghniomhaiocht ghairmiuil a shaothru

Ainm: YyacTHuumMTe cnefBa a ca BNMCaHU B TbPrOBCKUSI PErMCTBP U/MNN B CbOTBETEH
npodecroHarneH perncTbp, a 3a YyxaecTpaHHu nuua - B aHanorm4Hu permcTpu cbrnacHo
3aKOHOZaTerICTBOTO Ha AbpXKaBaTa YNeHKa, B KOSTO Ca YCTaHOBEHMW.

Cur sios ar an gcritéar roghnuchain: YyactHuumte B obuiectseHaTa nopbyka Tpsabea ga
npuTexasaT paspeLleHue 3a NpoM3BOACTBO, U3AaAeHO No peda Ha 3akoHa 3a NekapcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBus Ha eapo C NIeKapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a percTpauuns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlleHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. CbOoTBETCTBMETO C NMOCTABEHMUS KPUTEPUI Ce AEKnapupa ¢ nonbiBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NPOM3BOACTBO, n3gageHo no peaa Ha 3J1MXM unu 3a TbproeBusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a PeErncTpaums 3a TbproBus Ha eapo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. S5unun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeACcTaBs OT y4aCTHUKA onpeaeneH 3a U3nbrHuTesn, npean
Aa 6bae CKMYeHO paMKOBO CnopasyMeHune Uinm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanugHo paspelleHne 3a Npon3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpPsiBaLL, MPaBOTO
3a TbProBusi C NekapcTBEHN NPOAYKTU UNK paspeLleHne 3a Npon3BoACTBO UK BHOC, KOraTto
“Ma JOCTbM MO cryXebeH NbT Unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.
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Usaid an chritéir seo: Usaideadh

5.1.10. Critéir dhamhachtana
Critéar:
Cineal: Praghas
Ainm: VIkoHOMun4eckn Han-usrogHata opepTa ce onpeaerns Bb3 OCHOBa Ha Han-HUCKaTa LeHa
crnepg nNpoBefeH eNieKTPOHEH Tbpr. To3n KpUTEPUA ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Cur sios: 1. Cnep npoBexaaHEeTO Ha ENEKTPOHHNUS TbPr 3@ BCEKWN NIEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneumdpukaums, 3a U3nbiHUTENN NO
pPaMKOBOTO Cropa3yMeHUe e ce onpeaenaT y4acTHUKBbT NPeasioxXmi Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, NPeanoXunum LeHa, kosato e 0o 10 % no-sucoka oT Han-HuckaTa
npegnoxeHa ueHa. Bb3noxutenar He NOCTaBs OorpaHMyeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMeHKNaTtypa. B cnyyan, 4e 3a gageHa HOMeHkNaTypa e Hanvue camo
€[VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHMUATa 3a OTCTpPaHsABaHe, MOCOYEHU B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 0B6ABEHNTE YCNOBUA Ha
Bb3MOXUTENS 3a U3NbIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT fiedebHnTe 3aBeeHuns, 3a U3NbIHUTEN
we 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEeAnoXeHne e
HaW-HUCKO.

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

5.1.12. Téarmai solathair
Téarmai na haighneachta:
Cur isteach leictreonach: Eigeantach
Seoladh an chur isteach: https://cop.mh.government.bg/
Na teangacha inar féidir tairiscinti n6 iarratai ar rannphairtiocht a chur isteach: Bulgairis
Cataldg leictreonach: Ni ceadmhach
Ta ga le riomhshiniu n6 riomhshéala ardleibhéil n6 céilithe (mar a shainmhinitear i Rialachan
(AE) Uimh. 910/2014)
Leaganacha malartacha: Ni ceadmhach
Spriocdhata chun tairiscinti a fhail: 16/01/2025 23:59:59 (UTC+02:00) Am Qirthear na hEorpa,
Am Samhraidh Lar na hEorpa
An tréimhse le linn a gcaithfidh an tairiscint a bheith baili: 10 Mionna
Eolas faoi oscailt phoibli:
Data oscailte: 17/01/2025 15:00:00 (UTC+02:00) Am Oirthear na hEorpa, Am Samhraidh Lar
na hEorpa
Ait: B cuctemara
Eolas breise: HacTosiwarta npouefypa e ususno enekTpoHHa U BCUYKN OENCTBUS CBbP3aHn C
065BABaHETO N 1 NpoBeXAaHeTo N We 6baaT n3BbpLuBaHu Ypes3 EnekTpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/
Téarmai an chonartha:
Ni mér an conradh a chur i gerich faoi chuimsiu clar fostaiochta dideanai: Ni hea
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Sonrascu leictreonach: Ceadmhach

Usaidfear ordu leictreonach: nil

Usaidfear iocaiocht leictreonach: nil

Socru airgeadais: Bcuykn konmnyecTBa, NocoveHun B cneundurkaumsata Ha EnektpoHHaTta
cucTema, ca ,0pMEHTUPOBBLYHIN 1 ca NpeaMeT Ha BbarnaraHe B paMKUTe Ha BbTpeLLeH
KOHKYPEHTEH n360op No paMKoBO Cropa3ymMeHue, no nokaHa Ha nevyebHuTe 3aBeaeHnsa —
BBb3MOXMTENN, MOCOYEHUN B HacTosLaTa AOKYMeHTaums. B pamknte Ha npoBexagaHuTe
BbTPELUHN KOHKYPEHTHU n3bopu, we 6baat 3asBaBaHn KONMYeCcTBa, CbobpasHO TeKyLmuTe
HY>KOM Ha BCAKO neyebHO 3aBeaeHne, kaTo NevebHOTO 3aBefeHNe — Bb3NOXUTEN He €
ONTbXHO [ia 3asiBM 3a 4OCTaBKa LUSiNIOTO JOrOBOPEHO KONMMYECTBO, a MMa NpaBo Aa 3asBsaBa
KOnmnyecTBa CbrnacHO AENCTBUTEITHUTE CU HYXXAM, HO HE MOBeYe OT JoroBopeHoTo. Cneg
CKMOYBaHEe Ha KOHKPETEH AOroBOp, Bb3HMKBAT 3a4b/PKEHMATA 3a 3asBsABaHe, 4OCTaBKa U
3annallaHe Ha OCTaBEHUTE NeKapCTBEHU NPOOYKTH.

5.1.15. Teicnici
Creat-chomhaontu:
Creat-chomhaontu, maille le hathoscailt na hiomaiochta
An bonn cirt ata le fad an chreat-chomhaontaithe: CkntouyeHOTO Bb3 OCHOBa Ha HacTosiLaTa
obLiecTBeHa NOpbYKa PaMKOBO CropasyMeHune, e € CbC CPOK Ha U3NbIHeHWe 40 ABe
roguHu, CYMTaAHO OT AaTaTta Ha CKNYBaHeTO My. CpoKbT Ha JOrOBOPUTE, CKITHOMEHUN crnejq
npoBefeH BbTPeLLEH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT neyvyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. moxe aa HaaxBbPIS KparHUSA CPOK Ha
CKITHO4EHOTO pamMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHu BCUYKN KONMYeCcTBa OT
nekpcteeHuTe npoayktn n LIOMC3 He e ckniovmn HOBO pamMKOBO cropasyMeHue 3a TAX.
Cludach breise ceannaitheora: Bbanoxutenute - ne4ebHn 3aBegeHna 3a 60HMYHA NOMOLL,
no un. 9 ot 3akoHa 3a nevebHute 3aBegeHus (3/13), neuebHun 3aBeaeHnsa 3a 6oNHNYHA
nomouy no 4n. 5, an. 1 ot 3/13, ueHTpoBe 3a cnelwHa MegmumMHCKa NOMOLL, SieYebHN
3aBefeHuns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, kouTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTema 3a nekapcrteeHu npoaykTu. MNMpegmeT Ha BbanaraHe ype3 LIOMNC3 ca goctaBkm Ha
CTOKM — fleKapCTBEHU NPOAYKTU OT M03NTUBHMS NeKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHu B Ny6nunyeH enekTpoHeH perncTbp kbM HaumoHanHusa cbBeT No LeHn 1
peumbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npouenypa obxealla 3asgsBeHUTe OT
nocoYyeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel pbespyapu n mecey, mapt 2024 .
MoapobeH cnuckbk Ha neyebHUTE 3aBeaeHNst ce Cbabpxa B [JOkyMeHTaumsiTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cucrtema.
Eolas faoin gcéras ceannaigh dinimiciuil:
Nil feidhm ag céras ceannaigh dinimiciuil
Ceant leictreonach: ta
Bionn ceant leictreonach a reachtail ag an seoladh seo a leanas: https://cop.mh.government.
bg/
Cur sios: N360pbT Ha M3NBAHUTENM NO CbOTBETHUTE HOMEHKNATYPW, BKITHOYEHM B PAMKOBOTO
crnopasymeHue e 6bae M3BbpLUEH cnea NpoBeXaaHe Ha eNeKTPOHEH Thpr NO peda Ha un.
89-91 o1 30I1, upe3 EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha ENEKTPOHHUA ThPr LWe ce
npeaxoxaa oT NbpBOHavasnHa oueHka Ha odepTuTe B CbOTBETCTBUE C U3BpaHns Kputepun 3a
Bb3raraHe — Han-H1UCKa LeHa. [1o y4actve B eNeKTPOHHMS ThPr We 6baaT gonycHaTtu
y4acTHULMTE, YUMTO NPEeANnNOoXeHNst OTFOBapsAT Ha M3MCKBAHMSTA HA Bb3NOXUTENS, MOCOYEHN B
HacToswWwaTa JOKYMeHTauus. ENeKTpoHHMAT Tbpr, LWe ce NpoBeXaa CbC CThKa 3a
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HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTa). [NpunaraHeto
Ha cTbrkaTa, BOAM [0 HaMmansiBaHe Ha LieHaTta 3a eaMHuua Msapka, npeanoxeHa ot
CbOTBETHMS YHaCTHUK C NPOLeHTa Ha cTbnkaTa. [Npu cnegsallo npunaraHe Ha CTbhnkara,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eNeKTPOHHUSA Tbpr LeHa. [1pean ctapTvpaHe Ha enekTPOHHUS Tbpr, JOoNyCHaTUTe
yyacTHULUMTE nony4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHaYanHaTa OoueHKa Ha odepTuTe M. ENeKTpoHHMA Thpr LWe 3anoyvHe He no-paHo oT
2 paboTHW OHK, cref AataTa 3a uanpallaHe Ha nokaHarta. B pamkute Ha npoBexpaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKM eONH YYaCTHUK, e MOXe Aa BXK4a BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Thpr Wwe
MPUKIOYM C HACTbMBaHE Ha YachbT M JaTaTta NocoYeHM B NOKaHaTa.

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

8. Eagraiochtai

8.1. ORG-0001
Ainm oifigiuil: MMUHUCTEPCTBO HA 30PABEOINA3BAHETO - LEHTPAJIEH OPIr'AH 3A
MOKYMKN
Uimhir chlaruchain: 0006953170000
Seoladh poist: nn. CBETA HELOEJTA Ne.5
Baile: rp.Cocpus
Caod poist: 1000
Foroinn tire (NUTS): Codousa (ctonuua) (BG411)
Tir: An Bhulgair
Pointe teagmhala: PoceHa Backosa PageBa
R-phost: rradeva@mbh.government.bg
Teil.: +359029301416
Facs: +359 29811833
Seoladh idirlin: https://cop.mh.government.bg/
Praéifil an cheannaitheora: http://cop.mh.government.bg/
Ré6il na heagraiochta seo:
Ceannaitheoir
Comhlacht larnach ceannaigh a dhamhann conarthai poibli né a thugann i gcrich creat-
chomhaontuithe maidir le hoibreacha, solathairti nd seirbhisi ar son ceannaitheoiri eile

8.1. ORG-0002
Ainm oifigiuil: Komucuns 3a 3awmrta Ha KOHKypeHumsTa
Uimhir chlaruchain: 000698612
Seoladh poist: 6yn. Butowa Ne 18
Baile: Cochusa
Cdd poist: 1000
Tir: An Bhulgair
Pointe teagmhala: Komncus 3a 3awmnTa Ha KOHKypeHuusaTa
R-phost: delovodstvo@cpc.bg
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Teil.: +359 29356113

Facs: +359 29807315

Seoladh idirlin: http://www.cpc.bg
Ré6il na heagraiochta seo:
Eagraiocht athbhreithniuchain

Eolas faoin bhfégra

Aitheantéir/leagan an fhégra: 789cd8fd-7017-4cb4-9475-ade8b0ce8d2a - 01

Cineal na foirme: lomaiocht

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

Fochineal an fhogra: 16

Data seolta an fhogra: 17/12/2024 16:58:15 (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: 781671-2024

Uimhir eagrain 10 S: 247/2024

Data foilsithe: 19/12/2024
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