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781671-2024 - AlaywvIONOG

BouAyapia — PapHaKeUTIKA TTpoiovTa — “CknroyBaHe Ha paMKOBO cropa3yMeHue 3a AocTaBKa Ha
NneKapcTBEeHU NPOAYKTU 3a HYXXAUTe Ha ne4yeOHUTe 3aBeAeHUsA 3a Nnepuoa oT ABe roguHu®,
BKNroyBawa 7 060co06eHU No3uLum.

OJ S 247/2024 19/12/2024

MpokApuén ocuufacng N cUNBACNG TTAPAXWPNONG — TUTTOTTOINHUEVO KABEOTWG

AyaBd

1. AyopaoTiig

1.1. AyopaoTig
Emionun ovouacia: MMUHWUCTEPCTBO HA 30PABEOIA3BAHETO - LUEHTPAJIEH OPIr'AH
3A MOKYTKN
Email: rradeva@mbh.government.bg
NoOUIKA Hop@r) ayopaaTr): Apxr KEVTPIKNAG KUBEPVNONG
ApaoTtnpidéTnTa TNG avabétouoag apxng: Yyeia

2. Aiodikaoia

2.1. Aiadikaoia
TitAog: “CkntouBaHe Ha paMKOBO crnopa3yMeHue 3a A0CTaBka Ha NekapCTBEHU NPOAYKTY 3a
Hy>XOuTe Ha nevyebHUTe 3aBefeHns 3a nepuoa oT ABe roguHun®, Bkntoyealla 7 06ocobeHu
no3nuuun.
Mepiypan: Ha ocHoBaHue yn. 2, an. 1 oT lNoctaHoeneHne Ne 146 ot 9.06.2015 . 3a
cb3gaBaHe Ha LleHTpaneH opraH 3a nokynku B cektop "3apaseonassaHe” (MMC Ne 146/2015
r.), MUMHUCTBPBT Ha 3apaBeona3BaHeTo e LleHTpaneH 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 cbbupaHe Ha 3asBKM 3a CKNio4BaHe Ha PamkoBsu
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
AvayvwplioTiké dladikaciag: 1ed4badee-88d6-4e85-a627-d7a9bd393005
EowTtepikd avayvwpioTiKO: 435231
Eidog diadikaoiag: AvoIKTh
H diadikaoia emtayxuveral: oxl

21.1. ZKotroég
XapakTtpag NG ouppBaong: AyaBd
Kupia tagivounon (cpv): 33600000 dapuakeuTika TTpoiovTa

2.1.2. Tomog ekTéAeong
Taxudpouikr) dieuBuvon: benrapus, rp. Codus, MNnowag Ceeta Hepens Ne 5
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MoAn: Codus

TayxudpouIkog kwdikag: 1000

YTmrodiaipeon xwpag (NUTS): Codous (ctonuua) (BG411)
Xwpa: BouAyapia

MpboBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

21.3. Aiia
ExkTipwpevn agia xwpic PriA: 410 962 203,99 BGN

2.1.4. Tevikég TAnpoopicg
MpdoBeTeg TAnpoopics: 1. MUHUMAINHU N3NCKBAHWA JlekapcTBeHNTE NpoayKTH, 3a
KOUTO ydacTHULMTE nofdasaT npeanoxeHusa Tpabea Aa oTroBapsaT Ha U3MCKBaHUATa Ha
BB3NOXMTENSA 1 Aa ca cbobpaseHun ¢ konuyecTeaTa, NOCoOYeHN B EnekTpoHHaTta cuctema.
https://cop.mh.government.bg/ - 3a pernctpupanu, http://cop.mh.government.bg/ - 3a
HeperucTpupanu 2. O N3NKBAHUA KbM MPEOAJIATAHUTE JIEKAPCTBEHN
MPOLAOYKTW: 2.1. llekapcTBeHUTEe NpoayKTK TpsibBa Aa OTroBapsAT Ha U3UCKBaHUATA Ha
3akoHa 3a nekapcTBeHWTE NPOAYKTU B XyMaHHaTa MeaununHa — Tpsabsa aa nputexasar
BanuAHo paspelleHune 3a ynotpeba B cTpaHaTta, nsgageHo no pega Ha 3J1MXM unu
PernameHT (EO) Ne 726/ 2004 r. Ha EBponenckus napnameHT n CbBeTa /un. 23, an.1 Ha
3JIMXM/. B npoueaypata morat ga 6baaT opepupaHun, camo fiekapCTBEHUTE NPOLYKTU
BkntoveHun B MNJ1C, Mpunoxexne Ne 2, akTyaneH kbM gatata Ha nogaBaHe Ha NPeanoXeHMEeTO.
2.2. LleHaTa no gorosopa, CKYeH Bb3 OCHOBA Ha paMKOBOTO CriopasyMeHue e oukcmpaHa,
He NoAneXun Ha NPOMsIHA 3a CpoKa Ha AeNCTBME Ha JOroBOpa, OCBEH B criydauTe Ha 116 oT
30Tr1. 2.3. B cnyyan, 4e npes3 BpeMeTo Ha AeNCTBME Ha CbOTBETHUS JOrOBOP CTOMHOCTTA,
KOSITO crnedBa fa ce 3annaiia ¢ nybnuyHm cpeacrBa Ha NekapCTBEHN NPOAYKTM OT
[MO31TMBHMA NEeKapCTBEH CNCHK CTaHe No-HMUCKa OT AoroBopeHara, nevyebHoTo 3aBedeHne —
BBb3NoXxmTen 6e3ycrnoBHO 3annawla nekapcTtBeHnTe NPOAYKTM Ha No-HUCKaTa CTOMHOCT,
CUYMTaHO OT JaTtaTta Ha BfM3aHe B Cua Ha pelleHneTo Ha HaumoHanHus cbBeT No LeHU u
penmbypcupaHe Ha nekapcteeHnte npoayktn ( HCLPJIM) 3a npomsaHa Ha ueHuTe Ha
nekapCTBEHUTE NPOAYKTU UIK OT AaTaTta Ha akTyanuaauusTa Ha [103nTuBHMA nekapcTBeH
cnuchbK No pefa Ha yn. 57, an. 1 ot Hapep6aTta 3a ycnosudaTta, npasvnara u pea 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHnte npoayktu (HYTMNPPPLJIM) 3a
nekapcTBeHUTE NPOAYKTU C HaManeHa CTOMHOCT 3a ONakoBKa, u3dncrieHa Ha 6asa
pedepeHTHa CTOMHOCT. B cny4yante no npeaxo4HOTO U3peyeHne, CTOMHOCTTa ce onpeaens
KbM MOMEHTa Ha JocTaBkaTta (NoAnMcBaHe Ha npuemMo-npeaaBaTeneH npoTokon). Benykm
KonmM4yecTBa, NOCOYEHN B cneundurkaumara, ca ,0pueHTUMPOBBYHK” 1 ca NpeaMeT Ha
Bb3raraHe B paMKuTe Ha BbTPELUEH KOHKYPEeHTEH M36op MO paMKoOBO CropasyMeHue, no
nokaHa Ha nevyebHUTe 3aBeAeHNA — Bb3NOXUTENN, NOCOYEHN B JOKYMeHTauuaTa. B pamkute
Ha NpoBeXAaHNTe BbTPELUHN KOHKYPEHTHM 1360pu, LWwe 6baaT 3asaBsaBaHM KONNMYECTBa,
CbOOpasHO TeKyLUMTE HY>KAM Ha BCHAKO ne4yebHO 3aBefeHune, KaTo nevyebHOTOo 3aBefeHne —
BB3MOXMTEN HE € ANBbXHO Aa 3asBM 3a 4OCTaBKa LsiNoTO LOroBOPEHO KONMYECTBO, a nMma
npaBo Aa 3asBsiBa KOSIMYECTBA CbINacHO ENCTBUTENHUTE CU HYXXOWU, HO He noBeYe OT
AorosopeHoTo. Cnep ckroyYBaHe Ha KOHKpEeTEH JOroBoOp, Bb3HMKBAT 3a4b/KEeHUsTa 3a
3asBsiBaHe, AOCTaBKa W 3annallaHe Ha JOCTaBEeHUTE NIeKapCTBEHN NPOAYKTH. 3.
N3NCKBAHNA 3A JOCTABKA MO KOHKPETEH OOIMOBOP 3.1. Bcsika oTAenHa AocTaBka,
cnenBa na 6bae AocTaBeHa B CPOK 40 7 KaneHa4apHW OHW cref nosiydaBaHe Ha 3asiBkata OT
ne4yebHOTO 3aBeeHNEe — Bb3MNOXUTEN M 3a KonnyecTeaTta U onakoekute (CbobpasHo
KOHKPETHUTE NleKapCTBEHW NPOAYKTU, NMOCOYEHN B TEXHUYECKOTO NPeasioXeHne Ha
N3NbIHUTENS), TOYHO onpeaeneHn B 3asBkaTa. B cnyyawn, ye ce npaBu nbpBa JOCTaBKa OT
AafeHaTta napTuaa Ha nekapcTBeH NpoaykT, ce npeacTtasa CeptudumkaT 3a ocBoboXxgaBaHe
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Ha napTugarta, nsgageH ot keanuduumparo nuue no 3J1MNXM Ha eneKkTpoHeH HOCUTEN Unu no
€NeKTPOHEH NbT Ha eNeKTPOHHaTa noLla, NoCoYeHa KaTo agpec 3a KOpeCNoHAEHLMS,
NPUAPYXEH C NpeBo, Ha 6GbNrapcky e3uk ot oupma, ckrrYmna gorosop ¢ MMHUCTEPCTBO Ha
BbHLIHUTE paboTu 3a M3BbPLUBaHE Ha odmumantn npesoan. I3bpoeHnTe JOKYMEHTH ce
NPeAcTaBAT Mo eMeKTPOHHA noLla B CbOTBETHOTO 3BEHO, ONpPeAeneHo oT nie4ebHOoTo
3aBefeHue — Bb3noxuten. Npu cneasawm 4OCTaBKM Ha NIEKapCTBEHM NPOAYKTU OT chlLyaTa
napTuaa, cepTudukaTbT He ce npeacTass. B crnyyan Ha He06XOAMMOCT OT CreLlHa JOCTaBKa,
ne4yebHOTO 3aBefieHNE — Bb3NOXUTEN NOCOYBA M3PUYHO B 3asiBKaTa, Ye e Heobxoaumo aa
6bae usBbpLUEHa cnelwHa goctaeka. B To3n cnyyan, goctaBkarta cneasa ga 6bae
n3BbpLUeHa 4o 6 Yyaca OT nofy4YaBaHe Ha 3asiBKaTa M 3a KonuyecTBaTa M ONakoBKUTE, TOYHO
onpegeneHu B 3asaBkaTta. 3.2. OCTaTb4yHMAT CPOK HA rOQHOCT Ha NNEKapCTBEHUTE MPOAYKTH,
cnepaBa ga 6bae He no—Manbk oT 40 % /vyeTupmngeceT Ha cTo/ OT 06sBEHUS OT NPoM3BOAUTENS
KbM AaTtaTa Ha Bcsika gocTtaska. 3.2.1. B cnyyan Ha gocTtaBka Ha nekapcTBEHMsI NPOAYKT C Mo
— KpaTbK OT JOrOBOPEHUSA CPOK Ha rOQHOCT, Ab/PKMMAaTa HEeyCTOMKa € KakTo creasa: oT
39,99% 00 30% - 3 % BbpXy CTOMHOCTTA Ha gocTaskaTa; oT 29,99% 10 20% - 5 % Bbpxy
CTOMHOCTTa Ha goctaekaTta; oT 19,99% 0o 10% - 7 % BbpXy CTOMHOCTTa Ha JOCTaBkaTta; nog
10% - 10 % BBPXY CTOMHOCTTA Ha AocTaBkaTta. 3.2.2. [loctaBkaTa Ha fiekapCTBEH NPOAYKT C
OoCTaTbYeH CPOK Ha rogHOCT No-Manbk oT 10 Ha CTO OT 06ABEHNS OT NPOM3BOAUTENS Ce
N3BBbPLLBA CaMO C MUCMEHO Cbrnacme Ha nevebHOTO 3aBeAeHME — Bb3MOXMTESN 3a KOHKPETHO
KONM4ecTBO, onpeaeneHo ot Hero. bes n3pmMyHo NMCMEHO cbrracmne Ha nevebHOTO 3aBeaeHmne
— Bb3MN0OXUTEN CTOKMTE HAMa Aa 6baat 3annawaHu. MickaHeTo 3a NMCMEHO cbrnacue cresa
Aa nocTbnu B Ne4yebHOTO 3aBedeHVEe — Bb3NoXuTen B cpok Ao 1 (eguH) paboTeH AeH oT
nony4aBaHe Ha 3asBkaTa. [locoyeHnTe No-rope CPoKoBeE 3a [OCTaBKa Ha NleKkapCTBEHM
NPOAYKTM C OCTaTbYy€H CPOK Ha rOAHOCT No-manbk oT 10 Ha cTo OT 06siIBEHUs OT
npov3BoAUTENSA 3anoyBaT Aa TekaT OT AaTaTa Ha nosflydaBaHe Ha CbrnacueTo 3a JocTaBka. B
crnyyauTe Ha CreLHN OCTaBKM NOCOYEHUTE NO-rope HeYyCTOWKM He ce npunaraT. JleduebHoTo
3aBefeHNE — Bb3MNOXNUTEN MOXE Aa OTKaXKe NPUEMaHETO Ha CTOKUTE, ako B AEHSA Ha TAXHOTO
NpPUCTUraHe unm NnpMemaHe ocTaTbYHUA CPOK Ha FOQHOCT € Mo — ManbK OT onpeaeneHus
MUHUMArEH cpok Ha rogHocT. 3.3. OCcTaTbYyHUAT CPOK HA rOQHOCT Ha BMONPOAYKT UK
o6uonopgobeH NpoaykT, cneasa aa 6bae He no—manbk ot 20 % /aBageceT Ha cTo/ OT 06s1BEHUSA
OT Npou3BoauTENs KbM AataTta Ha Bcska gocTtaska. 3.3.1. B cny4an Ha goctaska Ha
BronpoaykT nnu 6uonogobeH NPoAyKT € MO — KpaTbK OT AOrOBOPEHUS CPOK Ha FOAHOCT,
ObIbKMMaTa HeycTorka e kakTto cnegga: ot 19,99% no 10% - 2 % BbpXy CTOMHOCTTA Ha
poctaskaTa; oT 9,99% 00 5 % - 4 % BbpXy CTOMHOCTTa Ha goctaekaTta; nog 5% - 6 % Bbpxy
CTOMHOCTTa Ha goctaBkaTta. 3.3.2. [JocTaBkaTa Ha NNeKapCTBEH NPOAYKT C OCTaTbYeH CPOK Ha
rogHOCT NO-ManbK OT 5 Ha CTO OT 06ABEHMSI OT NPOM3BOAMTENSA CE U3BBPLLBA CaMo C
NMMUCMEHO Cbrnacue Ha ne4yebHOTO 3aBefeHNE — Bb3NOXUTEN 33 KOHKPETHO KONMYECTBO,
onpeneneHo ot Hero. be3 n3pnyHo nMcmMeHo cbrnacue Ha neyebHOTO 3aBeaeHne —
BB3MOXMTEN CTOKUTE HAMa Aa 6baaT 3annawaHu. MickaHeTo 3a NMCMEHO cbrnacue cnegsa
Aa nocTbnu B Ne4yebHOTO 3aBedeHVe — Bb3NoXuTen B cpok Ao 1 (eguH) paboTeH AeH oT
nony4aBaHe Ha 3asBkaTa. [locoyeHnTe No-rope CPoKoBe 3a [OCTaBKa Ha NeKkapCTBEHM
NPOAYKTM C OCTaTbYy€H CPOK Ha FOAHOCT NO-Manbk OT 5 Ha CTO OT 06siIBEHUs OT
npov3BoAUTENSA 3anoyBaT Aa TekaT OT AaTaTa Ha nosflydaBaHe Ha CbrnacueTo 3a JocTaBka. B
crnyyauTe Ha CreLHn OCTaBKM NOCOYEHUTE NO-rope HeyCTOWKM He ce npunaraT. JledebHoTo
3aBefeHNE — Bb3NOXUTEN MOXE Aa OTKaXe NPMEMaHETO Ha CTOKUTE, ako B AEHSA Ha TAXHOTO
NPUCTUraHe unm NnpMemaHe ocTaTbyHUA CPOK Ha FOQHOCT € Mo — ManbK OT onpeaeneHus
MUHUMAIEH CPOK Ha rogHocT. 4. [lokyMeHTU 3a nnawaHe. 3annawlaHeTo Ha CTOKUTE No
A0roBopa ce n3BbpLLBa OTNIOXEHO B Cpok Ao 60 /wecTtaecetns/ aeH, cnen npeacraBsHe Ha
cnegHuTe AOKyMeHTU: [loctaBHa hakTypa, CbCTaBeHa CbhriiacHo nsnckesaHusata Ha 304C u
MN344C v NpuematenHo-npegaBaTtenHyn npotokonu; MNpuemo — npegaBaTeniHUTe NPOTOKONM
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MOXe [ja Ce CbCTaBAT KAaTO ENEKTPOHHN AOKYMEHTU 1 Aa ce NOANUCBaT OT NpeacTaBuTenuTe
Ha CTpaHWUTE C eneKTPOHEH Noanuc, Cb3gafeH ¢ KBanupuuupaHo yaoctToBepeHue 3a
enekTpoHeH nognuc. OTNOXEHOTO nnaljaHe € Ha OCHoBaHme 4n. 3, an. 6 BbB Bpb3ka € an. 5
oT 3akoHa 3a nevyebHuTe 3aBegeHus. 5. Ha ocHoBaHwme un.40 ot 30l LieHTpanHuaT opraH 3a
MOKYMKun B cekTop "3apaBeona3saHe" npoeexaa npoueaypu 3a BbanaraHe Ha obLecTBeHN
NMOPBYKM 1 3a CKNIOYBAHE Ha PaMKOBW Cropa3yMeHusi Ypes U3nona3saHaTa oT Hero nnatgopma
Hamupalla ce Ha agpec: https://cop.mh.government.bg/ B cbotBeTcTBUE C un. 40, an. 1 oT
30Tl cb3gaBaHeTo U NyOnNMKyBaHETO Ha pelueHusta no un. 22, an. 1, 1. 1 n 2 n obasnexHnara
no un. 35 nun. 36, an. 1, 1. 6 ot 301, we 6bLAAT M3BbPLLUBaAHKN B LieHTpanuaupaHa
aBTOMaTu3MpaHa MHopMaLmMoHHa cuctema ,EnektpoHHu obuwecteeHun nopbykm® (LANC
EOIM). Becnykn octaHanum peweHns n JoKyMeHTu ce nybnukysat B EnektpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/ 3a HacToqawaTta
obLiecTBeHa Nnopbyka, Wwe 6bae obocobeHa camocToATeNHa eNekTpoHHa Npenncka B
EnektpoHHaTa cuctema. 3a npoBexagaHuTe oT nevyebHuTe 3aBefeHUs BbTPELLUHN KOHKYPEHTHU
1n360pun, Bb3 OCHOBA Ha CKIMOYEHOTO paMKOBO Criopa3ymeHmne ce ob6ocobsaBaT oTaeNHM
erneKkTpoHHU nNpenuckn B EnektpoHHaTa cuctema. HacrosiwaTa npoueaypa e u3usano
€eKTPOHHA N BCUYKN OENCTBUSI CBBbP3aHM C 00sIBABAHETO M M NPOBEXAAHETO 1 wWwe 6baat
n3BbPLLBaHN Ype3 EnekTpoHHaTa cuctema, 4OCTbMNHA Ha CnedHust enekTpOHeH agpec:
https://cop.mh.government.bg/ Bb3 ocHoBa Ha HacToswara npoueaypa LLOMNC3 we ckrtoun
eHO pamMKOBO criopasyMeHue 4Ype3 U3nonssBaHe Ha eNekTPOHHU CpeAcTBa 3a KOMyHUKaLUKWS B
CbOTBETCTBME C n3nckBaHusaTa no yn. 39a, an. 7 ot 301 v npu n3nonssaHe Ha enekTPoHeH
Tbpr, KOWTO LLe ce npoBeae no pega Ha yn. 89-91 ot 30[1. Cnepg cknoyBaHe Ha PaMKOBOTO
crnopasymeHue oT cTpaHa Ha LIOMNCS3, neuebHuTe 3aBe4eHUA-Bb3NOXUTENN e CKIoYBaT
KOHKpETHM [0roBOpY 3a A0CTaBka Ha NnekapCTBEHU NPOAYKTU crief U3BbpLUBaHe Ha BbTPeLLEeH
KOHKYpeHTeH n3bop B criyqyaute Ha un. 82, an. 3 ot 30l 1 npoBexaaHe Ha eNeKTPOHEH Tbpr
npv cnaseaHe Ha pega no yn. 89-91 ot 30I1. 6. OcBeH Ha OCHOBaHUATa Ha 4n. 54 n un. 55,
an. 1, 7. 1 ot 30Tl ce oTcTpaHABAT y4aCTHULMTE M KOraTo € Hanuvue HsaKoe oT
obctoarencteaTa no 4n.107 ot 30I1. 7. MNMpeaBnag 06CTOATENCTBOTO, Y€ C YNeH 5K OT
PernameHT (EC) Ne 833/2014 nameHeH c PernameHT (EC) 2022/576 HA CbBETA ot 8 anpun
2022 roguHa OTHOCHO OrpaHNYnTESTHA MEPKM C orfen Ha gencteuaTa Ha Pycus,
aectabunuanpawm nonoxenneto B YkpanHa (PernameHt (EC) Ne 833/2014 HA CbBETA) ce
3abpaHsABa Bb3naraHeTo Ha BCAKaKBM JOroBOpK 3a 0BOLLEeCTBEHN MOPBYKN HA ApyKeCcTBa, B
KOMTO MMa pPYyCKO y4acTue, C KOeTO Ce HaABuULaBaT rpaHuMumMTe onpeaeneH B TO3M YIeH.
Y4yacTHMUM, B KOUTO MMa PYCKO y4acTue, C KOeTo Ce HaZBuliaBaT rpaHuumTe onpeaeneHu B
4n.5k Ha PernameHT (EC) Ne 833/2014 nameHeH c PernameHT (EC)2022/576 Ha CbBeTa e
O6baaT oTCTpaHsBaHW OT npoueaypara.

Nouikn Bdon:

Odnyia 2014/24/EE

2.1.5. Opoil dnuociwv cuuBdacewyv
‘Opoi1 utroBoARG:
MéyioTog apiBudg TTapTidwyV yia TIG OTTOIEG £vag TTPOCPEPWY UTTOPET va UTTOBAAEI TTPOCPOPEG:
7

2.1.6. Ao6yol amokAsiopou
2UMMETOXN O€ eYKANUATIKR opydvwon: KaHanaaTtbT Unv y4acTHUKBT € OCbAEH C Brisiana B
cuna npucbaa 3a npecrbnnexne no yn. 321 nnmn un. 321a ot HakasartenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanNnoOrMYyHO NPecTbIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)
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Ala@Bopd: KaHangaTsbT NnNu y4acTHUKBLT € OCbAEH C BrA3Nna B cuna npucbaa 3a
npectbnnenune no 4n. 301-307 ot HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 300) unu 3a
aHarnorvyHo npecTbhniieHre B Apyra AbpKaBa YreHka unun Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot
30MM)

ATTaTn: KaHamaaTsbT Unmn y4acTHUKBT € OCbAEH C BNfA3Nna B cuna npucbia 3a npecrbhsiieHme
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B gpyra AbpXxaBa YrneHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I01)
TPOMOKPATIKA EYKAAMATA 1] EYKANHATO OUVOEOUEVA UE TPOUOKPATIKEG OPAOCTNPIOTNTEG:
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 NpecTbNIeHne
B Apyra AbpXaBa yreHka unv tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I1)

NopigoTroinon €00dwv atrd TTapAavoueg dpacTnPIOTNTEG 1) XPNHATodATNON TNG TPOPOKPATIAG:
KaHomaaTsT Unm y4acTHUKBT € OCbAEH C Brs3na B cusia npucbaa 3a NpecTbhfieHne no yn.
253-260 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanorn4yHo
npecTbnieHne B Apyra AbpXaBa YrneHka unm tpeta ctpaHna (4n. 54, an. 1, 1. 2 ot 30I1)
Maidikn epyacia Kal GAAEG HOPPES euTTOPiIag avOpwTTwY: KaHanaaTbT UNM y4aCcTHUKBLT €
OCbAEH C BMA3a B cuna npucbaa 3a npectbnrieHue no 4. 159a-159r ot HakaszatenHua
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4HO NpecTbnfeHne B Apyra AbpKaBa
4yneHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)

KataBoA @opwv: KaHanaaTsbT UM y4acTHUKBT UMa 3a4bIPKEeHNS 3a aHbUM N0 CMUCHA Ha
4yn. 162, an. 2, 7. 1 ot JaHbYHO-OCUTYPUTENHUA NpoLecyaneH Kogekc u NMMXBUTE No TAX KbM
AbpXXaBaTa Unu KbM obLMHATa NO ceaanuLleTo Ha Bb3NOXUTENS U Ha KaHguaata nunm
y4aCTHUKA, UMW aHarorMyHn 3agbImKeHUs CbrnacHO 3aKoOHOA4aTeNCTBOTO Ha AbpKaBaTta, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3b/ B CUMa akT Ha
KOoMneTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I1)

KaTaBoAn €1I0popwV KOIVWVIKAG ac@AAions: KaHanaaTtbT unv y4acTHUKBT MMa 3agbIKEeHUs
3a 3a4bIMKUTESTHM OCUTYPUTENHM BHOCKM MO CMUCBa Ha yn. 162, an. 2, T. 1 oT [JaHb4yHo-
OCUTypUTENHMS NpoLecyaneH KOAEKC N NIMXBUTE MO TAX KbM AbpXaBaTta unn KbM obLinHaTa
no cefanuLieTo Ha Bb3MNOXUTESNSA U Ha KaHOuAATa UK y4acTHUKA, UX aHanorn4Hu
3a4b/MKEHNA CbrNacHO 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)

MapdaBaon UTTOXPEWOEWV OTOUG TOMEIG TOU TTEPIBAAANOVTIKOU dikaiou: KaHaMaaTsT unm
YYaCTHUKBT € OCbEH C BrdA3fia B cuna npucbaa 3a npectbnsieHne no yn. 352-353e ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornMyHo nNpecTbniieHre B Apyra
AbpXaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

MapaBaocn UTTOXPEWOEWV OTOUG TOMEIG TOU KOIVWVIKOU dIKaiou: KaHaMaaTbT Unmn y4acTHUKBLT
€ OCb[eH C Bris3na B cuna npucbaa 3a npecrbnneHue no yun. 172 nnu un. 192a ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanornMyHo nNpecTbnieHne B Apyra
AbpXaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

MapdaBaon UTTOXPEWOEWY OTOUG TOUEIG TOU EPYATIKOU dIKaiou: KaHaMAaTbT UM y4aCcTHUKBT €
n3BbpLInn HapyweHue no un. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C
BMNS3M0 B CMa HakasaTesrHo NOCTaHOBEHNE NN CbAEOHO peLlenne, Nnm aHanormyHm
HapyLUeHUs1, yCTaHOBEHM C aKT Ha KOMMNETEHTEH OpraH, CbrnacHO 3aKOHO4AaTENCTBOTO Ha
AbpXaBaTta, B KOATO KaHOWAATBLT UMK Y4aCTHUKBT € YCTaHoBeH (4n. 54, an. 1, 1. 6 ot 30I1)
ApeEoN A EUPEON CUPUETOXN OTNV KaTAPTION TNG TTapoucag diadikaoiag auvayng cuupaong:
Hanuue e HepaBHOMNOCTaBeHOCT B criydanTe no yn. 44, an. 5 ot 300N (un. 54, an. 1, 1.4 ot
30MM)
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2UYyKPOUOT CUPQEPOVTWY AOYW TNG CUPPETOXNG Tou 0Tn dladikaoia ouvayng TG oupBaong:
Hanunue e KOHNUKT Ha nHTepecu no cmucbna Ha § 2, 1. 21 ot [P Ha 30T, KonTo He moxe aa
6bae otcTpaHeH (4n. 54, an. 1, 1. 7 ot 30IM)

‘Evoxog yia diaoTpE€RAwaON, atroKkpuwn TTANPOPOPIWY, adUVaia TTPOCKOUIONG TwV
ATTAITOUPEVWYV €YYPAPWYV KAl ATTOKTNON EUTTIOTEUTIKWY TTANPOQPOPIWY Yia T diadikaaoia auTh:
3a kaHangaTa unu ydacTHUKa e yCTaHOBEHO, Ye: - € NPeacTaBusi AOKYMEHT C HEBAPHO
CbAbpXaHue, C KOMTO ce AoKa3Ba AeKknapupaHaTta nunca Ha OCHOBaHWS 3a OTCTpaHsiBaHe unu
AEeKnapupaHoTo U3NbiIHEHNE Ha KpuTepunte 3a nogbdop (4n. 54, an. 1, 1. 5 ot 300N); - He e
npegocTasuni N3NCKBaLla ce MHopmMaums, CBbp3aHa C yAOCTOBeEpsiBaHe nuncaTa Ha
OCHOBaHMs 3a OTCTPaHsiIBaHe UM U3NbIIHEHWETO Ha KpuTepunte 3a nogbop (4n. 54, an. 1, 1. 5
ot 30IM)

Auywg €Bvikoi Adyol atrokAeiopoU: 3a KaHanaaTa Uy y4acTHUKa € Hanuue HAKoe OT
cnegHuTe 06CTOATENCTBA: OCBbAEH € C Brisi3na B cuna npucbaa 3a npectbnieHuns no yn. 194
— 208, un. 213a - 217, un. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (un. 54, an. 1, 1. 1
ot 30I1); n3BbpLWNN e HapyLweHus no 4n.61, an.1, un.62, an.1 nnun 3, 4n.63, an.1 vnn 2, un.
228, an.3 ot Kogekca Ha Tpyga 1 no yn.13, an.1 ot 3akoHa 3a TpygoBaTta Murpaums un
TpyAoBaTa MOBUITHOCT, YCTaHOBEHM C BMSI3NO B CUSA HAKa3aTeNHO NOCTaHOBNEHNE UK
cbaebHo pelwieHne (4n.54, an.1, 1.6 ot 30I1); ob6cTosaTencTBo no yn. 3, T. 8 oT 3akoHa 3a
NKOHOMUYECKUTE U (PMHAHCOBUTE OTHOLLEHUS C ApYy)KecTBaTa, perMcTpmpaHn B OPUCAUKLUN C
npedepeHumnaneH gaHb4yeH PexmM, KOHTPONMPaHUTE OT TAX NMua U TEXHUTE OENCTBUTENHN
cobcTBeHUun; obctoaTencTaa no yn. 87 ot 3akoHa 3a NPOTUBOLAENCTBUE HA KOPYNUUATA,
obctoarenctso no yn. 107, 1. 4 BbB Bp. ¢ un. 101, an. 11 ot 30I1.

MTwxeuon: KaHamaatsbT Mnmn y4acTHUKBLT € 00sIBEH B HECBHCTOATENHOCT MO CMUCHIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

ApepeyyudTnta: KaHangaTsbT Uv y4aCTHUKBT € B NPOU3BOACTBO MO HECHCTOATENHOCT (4n. 55,
an. 1, 1. 101 300N)

AlOKQVOVIOUOG JE TOUG TIOTWTEG: KaHanaaThbT Unmn y4aCcTHUKBLT € CKNoYMN U3BbHCHbAEOHO
crnopasymMeHue C KpeanTopuTe cu no cmucbna Ha yun. 740 ot TbproBckua 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

KatdoTtaon avdAoyn Tng TTTwxeuong, duvauel TnG €BVIKNAG vopoBbeaiag: CbrnacHo
3aKOHOLaTerNCTBOTO Ha AbprKaBaTa, B KOSATO € YCTaHOBEHO, YyXXAECTPaHHO Nuue ce Hamupa B
nonoxexue, NogobHo Ha: 06siIBEH B HECBHCTOATENHOCT; B NPOM3BOACTBO MO HECHLCTOATENHOCT;
B npoueaypa no NUKBMAaUmMs; CKITOYEHO M3BBbHCHAEOHO cnopasyMeHue ¢ KpeanTtopuTe;
npeycraHoBeHa genHocT (4n. 55, an. 1, 1. 1 ot 30IM)

Mepiouoiakd oToixeia UTTO avaykaoTKn dlaxeipion atmod ekkabapioTh: KaHanoatsT nnu
YYaCTHUKBLT € B npoueaypa no nukemngaums no cMnchna Ha TbproBCckna 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

AvOOTOA ETTIXEIPNPATIKWY dpaoTnPIOTATWY: KaHOMAATLT U yYaCTHUKBT € NpeyCcTaHoBUIT
aenHoctTa cu (4n. 55, an. 1, 1. 1 ot 30I1)

5. MapTida

5.1. NapTida: LOT-0001
Tithog: O6ocobeHa no3umumsa Ne 1, BkntoyBalwa 88 HOMeHkNaTypu
Mepiypaer: TEXHUYECKA CMNEUNPUKALNA ATC INN Form Quantity Note AO2BA03
Famotidine napentepanHa 49304920 A02BC01 Omeprazole napeHTepanHa 68879570
A02BC01 Omeprazole nepopanHa TBbpaa 16693396 A02BC02 Pantoprazole napeHTepanHa
36978192 A02BCO05 Esomeprazole napeHTepanHa 20989300 AO3ADO1 Papaverine
napeHtepanHa 18435212 AO3ADO2 Drotaverine napeHtepanHa 49681478 AO3BAO1 Atropine
napeHTepanHa 417272 AO3BB01 Butylscopolamine napeHTepanHa 22186950 AO3FAO1
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Metoclopramide napeHTepanHa 13605941 Solution for injection AO4AA01 Ondansetron
napeHTepanHa 3948670 2 mg/ml AO4AAO01 Ondansetron nepopanHa TBbpaa 369330
A04AA02 Granisetron nepopanHa TBbpaa 79300 AO5AA02 Ursodeoxycholic acid nepopanHa
TBbpaa 31391950 AOSBAQO 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
AQ7ECO02 Mesalazine pektanHa 1Bbpaa 3483000 AO7EC02 Mesalazine pektanHa Te4yHa
12462000 AO9AAO02 Multienzymes (lipase, protease etc.) nepopanHa 18bpaa 1101814
A10ABO1 Insulin (human) napeHtepanHa 22110110 A10AB04 Insulin lispro napeHTeparnHa
370800 200 IU A10AB04 Insulin lispro napeHTtepanHa 362600 100 IU A10ABO5 Insulin aspart
napeHTepanHa 1740800 Solution for injection A10ABO6 Insulin glulisine napeHTeparnHa
782500 A10ACO1 Insulin (human) napeHTepanHa 7453610 A10ADO1 Insulin (human)
napeHtepanHa 4893110 A10ADO04 Insulin lispro napeHtepanHa 776700 A10ADO5 Insulin
aspart napeHTepanHa 1414500 Suspension for injection A10ADO06 Insulin degludec and insulin
aspart napeHTepanHa 62000 A10AE04 Insulin glargine napeHTtepanHa 251500 300 1U/mi
A10AEO04 Insulin glargine napeHTeparnHa 668750 100 IU/ml A10AEOQ5 Insulin detemir
napeHtepanHa 1354000 A10AEO06 Insulin degludec napeHTepanHa 614100 A10AES4 Insulin
glargine/Lixisenatide napeHTtepanHa 279000 A10AES6 insulin degludec liraglutide
napeHtepanHa 459300 A10BA02 Metformin nepopanHa TBbpaa 426741430 A10BB09
Gliclazide nepopanHa TBbpaa 6328452 Release tablet A10BB12 Glimepiride nepopanHa
TBbpaa 248468 A10BDO05 Pioglitazone, metformin nepopanHa 18bpaa 3920 A10BD07
Sitagliptin, Metformin nepopanHa T8bpga 5013 50 mg/1000 mg A10BDO07 Sitagliptin,
Metformin nepopanHa TBbpaa 8679 50 mg/850 mg A10BDO08 Vildagliptin, Metformin
nepopanHa tBbpaa 5192 50 mg/1000 mg A10BDO08 Vildagliptin, Metformin nepopanHa TBbpaa
7390 50 mg/850 mg A10BD10 Saxagliptin, Metformin nepopanHa 18bpga 5100 2,5mg
/1000mg A10BD10 Saxagliptin, Metformin nepopanHa t8bpga 5100 2.5 mg/850mg A10BD11
Linagliptin, metformin nepopanHa T8bpaa 7690 2,5/850 mg A10BD11 Linagliptin, metformin
nepopanHa TBbpaa 5550 2,5 mg/1000 mg A10BD15 Dapagliflozin, metformin nepopanHa
T8bpAa 10504 5 mg/1000 mg A10BD15 Dapagliflozin, metformin nepopanHa 18bpaa 12917 5
mg/850 mg A10BD16 Canagliflozin, metformin nepopanHa T8bpaa 3880 150 mg/1000 mg
A10BD16 Canagliflozin, metformin nepoparnHa 18bpaa 4860 50 mg/1000 mg A10BD19
Empagliflozin, linagliptin nepopanHa t8bpaa 7200 A10BD20 Empagliflozin, Metformin
nepoparnHa Tebpaa 6600 5 mg/1000 mg A10BD20 Empagliflozin, Metformin nepopanHa
TBbpaa 13780 5 mg/850 mg A10BD21 Saxagliptin/Dapagliflozin nepopanHa 18bpaa 1220
A10BF01 Acarbose nepopanHa 1Bbpaa 2999500 A10BGO03 Pioglitazone nepopanHa 1Bbpaa
415800 A10BHO1 Sitagliptin nepopanna 1Bbpaa 389600 A10BHO2 Vildagliptin nepopanHa
TBbpaa 606600 A10BHOS Linagliptin nepopanHa t18bpaa 36225 A10BJ02 Liraglutide
napeHtepanHa 31816 A10BJ05 Dulaglutide napeHTepanHa 285 A10BJ06 Semaglutide
napeHtepanHa 165 1 mg A10BJ06 Semaglutide napeHTepanHa 540 0,5 mg A10BJ06
Semaglutide napeHTepanHa 70 0,25 mg A10BJ06 Semaglutide nepopanHa TBbpAa 90
A10BKO1 Dapagliflozin nepopanHa t8bpaa 221700 A10BK03 Empagliflozi nepopanHa 18bpaa
185730 A10BX02 Repaglinide nepopanHa TBbpaa 28275 A10BX10 Lixisenatide
napeHTepanHa 22790 A10BX11 Canagliflozin nepopanHa 1Bbpaa 92030 A11CC04 Calcitriol
nepopanHa Tebpaa 618484 A11DAO1 Thiamine napeHTepanHa 13144748 A11GAO01 Ascorbic
acid napeHTepanHa 970445300 A11HAQO2 Pyridoxine napeHTepanHa 16024980 A12AA03
Calcium gluconate napeHTepanHa 344533478 A12CC02 Magnesium sulfate napeHTepanHa
1182319331 A16AA02 Ademetionine napeHTepanHa 293902570 A16AA02 Ademetionine
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nepopanHa Tebpaa 92804000 A16AX01 Thioctic acid napeHTepanHa 234456440 A16AX01
Thioctic acid nepopanHa TBbpaa 29168400
EowTtepikd avayvwploTiko: 435232

5.1.1. ZKomrég
XapakTtpag NG ouppBaong: Ayabd
Kupia tagivounon (cpv): 33600000 dapuakeuTiKa TTPoidvVTa
MpdoBeTn Tagivounon (cpv): 33610000 Pdpuaka yia TO TTETTTIKO OUCTNKA KAl TO JETABOAICUO,
33615000 ®dapuaka Beparreiag Tou diafATn, 33615100 IvoouAivn

5.1.2. Tomog ekTéAeong
Tayudpopikn dievBuvon: bvnrapus, rp. Codwms, MNMnowag Ceeta Hegensa Ne 5
MéAN: Codumsa
Taxudpoulkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTIpWpEVN SidpKela
Huepopnvia évapéng: 28/02/2025
Aiapkeia: 2 'Etn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Atia
Ekmipwpevn aia xwpic GrA: 46 269 375,88 BGN

5.1.6. Tevikég TTAnpoopieg
Mpodkertal yia eTravalauBavouevn diadikacia dnuoaiwv cUPBAcEwWY
Mepiypaen): JleuebHUTE 3aBeaEHNS BB3NOXUTENN MOraT Aa NpoBeAaTt €4uH UI HAKOSKO
BbTPELLUHO-KOHKYPEHTHM N360pn Bb3 OCHOBA Ha CKNIOYEHOTO pamMKOBO CropasyMeHmne
CbOOPa3HO TEKYLLUNTE UM HYXOMN.
Kat’ amroKA€IOTIKOTNTA CUMHETOXNA:
Aev TTAPOXWEEITAI CUPPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
H dnudoia oupBacn KAAUTITETAI ATTO TN CUPPWVIa yia TIG dnNUooieg oupBaocclg (ZAX): val
MpbdoBeTeg TTANPOYOpics: OnpeneneHnTe N3NbIIHUTENM MO PaMKOBOTO CropasyMeHne He
AbIhKaT rapaHumnsa 3a U3nbrHEHME NPU CKNtoYBaHe My. [apaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKpPEeTEH A0roBOp, CKMNIOYEH crieq NpoBeaAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO crniopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. A0C. 3a porosopu noa 50 000 nB.. 6e3 BkntoveH O0C, rapaHums 3a
N3NbJIHEHNE HEe Ce U3MCKBA.

5.1.7. Zrpatnyikég dSnuooieg cupPaoElg
2TOX0G TV OTPATNYIKWY dnuociwv cuppfaoewy: Kayia otpaTtnyikr dnuooia cuupacn
Kpitipia Tpdoivwy dnNPooiwy cUhBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIEG
ouppaoeig

5.1.8. Kpithpia mpoofBacipéTnTag
Agv TTEpIAAUBAvVOVTAl KPITAPIO TTPOCRACIUOTATAS VIO TA ATOUA PE avaTTnPieg JE TNV akOAoubn
aimioAéynon
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AiTioAoynaon: JlekapcTBeHWUTe NPOAYKTY ca 06EKT Ha perynauusi no OTHOLLIEHWE Ha OnakoBaHe,
NMUCTOBKM M HA4MH Ha yrnoTpeba. Tbil kKaTo ChLUMUTE Ce M3MON3BaT 1 OT NLA C YBpeXaaHus, ce
crnasBaT U3UCKBaHNATa Ha eBPONEecKoTO 3aKoHOAaTECNTBO B Ta3n obnacT, NpeaBua KOeTo He
e HeobXoaMMo a ce NOCTaBAT AOMBbIHUTENHN KPUTEPUM 3a AOCTBIHOCT 3a Nvua ¢
yBpeXaaHus.

5.1.9. Kpitipia €mAoyng
Kpimipio:
Eidog: OikovouIkr Kal XpnUOTOBOTIKN ETTAPKEIN
Ovopaoia: Ha ocHoBaHue yun. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHMMarneH obopoT B chepaTa, nonagalla B obxeata Ha nopbykaTa, n3umcrneH Ha 6asa
roguwHuTe o6opoTy.
Mepiypaer) Tou KpITNPiou €TTIAOYNG: PeanuanpaHnat MuHuManeH obopoT B ciepaTa,
nonagawa B obxsaTta Ha nopbykaTa, n34ncneH Ha 6asa rognwHnTe o6opoTH, cneaea 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, nonagawla B o6xeaTa Ha nopbykaTta, cnegsa aa ce pasbvpa obopot
peanusnpaH oT TbProBus C nekapcTeeHn npoayktn. CwrrnacHo 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 U3NbiAHUTEN NPeau CKoYBaHe 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 Aeknapupa C
nonwneBaHe Ha yacT |V, pasgen b ot EE[OIT.
Xprion autou Tou KpITnpiou: XpnoIYOTTOIETAI

Kpimipio:

Eidog: KataAAnAGTNTA yIa TNV AoKNon TNG ETTAYYEAMATIKNG dpacTnpIoTNTOG

Ovopaoia: YyacTHuuuTe criefBa a ca BnNMcaHu B TbProBCKUSI PErmcTbp U/vnm B CbOTBETEH
npodecroHarneH permcTbp, a 3a YyxaecTpaHHu nvua - B aHanorm4yHu permcTpu cbrnacHo
3aKOHOAATENCTBOTO Ha AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMuMTe B obLiecTBeHaTa nopbyka TpsibBa aa
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 €4po C NekapcTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha eapo € nekapcTBeHn Npoayktu (crnyyante no yn. 195, an. 1 n an. 2 ot 3M1MXM), unu
paspeLlueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. CbOoTBETCTBMETO C NOCTAaBEHNSA KPUTEPUIA Ce AeKrnapupa ¢ nonbrBaHe Ha yacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U JaTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
nNpou3BoACTBO, n3gaaeHo no peaa Ha 3J1MXM vnnu 3a TbproBusa Ha e4po C fekapcTBEHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBus Ha egpo C fiekapCcTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHve un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l SOKYMEHTBT, KOUTO Ce NPeAcTaBs OT ydaCcTHUKA onpeaeneH 3a U3nbrHuTen, npean
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
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N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4O0CTOBEpPsiBaLL, NPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
“Ma JOCTbM MO cryXebeH NbT Unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLiMTe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprjon autou Tou KPIThpiou: XpNOIKOTToIETal

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovouacia: MkoHoMu4eckn Han-n3rogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LeHa cnepg npoBeaeH enekTPoHEH Tbpr. TO3M KpUTEPUI Ce npunara u Npu BbTPELLHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
Mepiypaen: 1. Cnep npoBeXxaaHeTO Ha eNEKTPOHHUS ThPr 3a BCEKU NIEKApPCTBEH NPOAYKT, Lie
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHne Npu cna3BaHe Ha crnegHuTe
npasuna: 3a BCSka HOMeEHKNaTypa, oT TexHunyeckaTa 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
npeanoxeHa ueHa. Bb3noxutensart He NnocTaBsa orpaHMYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeEHKNaTypa e Hanvue camo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosWwaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha kputepuuTe 3a nogdbop; Unu e Hanuue camo
e[ HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHUTE YCroBUA Ha
Bb3M10XUTENS 3a U3NBJIHUTEN Ha CbOTBETHATaA 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
Han-HUCKO.

5.1.11. ‘Eyypa@a dnuociwv cupfdoswv
MAWOOEG OTIG OTTOIEG €ival ETTIONUWG dIabEoipa Ta £yypaga tng dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypaewy TnG dnudaoiag cuuBaong: https://cop.mh.government.bg/
Ad hoc diaulog emTikoIVwviag:
Ovopaoia: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoi dnuociwv cuppaocewv
‘Opoi1 utroBOoARG:
HAekTPOVIKY UTTOBOAN: YTTOXPEWTIKA
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
FAWOOEG OTIG OTTOIEG UTTOPOUV Va UTTOBANBOUV 01 TTPOCPOPEG 1 Ol AITOEIG CUPUETOXNG:
BouAyapikd
HAEKTPOVIKOG KATAAOYOG: Agv ETTITPETTETAI
ATTauTEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTTOypa®n i oppayida [6TTwg opileTal oTOoV
kavoviopo (EE) api6 910/2014]
MapaAAayég: Aev emTpéTTETAl
MpoBeouia TTapaAafng Twv Tpoo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAikng
EupwPIng, Bepivh wpa Kevrpikng EupwPIng
Aidpkela Katd TV OTToia TTPETTEl va TTAPANEVEL IoXuouoa n TTpoogopd: 10 Mrveg
MAnpo@opieg OXETIKA pe TN dnudoIa atrocPpdayion:
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Huepopnvia atrooepadyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikig EupwPIng,
Bepivi) wpa KevtpikAg EupwPIng

Totog: B cuctemara

MpbdoBeTeg TTANPOYOPIEG: HacToswaTta npoueaypa e u3uano enekTpoHHa 1 BCUYKN OENCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT n3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTema, AOCTbIHA Ha criefHUs enekTpoHeH agpec: https://cop.mh.government.bg/

‘Opol Tng oupBaong:

H oUuBaon mpétmel va ekTeAEiTal 0TO TTAQICIO TTPOYPAUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi

HAekTpOVIKN TIHOAGYNON: EmiTpéTTeTal

Oa xpnoipoTroinBei NAEKTPOVIKA TTapayyeAia: oxl

Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI

XPNHOTOOIKOVOMIKEG pUBUioEIG: Benukn konuyecTsa, NOCOYEHN B cneyudukaunaTa Ha
EnektpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPeAMeT Ha Bb3naraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBO crnopasymMeHue, No nokaHa Ha nedebHuTte
3aBefleH1s — Bb3IOXMTENK, MOCOYEHU B HacTosLWaTa AoKyMeHTaums. B pamkute Ha
NpoBeXaaHNTe BbTPELLUHN KOHKYPEHTHM n3bopu, we 6baaT 3asBsiBaHN KONMYECTBA,
CboOpasHO TEKyLLUMTE HYXKAM Ha BCSAKO Ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
BBH3MOXMTEN HE € ANbXKHO Aa 3asBK 3a 4OCTaBka LsiNoTO 4OroBOPEHO KONMMYECTBO, a nma
npaBo Ja 3asaBsiBa KONIMYECTBa CbIacHO AENCTBUTENHUTE CU HYXOWN, HO HE noBeye oT
AorosopeHoTo. Cnep ckroyYBaHe Ha KOHKPETEH LOroBOp, Bb3HMKBAT 3a4b/KEHUSATa 3a
3asaBsBaHe, [OCTaBKa 1 3annallaHe Ha JOCTaBeHUTE NekapCTBEHM NPOOYKTH.

5.1.15. Texvikég
Zupowvia-TAaioio:
2UMQWVia-TTAQiCI0, hE ETTAVEKKIVNON dlaywVIoUoU
AITioAdynon TngG SIAPKEIaG TG ouP@wviag-TTAaiciou: CKNIOYEHOTO Bb3 OCHOBA Ha HacTosLaTta
obuiecTBeHa nNopbyka pamMKoBO CriopasyMeHue, e € CbC CPOK Ha U3NbJIHEHME A0 ABE
roAvHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpOoKbT Ha JOroBOpPUTE, CKIKOYEHM crnes
NpoBeAeH BbTPeELLEeH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe Aa HaaxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crnopasymMmeHne. MakCumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcteeHnte npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdobeto ayopaoTh: Bbanoxutenure - neyebHn 3aBegeHus 3a 6onHnYHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBegeHUs 3a
6onHu4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUMHCKa NOMOLL, nevyebHu
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 EnektpoHHaTta
cucTemMa 3a nekapcrteseHu npoayktu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTU OT MO3NTUBHMA NekapCcTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnnYeH eNeKkTPOHEH 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 3asBku 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.
MAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHO AYOPWV:
Kavéva duvapiké ouoTnua ayopwy
HAeKTPOVIKOG TTAEIOTNPIAOUOG: Val
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O nAEKTPOVIKOG TTAEIOTNPIACPOG TTPAYUATOTTOIEITAlI OTNV akoAouBn dieubuvon: https://cop.mh.
government.bg/

Mepiypa@r): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKIOYEHN B
pPaMKOBOTO CropasymMeHue Lie 6bae U3BbpLLEH cred NpoBexXaaHe Ha eNekTPOHEH Tbpr Mo
pega Ha un. 89-91 ot 30I1, upes EnekrpoHHaTa cuctema. [NpoBexaaHeTo Ha eNeKTPOHHUS
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C N3BpaHMs
KpuUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpOHHUA Thpr we 6baat
AONYyCHAaTW y4aCTHULMTE, YUNTO NPeanoXEeHNa OTrOBapsT Ha M3MCKBAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 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. MNpeau ctapTpaHe Ha eNEeKTPOHHUS Thpr, 4OMNyCHATUTE
yyacTHUUMTE Nosy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHavanHaTa oueHka Ha ogpepTuTe M. ENeKTpoHHNSA 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 BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTA Hal-HUCKaTa LieHa. ENeKTpOHHMAT Tbpr we
NPUKNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. Mepaitépw TTANPoOPoOpieg, dilapecoAdBnon Kal TTPooPuUYR
Opyaviouog Tpoo@uyng: Komncns 3a 3awmrta Ha KOHKypeHumaTa
MAnpo@opieg OXETIKA e TIG TTPoBeoieg eTTaveEETaong: Ha ocHoBaHue yn. 197, an. 1, 1. 1 ot
30I1, xxanbu moraT aa ce nogaeaT B AeceT AHEBEH CPOK OT M3TUYaAHETO Ha cpoka no yn. 100,
an. 3 ot 301 - cpeLly pelLueHMeTO 3a OTKpUBaAHE Ha npoueayparta u/unu peLeHneTo 3a
onobpsiBaHe Ha NPOMeHM B yCrnoBusiTa No obsiBeHaTa npoueaypa

5.1. MapTida: LOT-0002
Tithog: O6ocobeHa nosumuma Ne 2, BkntoyBalla 76 HOMEHKNATypu
Mepiypagr: TEXHUYECKA CNEUNOUKALMNA ATC INN Form Quantity Note BO1AAO7
Acenocoumarol nepopanHa TBbpaa 989027 BO1AB01 Heparin napeHTepanHa 22374997030
B01ABO02 Antithrombin Ill 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 TBbpaa
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 napeHTtepanHa 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
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acids napeHTtepanHa 18351000 N-Hepa-8% B0O5BAO02 Purified soybean oil napeHTepanHa
14075000 Purified soybean oil -20% B0O5BA03 Glucose napeHTepanHa 165963510 10%-500
ml BOSBAO3 Glucose napeHtepanHa 290236270 5%-500 ml BO5BA10 Combinations
napeHTepanHa 28542040 Periolimel NAE BO5BA10 Combinations napeHTepanHa 7765608
Nutriflex Special BO5BA10 Combinations napeHtepanHa 20337550 Aminoplasmal 5% E
B0O5BA10 Combinations napeHtepanHa 35385500 Aminoplasmal 10% E BO5SBA10
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-
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
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ananusa 72114000 icodextrin, sodium chloride, sodium lactate, calcium chloride, magnesium
chloride MNpoawbmkeHne Ha TexHnyeckaTa cneumdmkauuns e B none: JonbnHUTENHa
nHdpopmaums (BT-300-Lot)

EowTepiko avayvwpioTiko: 435240

5.1.1. ZKomog
Xapaktipag TG oupPBaong: Ayabda
Kdpia tagivéunon (cpv): 33600000 dapuakeuTikd TTpoiovTa
Mpbéobetn Tagivounon (cpv): 33620000 ddapuaka yia TO aipa, Ta AIJOTTOINTIKA Opyava Kal TO
KapdiayyeIakd ouoTnPa

5.1.2. Toémog ekTéAeong
Taxudpouikr) dieuBuvon: Bwnrapus, rp. Codus, MNnowan Ceeta Hepgens Ne 5
MéAN: Codua
TayxudpouIkog kwdikag: 1000
YTmodiaipeon xwpag (NUTS): Codusa (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EKTIHWPEVN SidpKeIa
Huepopnvia évapéng: 28/02/2025
Aidpkela: 2 'ETn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Atia
EkTipwpevn agia xwpig GrA: 132 709 991,21 BGN

5.1.6. Tlevikég TTAnpoPoOpiEg
Mpokerral yia eTTavaAaupavouevn diadikaoia dnuociwyv cuppacewv
Mepiypan): JleuebHnTe 3aBeaeHNSA BL3NOXUTENN MOraT Aa NnpoBeaaTt eauH UIn HAKOSTKO
BbTPELLUHO-KOHKYPEHTHM M360PU Bb3 OCHOBA Ha CKITHOYEHOTO PAaMKOBO CMOpa3yMeHue
CbOBPa3HO TEKYLUUTE UM HYXOMN.
KaT’ a1mroKAEIOTIKOTNTA CUMUETOXNA:
Agev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
H dnuooia cupBacn KAAUTITETAI ATTO TN CUPPWVIa yia TIG dnudoieg ouppdoclg (XAZ): val
MpbdoBeTeg TTANPOYOPIES: 1. OnpeaeneHnTe U3NBbIIHUTENN MO PaMKOBOTO CriopasyMeHne He
AbrkKaTt rapaHuuns 3a U3nbrHeHne Npu cknovBaHe My. MapaHumaTa 3a U3NbHEHE Ha BCEKU
KOHKpETEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pasmep Ha 3 % OT CTOMHOCTTa Ha A4oroeopa 3a
obuiectBeHa nopbyka, 6e3 BkntoveH [C, B cny4van 4ye JoroBopa € Ha CTOMHOCT paBHa Unn
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbIIHEHNE HE ce n3nckea. 2. [NpoabimkeHne Ha TexHudeckaTta cneundukaumst ot none:
Onucanue (BT-24-Lot) BO5DB Hypertonic Solutions pa3TtBop 3a nepuToHuanHa avanvsa
66798420 glucose monohydrate, calcium chloride dihydrate, magnesium chloride
hexahydrate, sodium chloride, sodium hydrogen carbonate, sodium lactate BO5DB Hypertonic
Solutions pa3TtBop 3a neputoHManHa gnanusa 273162000 glucose monohydrate, sodium
chloride, sodium lactate, calcium chloride dihydrate, magnesium chloride hexahydrate
BO5XA01 Potassium chloride napeHTepanHa 1598363439 BOSXA02 Sodium hydrogen
carbonate napeHTepanHa 553537597 BO5XB02 Alanyl glutamine napeHTepanHa 1115300

781671-2024 Page 14/49



B05XX Combinations (trace elements) napeHtepanHa 372400 BO6ACO02 Icatibant
napeHtepanHa 360

5.1.7. Zrpatnyikég dSnuooieg cupPaoEIg
210X0G TWV OTPATNYIKWY dnuociwv cupBacewv: Kauia atpatnyikr) dnudéoia cupBaon
Kpitipia Tpdoivwy dnNPooiwy cupBacewv: Agv UTTApXOouV KPITAPIA yia TIPACIVEG dNUOCIEG
ouppdoeig

5.1.8. Kpithpia mpoofacipoTnTag
Agv TTEpIAaUBAvovVTal KPITAPIO TTPOCRACIUOTATAS VIO TA ATOUA PE avaTTnPieg JE TNV akOAoubn
aImioAéynon
AImioAdynon: JlekapctBeHTe NPOAYKTN ca OBEKT Ha perynaums no oTHOLWEHME Ha ONakoBaHe,
NINCTOBKN N HA4YMUH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce U3NON3BAT M OT Nnua C yBpeXaaHus, ce
cnasBaT U3UCKBaHUATa Ha eBPOMENCKOTO 3aKOHOAATECHTBO B Ta3n obnacT, npeasuna KoeTo He
e Heo6xoaMMO [a ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢
yBpexaaHus.

5.1.9. Kpithpia €mAoyng
Kpitrpio:
Eidog: OikovopIkn Kal xpnuaTtodoTIKr ETTAPKEIQ
Ovopacia: Ha ocHoBaHwue un. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npouenypara 3a nocrnegHuTe Tpyu NPUKIIOYUNN PUHAHCOBU rOgMHM Aa ca peanusvpani
MUHMMarneH obopoT B cdhepaTa, nonagalla B obxeara Ha nopbykarta, n3ymcrneH Ha 6asa
roauwHuTe ob6opoTy.
Mepiypaer) Tou KpITnPiou €TTIAOYNG: PeanuanpaHnsat MuHuManeH obopoT B cdepaTa,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe o6opoTH, crneaea aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypaTa, 3a KOsATO ce yyactBa unm Ha 1 % ot cbopa
Ha MNPOrHO3HWUTE CTOMHOCTU Ha CbOTBETHUTE HOMEHKNATypun B 060cobeHnTe no3mumm, 3a
KOUTO ce nofaea odepTaTa, B Cryvan Yye yyacTBa 3a nosede ot egHa. o MmHumaneH
o6opoT B chepaTa, nonagawla B o6xeaTa Ha nopbykaTta, cnegsa aa ce pasbvpa obopot
peanuavpaH OT TbProBusa ¢ iekapcTBeHn npoayktn. CernacHo yn. 62, an. 3 ot 30T,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-kpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsiTO
YYaCTHUKBT € Cb34adeH Unu € 3anoyHan gevHocTTa cu. [IokyMeHTUTEe 3a NoCTaBeHUs
KpUTEpPUn, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B X04a Ha npouegyparta unm oT y4acTHuKa
onpenerneH 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 cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.
Xprjon autou Tou KpIThpiou: XpnOIKOTToIETal

Kpitrpio:

Eidog: KataAAnAGTNTA yIa TNV doKnon TNG ETTAYYEAMATIKAG dpacTnpIoTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BnvcaHn B TbProBCKUS PEMMCTLP WU/Mnn B CbOTBETEH
npodecroHarneH perncTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4Hu permcTpu cbrinacHo
3aKOHOAATENCTBOTO Ha AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMumMTE B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexaBaT 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 €4p0 C fIeKapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (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
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3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AEKnapupa ¢ nonbrBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMeP U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NpPOM3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a TbproeBusi Ha €4po C NIEKAaPCTBEHMU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbpProBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspelleHne 3a Npon3BoacTBo, n3gageHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa JOCTbM MO cryXebeH NbT unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KpIThpiou: XpnOIYOTToIETal

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovopaaia: MkoHoMU4eckn Han-nsrogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LueHa crnepj NnpoBefeH ernekTpoHeH Tbpr. To3u Kputepui ce npunara n npy BbTPeLUHO
KOHKYpPEHTHUTE M360opun OT nevyebHuTe 3aBefeHus.
Mepiypaen): 1. Cnen npoBeXa4aHETO Ha eNEKTPOHHUS TbPr 38 BCEKW NEKapCTBEH MPOAYKT, Lie
6baaT onpeaeneHn N3NbAHUTENM NO PAMKOBO CropasyMeHne Npuy cna3BaHe Ha crnegHuTe
npasuna: 3a Bcska HOMeHKraTypa, oT TexHudeckaTta crneumdpukaums, 3a U3nbiHUTENN No
PaMKOBOTO CNopasyMeHue e ce onpeaensaT y4acTHUKbT NPeasioxkun Han-Hucka LeHa m
BCUYKM OPYrM y4acTHUUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HucKaTa
npeanoxeHa ueHa. Bb3noxutensart He NnocTaBsa orpaHUYeHne 3a MakcumarneH 6pon
N3NbITHUTENW NO HOMEHKNaTypa. B cnyyan, Ye 3a fageHa HOMeHkNaTypa e Hanuue camo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosLwaTa JOKyMEeHTauns; KOMTO OTroBaps Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
BBb3MOXUTENS 3a U3NBHUTEN Ha CbOTBETHATa HOMEHKNATypa, ce onpegerns Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
Wwe 6bae onpedeneH KNacupaHUAT Ha MbPBO MSACTO YY4ACTHUK, YMETO LIEHOBO NpeanoxXeHve e
Han-HUCKO.

5.1.11. "Eyypa@a dnuociwv cupfdocwv
MAWOOEG OTIG OTTOIEG €ival ETTIONUWG dIabEoipa Ta £yypaga tng dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypaewy Tng dnudaoiag cuuBaong: https://cop.mh.government.bg/
Ad hoc diaulog emTIKoIVWViag:
Ovopaoia: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoi dnuociwv cuppdocewv
‘Opoi1 utroBOoARG:
HAekTPOVIKY) UTTOBOAR: YTTOXPEWTIKA
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
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"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda

HAEKTPOVIKOG KATAAOYOG: Agv eTTITPETTETAI

ATTQITEITAI TTPONYMEVN ] EYKEKPIUEVN NAEKTPOVIKE UTTOYPA@r] 1] o@payida [6TTwG opideTal oTOV
kavovioud (EE) api® 910/2014]

MapaAhayég: Agv eTITPETTETAI

MpoBeoyia TTapaAafng Twv Tpoo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAiKng
EupwPIng, Bepivr wpa Kevrpikig EupwPIng

AlGpKela KOTA TNV OTToia TTPETTEI va TTAPAMEVEL IoXUouoa n TTpoo@opd: 10 Mrveg
NMAnpo@opieg OXETIKA pe T SnUooIa atTTocPpPAyIon:

Huepopnvia atrooepadyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikig EupwPIng,
Bepivi) wpa KevtpikAg EupwPIng

Totog: B cuctemara

MpbdoBeTeg TTANPOYOPIES: HacToswaTta npoueaypa e u3uano enekTpoHHa 1 BCUYKN OENCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT n3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTema, AOCTbIHA Ha criefHUs enekTpoHeH agpec: https://cop.mh.government.bg/

‘Opol Tng ouuBaong:

H oUuBaon mrpétmel va ekTeAEiTal OTO TTAQICIO TTPOYPAUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi

HAekTpOVIKN TIHOAGYNnON: EmiTpéTTeTal

Oa xpnoipoTroinBei NAEKTPOVIKA TTapayyeAia: oxl

Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI

XPNHOTOOIKOVOMIKEG puBUioEIG: Benukn kKonuyecTsa, NOCOYEHN B cneyudukaunsaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPpeAMeT Ha Bb3naraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBO cropasymMeHue, No nokaHa Ha nedebHuTte
3aBefeHus — Bb3NOXUTENW, MOCOYEHM B HacTosLWwata AoKyMmeHTaums. B pamkute Ha
NpoBeXaaHNTe BbTPELLHN KOHKYPEHTHM n3bopu, e 6baaT 3asBsiBaHN KONMYECTBA,
CbOoOpasHO TEKYLLUMTE HYXKAM Ha BCSAKO ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
BB3MOXMTEN HE € ANBbXHO Aa 3asBM 3a 4OCTaBka LsiNoTO 4OroBOPEHO KONMYECTBO, a nma
npaBo Ja 3asaBsiBa KONIMYECTBa CbIacHO AENCTBUTENHUTE CU HYXOWU, HO HE noBeye oT
AoroBopeHoTo. Cnep cknoYBaHe Ha KOHKPETEH JOroBOp, Bb3HMKBAT 3a4b/KEHUSATa 3a
3asaBsBaHe, [OCTaBKa 1 3annallaHe Ha JOCTaBeHUTE fekapCTBEHM NPOOYKTH.

5.1.15. Texvikég
Zupowvia-TAaioio:
2UMQWVia-TTAQiCI0, hE ETTAVEKKIVNON dlaywVvIoUoU
AITioAdynon TngG SIAPKEIaG TG ouP@wviag-TTAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTosLaTta
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 rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdobeto ayopaoTh: Bbanoxutenure - neyebHn 3aBegeHus 3a 6onHn4YHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBeaeHUs 3a
6onHn4Ha nomoly no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUMHCKa NOMOLL, nevyebHu
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
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CTOKM — NleKapCTBEHW NpoAyKTn oT Mo3nTUBHUS NekapCTBEH CNUCHK No yn. 262 ot 3J1MXM,
BAMCaHN B NyGnnYeH enekTpoHEH PerucTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxsawla 3asgBeHuTe ot
NnocoYeHnTe no-gony nevyebHn 3aBeaeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBkM B nepuoga mecel, pespyapu un mecel, mapt 2024 r.
MoaopobeH cnuchk Ha neyebHUTe 3aBedeHNs ce Cbabpxa B [lIokyMeHTauusiTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHA AYOPWV:

Kavéva duvapiké oUuoTnua ayopwy

HAEKTPOVIKOG TTAEIOTNPIACNOG: val

O nAEKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akoAouBn dieuBuvon: https://cop.mh.
government.bg/

Mepiypa@r): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKIHOYEHN B
pPaMKOBOTO CropasymMeHue Lie 6bae U3BbpLLEH cred NpoBexXaaHe Ha eNekTPOHEH Tbpr Mo
pega Ha un. 89-91 ot 30I1, upes EnekrpoHHaTa cuctema. [NpoBexaaHeTo Ha eNeKTPOHHUS
Tbpr LWe ce npeaxoxaa OT MbpBOHAYarHa oueHka Ha opepTuTe B CbOTBETCTBME C U3bpaHus
KpuUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpoOHHUA Tbpr we 6baat
AONyCHAaTW y4aCTHULMTE, YUNTO NPeanoXKEHNA OTFOBapsAT Ha M3MCKBAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosiLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhKkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4OMNyCHAaTUTE
yyacTHMUMTE Nofy4vaBaT NoKaHa, B KOSITO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NMbpBOHavanHaTa oueHka Ha ogpepTuTe M. ENeKTpoHHNA Thpr Lwe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpalwaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OQUH 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. Mepaitépw TTANPoOPoOpieg, diapecoAdBnon Kal TTPooPuUYR
Opyaviouog Tpoo@uyng: Komncns 3a 3awmrta Ha KOHKypeHumaTa
MAnpo@opieg OXETIKA e TIG TTPoBeoieg eTTaveEETaong: Ha ocHoBaHue yn. 197, an. 1, 7. 1 ot
30I1, xanbwu moraT aa ce nogaeaT B AeceT AHEBEH CPOK OT M3TUYaHETO Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpeLlly pelLleHMeTO 3a OTKpUBaHE Ha npoueayparta u/unu peLeHneTo 3a
onobpsiBaHe Ha NPOMeHM B yCInoBusiTa No obsiBeHaTa npoueaypa

5.1. MapTida: LOT-0003
Tithog: O6ocobeHa nosumuma Ne 3, BkntoyBalwia 68 HOMEHKNaTypu
Mepiypaer: TEXHUYECKA CNEUNOUKALNA 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 t1Bbpaa 2206274 CO8DAO1 Verapamil
napeHtepanHa 864215 CO8DA0O1 Verapamil nepopanHa t8bpaa 13943210 CO8DBO01
Diltiazem nepopanHa TBbpaa 11588820 C08GA02 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
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CO07ABO7 Bisoprolol nepopanHa Tebpaa 6745100 CO7AB12 Nebivolol nepopanHa TBbpaa
750187 CO07AG02 Carvedilol nepopanHa tBbpaa 37769267 CO07BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa T8bpga 6500 2,5 mg/6,25 mg CO7BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa TBbpaa 8120 5 mg/6,25 mg CO07BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa T8bpaa 5210 5 mg/12,5 mg CO7BB07 Bisoprolol,
Hydrochlorothiazide nepopanHa TBbpaa 4660 10 mg/6,25 mg CO7BB12 Nebivolol,
hydrochlorothiazide nepopanna 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 Tebpaa 2931845 C03BA04 Chlortalidone nepopanHa t8bpaa 114000 CO3BA11
Indapamide nepopanHa TBbpaa 156096 CO3CAO01 Furosemide napeHTepanHa 77593750
CO03CA01 Furosemide nepopanHa 1Bbpaa 20988392 CO3CA04 Torasemide napeHTepanHa
4895958 CO3CA04 Torasemide nepopanHa 18bpaa 4047203 CO3DAO01 Spironolactone
nepopanHa Tebpaa 30186550 CO3DA04 Eplerenone nepopanHa 1Bbpaa 806265 CO3DA05
Finerenone nepopanHa TBbpaa 5600 CO3EAO1 Triamterene, Hydrochlorothiazide nepopanHa
TBbpAaa 179002 CO2ACO01 Clonidine napeHTepanHa 194405 C02AC01 Clonidine nepoparnHa
TBbpaa 555083 CO2AC05 Moxonidine nepopanHa 1Bbpaa 87599 C02AC06 Rilmenidine
nepopanHa Tebpaa 23772 C02CA01 Prazosin nepopanHa 1e8bpaa 151330 C02CA04
Doxazosin nepopanHa TBbpaa 174758 C02KX02 Ambrisentan nepoparnHa 18bpaa 650
C02KXO05 Riociguat nepopanHa 18bpaa 750 CO1AA05 Digoxin napeHTepanHa 93248
CO1AAOQ5 Digoxin nepoparnHa t8bpaa 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 napeHTtepanHa 56680 0.2 mg/ml CO1CA04 Dopamine
napeHtepanHa 72279930 CO1CAO07 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 nepoparnHa
TBbpAa 275567 CO1EB15 Trimetazidine nepoparnHa 18bpaa 9485716 CO1EB17 Ivabradine
nepopanHa Tebpaa 321149

EowTtepikd avayvwpioTiKO: 435241

5.1.1. ZKomog
Xapaktipag TG oupPBaong: Ayaba
Kdpia tagivéunon (cpv): 33600000 dapuakeuTikd TTpoiovTa
Mpbéobetn Tagivounon (cpv): 33622100 Odpuaka Bepatreiog Twv KapdIaKwy TTadAoewy

5.1.2. Toémog ekTéAeong
Tayudpopikn dievBuvon: bwvnrapus, rp. Codwms, MNMnowag Ceeta Hegensa Ne 5
MéAN: Codusa
TaxudpouIkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTIpWpEVN SidpKela
Huepopnvia évapéng: 28/02/2025
Aiapkeia: 2 'Etn
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5.1.4. Avavéwon
MéyioTeg avavewoelg: 0

5.1.5. Agia
ExkTipwpevn agia xwpic PriA: 10 898 077,98 BGN

5.1.6. Tevikég TTAnpo@opieg
MpokerTal yia eTTavaAaupavouevn diadikaoia dnuociwv cuppacewyv
Mepiypan): JleuebHnTe 3aBeAeHNSA BL3NOXUTENN MOraT Aa npoBeaaTt eauH Ui HSAKOSTKO
BbTPELLUHO-KOHKYPEHTHM M360pU Bb3 OCHOBA Ha CKITHOYEHOTO PAaMKOBO COpa3yMeHue
CbOBPa3HO TEKYLUUTE UM HYXOMN.
KaT’ a1mroKAEIOTIKOTNTA CUMUETOXNA:
Agv TTAPAXWPEITAI CUPPETOXN.
‘Epyo dnudoiwv cupBdacewy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
H dnuooia cupBacn KAAUTITETAI ATTO TN CUP@WVIa yia TIG dnudoieg ouppdoclg (XAZ): val
MpbdoBeTeg TTANPOYOPIES: OnpeaeneHnTe U3NbIIHUTENW MO PaMKOBOTO CriopasyMeHne He
ObIDKaT rapaHums 3a U3nbIHEHME NPU CKoYBaHe My. MapaHuuaTa 3a U3NbIIHEHNE Ha BCEKN
KOHKpEeTEH A0roBOp, CKIOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH M360op, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopasyMeHue e B pasmep Ha 3 % OT CTOMHOCTTa Ha Joroeopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cny4var Ye JoroBopa € Ha CTOMHOCT paBHa uUnu
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE He Ce U3MCKBA.

5.1.7. Ztpatnyikég dSnpooiIEg CUNBAOEIG
2TOXO0G TwV OTPATNYIKWY dnuociwv cupfaocwy: Kauia otpaTtnyikr dnuooia cuupacn
Kpithpia Tpacivwy dNPociwy cupBacewy: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIEC
ouppaoeig

5.1.8. Kpithpia mpooBacipéTnTag
Agv TTEpIAaUBAavovTal KPITAPIO TTPOCRACIYOTATAS VIO TA GTOUA KE avaTTNPIiEG JE TNV akOAoubn
aImioAdynon
AimioAéynon: JlekapcTBeHUTe NPOAYKTM ca 0BeKT Ha perynaumsi No OTHOLIEHME Ha OnakoBaHe,
NINCTOBKM N HAa4MH Ha ynotpeba. Tbi KaTo ChbLUTe Ce U3MOM3BaT 1 OT Nnua ¢ yBpexaaHus, ce
crnasBaT M3UCKBaHMATA Ha €BPOMENCKOTO 3akoHOL4ATECNTBO B Ta3n obnacTt, npeaBua KOeTo He
e Heo6xoaMMO fa ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OOCTBLMNHOCT 3a Nvua ¢

yBpEXaaHWS.

5.1.9. Kpitpia €mAoyng
Kpimpio:
Eidog: OikovouIKn Kal xpnuaTtodoTIKr ETTAPKEIQ
Ovopaoia: Ha ocHoBaHue 4n. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyacTHuuuTe B
npouenyparta 3a nocrnegHuTe Tpy NPUKIIOYMN PUHAHCOBKU rOAMHM Aa ca peanuavpani
MUHUManeH obopoT B cdhepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHu.
Mepiypagr) Tou KpITnpiou €TTIAOYNG: Peannanpannsat MmHManeH o6opoT B cdepaTa,
nonagawia B obxBaTa Ha nopbykaTa, usdncrneH Ha 6asa roguwHnTe ob6opoTn, 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 nogasa odepTara, B Criyyan 4Ye yyactBa 3a noseye oT egHa. [log MmHumaneH
oboporT B chepaTa, nonagallia B obxeata Ha nopbykarta, creaBa aa ce pasdupa obopoT
peanuavpaH OT TbProBusa C fiekapcTBeHn npoaykTn. CernacHo yn. 62, an. 3 ot 30T,
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MHopMaumsaTa Moxe Aa obxBalla 1 No-kpaTbk Nepuoa B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb34aJeH Unu e 3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NoCTaBeHUs
KpUTEPUIN, KOUTO Ce NPeaCTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa unm oT y4acTHUKa
onpenerneH 3a N3NbAHUTEN NPeaun CKYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unum
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdepaTa, nonagawa B o6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.

Xprjon autou Tou KPIThpiou: XpNOIKOTToIETal

Kpitrpio:

Eidog: KataAAnAGTNTA yIa TNV doknon TNG ETTAYYEAMATIKAG dpacTnpIoTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BnvcaHn B TbProBCKUS PErMCTbP /UM B CbOTBETEH
npodecroHarneH permcTbp, a 3a YyxaecTpaHHu nvua - B aHanorm4yHu permcTpu cbrnacHo
3aKOHOZATerICTBOTO Ha AbpXKaBaTa YfeHKa, B KOSTO Ca YCTaHOBEHM.

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMuMTEe B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexaBaT paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3J1MXM) (B cnyyaute no un. 196, an. 1 ot 3J/1MXM) unu 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU UK yOOCTOBEPEHME 3a pPerMcTpaumns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AeKnapupa ¢ nonbrBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMeEP U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NPOM3BOACTBO, n3gageHo no peaa Ha 3J1MXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UNU Ha YAOCTOBEPEHNETO 3a PeErncTpaums 3a TbproBus Ha egpo 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 CnopasyMeHne Unm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konve Ha BanugHo paspelleHne 3a Npou3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpsiBaLL, MPaBOTO
3a TbProBusi C NNekapcTBEHN NPOAYKTU UNK paspeLleHne 3a NPon3BoACTBO UK BHOC, KOraTto
nMa JOCTbN MO cryXebeH NbT Unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT aa
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KPIThpiou: XpnOIYOTToIETal

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovouacia: MkoHoMu4eckn Han-n3rogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LueHa crnepj NnpoBefeH ernekTpoHeH Tbpr. To3u Kputepui ce npunara n npy BbTPELUHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
Mepiypaen): 1. Cnen npoBeXaaHETo Ha eNEKTPOHHUS TbPr 38 BCEKW NEeKapCTBEH MPOAYKT, Lie
6baaT onpeaeneHn N3NbAHUTENM NO PAMKOBO CropasyMeHne Npuy cna3BaHe Ha crnegHuTe
npasuna: 3a Bcska HOMeHKraTypa, oT TexHudeckaTta crneumdpukaums, 3a U3nbiHUTENN No
PaMKOBOTO CnopasyMeHue Le ce onpeaensaT y4acTHUKbT NPeasioxkun Han-Hucka LeHa m
BCUYKM OPYrM y4acTHUUK, Npeanoxunu ueHa, koaTto e o 10 % no-BMcoka OT Han-HucKaTa
npeanoxeHa ueHa. Bb3noxutensart He NocTaBsa orpaHUYeHne 3a MakcumarneH 6pon
N3NbITHUTENW NO HOMEHKNaTypa. B cnyyan, Ye 3a fageHa HOMeHkNaTypa e Hanuue camo
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€[VH Y4YaCTHMK, 33 KOMTO He Ca Hanule OCHOBaHUATa 3a OTCTpaHsBaHe, NOCOYeH B
HacTosLaTa A0KyMEeHTaLMs; KOWTO OTroBaps Ha KpUTepuuTe 3a Noabop; Unu e Hanuue camo
e[lHO NnpeasioxeHne, KOeTo OTroBaps Ha NpeaBapuUTENHO 06SBEHMUTE YCIOoBUS Ha
Bb3NOXUTENS 3a U3NbIHUTEN HA CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpy BLTPELLHO KOHKYPEHTHUS N360p, NPOoBeXaaH OT nevyebHUTe 3aBedeHNs, 3a U3MbITHUTEN
e 6bae onpeaeneH KNacupaHUaT Ha MbPBO MACTO YY4aCTHUK, YNETO LIEHOBO NMPEANOXeHME e
Hal-HUCKO.

5.1.11. "Eyypa@a dnuociwv cupfdocswyv
MAWOOEG OTIG OTTOIEG €ival €TTIONUWG dIabEoipa Ta £yypaga tng dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypdewy TnG dnudaoiag cuupaong: https://cop.mh.government.bg/
Ad hoc diaulog emTikoIvwyviag:
Ovopaoia: LLOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoil dnuociwv cuppdoewyv
‘Opol1 uttoBoARg:
HAeKTpOVIKT) UTTOBOAN: YTTOXPEWTIKN
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
FAWOOEG OTIG OTTOIEC PUTTOPOUV Va UTTORANBOUV 01 TTPOCPOPEG 1 Ol AITFAOEIG CUPUETOXNG:
BouAyapikd
HAeKTPOVIKOG KATAAOYOG: Agv eTITRETTETAI
ATTauTEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTToypa®n i oppayida [6TTwg opileTal oTOoV
kavoviouo (EE) api® 910/2014]
MapaAAayég: Aev emTpETTETAI
MpoBeouia TTapaAafng Twv Tpoo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAikng
EupwPIng, Bepivh wpa Kevrpikng EupwPIng
Aidpkela Katd TNV oTToia TTPETTEl va TTAPANEVEL IoXuouoa n TTpoo@opd: 10 Mrveg
NMAnpo@opieg OXETIKA pe TN SnUdoIa atTocPpPAyIon:
Huepopnvia atroogpdyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikAg EupwPIng,
Bepivr) wpa KevtpikAg EupwPIng
Totog: B cuctemata
MpbdoBeTeg TTANPOYOPIES: HacToswaTa npoueaypa e u3uano enekTpoHHa U BCUYKU OeNCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT u3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTemMa, AOCTbMHA Ha crieaHnsa enekTpoHeH agpec: https://cop.mh.government.bg/
‘Opol TnG ouupaong:
H oUuuBaon TTpETrel va ekTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi
HAekTpOVIKH TIHOAGYNON: ETiTpéTTeTal
©a xpnoipoTtroindei NAeKTPOVIKA TTapayyeAia: Oxi
©a xpnoipoTroIinBei NAEKTPOVIKA TTANPWUNR: OXI
XpnNuUaToOIKOVOUIKEG puBUioEIg: Benykm KonuyecTsa, NocoYeHun B cneumdukaumsata Ha
EnekTpoHHaTa cuctema, ca ,,0pMEHTUPOBBYHN 1 ca MpeaMeT Ha BbafaraHe B pamMkuTe Ha
BbTPELLEH KOHKYpEeHTEH n3bop No pamkoBO crnopasymMeHue, No nokaHa Ha nedyebHurte
3aBefeHnsi — Bb3OXUTENN, MOCOYEHN B HAcTosLWaTa JOKyMeHTauma. B pamkute Ha
NpoBeXaaHUTe BbTPELLUHN KOHKYPEHTHU n3bopu, Wwe 6baaTt 3asaBsiBaHN KONMYECTBA,
CbObOpa3HO TeKyLUMTE HYXXON Ha BCSKO NnevyebHo 3aBedeHue, KaTto nevyebHOTO 3aBeeHne —
BB3MOXMTEN HE € ANbXHO Aa 3asBM 3a AOCTaBKa LsiNoTO LOroOBOPEHO KONMYECTBO, a nMma
npaBo Aa 3asBsiBa KOSIMYECTBA CbINacHO ENCTBUTENHUTE CU HYXXOWU, HO He noBeYe OT
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OOroBOpPeEHOTO. Cnep ckntoyBaHe Ha KOHKpeTEeH O0roBop, Bb3HMKBAT 3a4bJDKEHUATA 3a
3adaBABaHe, JOCTaBKa U 3annallaHe Ha AO0CTaBeHUTE NieKapCTBEHU NPOOYKTHU.

5.1.15. Texvikég
Zupowvia-TAaioio:
2UPQWVia-TTAQiCI0, hE ETTAVEKKIVNON dlaywVvIoUoU
AITioAdynon TngG SIAPKEIaG TG ouP@wviag-TTAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTosLaTta
obuiecTBeHa Nopbyka pamMKoBO CriopasyMeHue, LLie € 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 crnopasymMmeHne. MakCumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcreeHunte npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdobeto ayopaoTh: Bbanoxutenure - neyebHn 3aBegeHus 3a 6onHnYHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBeaeHUs 3a
6onHn4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUMHCKa NOMOLL, nevyebHu
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 MNMO3NTUBHMA NeKapCTBEH CNUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnMYeH eNneKkTPOHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NnekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHn 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asBku B nepuoaa 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.
MAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHO AYOPWV:
Kavéva duvapiké ouoTnua ayopwy
HAeKTPOVIKOG TTAEIOTNPIAOUOG: Val
O nAekTPOVIKOG TTAEIOTNPIACUOG TTPAYHOTOTTOIEITAI OTNV akOAouBn dieuBuvon: hitps://cop.mh.
government.bg/
Mepiypa@n): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKIOYEHN B
pPaMKOBOTO criopa3ymeHue e 6bae M3BbPLLEH Cref NpoBeXaaHe Ha eNeKTPOHEH Thbpr Mo
pena Ha un. 89-91 ot 30I1, ypes EnektpoHHaTta cuctema. lNpoBexaaHeTo Ha eNeKTPOHHNS
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C N3BpaHmMs
KpuUTepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpoHHUA Thpr we 6baaT
AONYyCHAaTU y4aCTHULMTE, YUNTO NPeanioKEHNA OTFOBapAT Ha M3MCKBAHMATA Ha Bb3NOXUTENS,
NMOCOYEHN B HacTosLaTa AOKyMeHTaums. ENeKTpoHHUAT Thpr, Le ce npoBexaa CbC CTbMKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna usano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 4O HamarnsBaHe Ha LueHaTta 3a equHuua Msipka, npeanioxeHa ot
CbOTBETHUSA Y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
eNeKTPOHHUA Tbpr ueHa. MNpeaun ctapTpaHe Ha eNeKTPOHHUS Tbpr, AOMNyCcHaTUTe
yyacTHMUMTE norfy4vaBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHavarnHaTa oueHka Ha odpepTuTe M. ENeKTpoHHNA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, crned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €QUH YYaCTHUK, e MOXe [a BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHaTa KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HAaCTbNBaHE Ha YacbT M AaTaTa NOCOYEHN B MOKaHaTa.
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5.1.16. Mepaitépw TTANPOPoOpieg, dilapuecoAdBnon Kal TTPocPUYNH
Opyaviopog TTpoo@uyng: Komucns 3a 3awmra Ha KOHKypeHumsTa
IMAnpo@opieg OXETIKA e TIG TTPOBeoieg eTTave¢ETaong: Ha ocHoBaHue un. 197, an. 1, 7. 1 ot
30I1, »xanbw moraT ga ce nogasat B AeCeT AHEBEH CPOK OT U3TMYaHEeTOo Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpewy pelleHMeTOo 3a OTKpUBaHe Ha npoueayparta u/unu peLeHneTo 3a
ofobpsiBaHe Ha NPOMeHU B ycroBusaTa no obsiBeHaTa npoueaypa

5.1. MaprTida: LOT-0004
Tithog: O6ocobeHa nosmumsa Ne 4, skntoyBaila 115 HomeHknaTypu
Mepiypaer: TEXHUYECKA CMNEUUOUKALINA ATC INN Form Quantity Note-CO9AA02
Enalapril nepopanHa t8bpaa4992475 C09AAQ3 Lisinopril nepopanHa 18bpaa2730917
C09AA04 Perindopril nepopanHa t18bpaa1033380 CO9AA05 Ramipril nepopanHa
TBbpAa1248975 CO9AAQ9 Fosinopril nepopanHa t18bpaa192340 CO9AA10 Trandolapril
nepopanHa TBbpaa29648 C09AA15 Zofenopril nepopanHa 1B8bpaa1092601 CO9BA02
Enalapril, Hydrochlorothiazide nepopanHa 18bpaa56878 20 mg/12,5 mg CO9BAO02 Enalapril,
Hydrochlorothiazide nepopanHa T8bpga15100 10 mg/12,5 mg CO9BAO02 Enalapril,
Hydrochlorothiazide nepopanHa 18bpaa2360 10 mg/25 mg CO9BAO3 Lisinopril,
Hydrochlorothiazide nepopanHa 1Bbpaa13740 10 mg/12,5 mg CO9BAO3 Lisinopril,
Hydrochlorothiazide nepopanHa 1Bbpaa7680 20 mg/12,5 mg CO9BA04 Perindopril,
Indapamide nepopanHa TBbpAa2560 8 mg/2,5 mg CO9BAO4 Perindopril, Indapamide
nepopanHa TBbpaa3d4622 5 mg/1,25 mg CO9BA04 Perindopril, Indapamide nepopanHa
T8bpAa12100 2 mg/0,625 mg CO9BAO4 Perindopril, Indapamide nepoparnHa T8bpaa9990 4 mg
/1,25 mg CO9BAO0S5 Ramipril, Hydrochlorothiazide nepopanHa T8bpaa2214 5 mg/12,5 mg
CO9BAO05 Ramipril, Hydrochlorothiazide nepopanHa T8bpaa2070 10 mg/12,5 mg CO9BA05S
Ramipril, Hydrochlorothiazide nepopanHa T8bpaa2100 10 mg/25 mg CO9BAOS Ramipril,
Hydrochlorothiazide nepopanHa T8bpaa2400 5 mg/25 mg CO9BAQ9 Fosinopril,
Hydrochlorothiazide nepopanHa T8bpaa8772 C09BB02 Enalapril, Lercanidipine nepoparnHa
TBbpAa2700 10 mg/10 mg CO9BB02 Enalapril, Lercanidipine nepopanHa tT8bpaa600 20 mg/10
mg C09BBO03 Lisinopril and amlodipine nepopanHa 18bpaa6780 20 mg/5 mg C09BB03
Lisinopril and amlodipine nepopanna 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 nepoparnHa t8bpaa14338 10 mg
/10 mg C09BB04 Perindopril, Amlodipine nepopanHa 18bpaa12420 5 mg/10 mg C09BB04
Perindopril, Amlodipine nepoparnHa t8bpaa3640 8 mg/5 mg C09BB04 Perindopril, Amlodipine
nepoparnHa T8bpaas5910 4 mg/5 mg C09BB04 Perindopril, Amlodipine nepopanHa
T8bpAa3300 4 mg/10 mg CO9BB04 Perindopril, Amlodipine nepopanHa 18bpaa3300 8 mg/10
mg C09BBO04 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 CO09BBO7 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 T8bpaal11738 5 mg/1,25 mg
/5 mg CO9BX01 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
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mg C09BXO01 Perindopril, Amlodipine, Indapamide nepoparnHa tBbpaa 4600 8 mg/10 mg/2,5
mg C09BXO02 bisoprolol, perindopril nepopanHa tBbpaa 2760 10 mg/ 5 mg C09BX02
bisoprolol, perindopril nepopanHa TBbpAa 2700 10 mg/ 10 mg C09BX02 bisoprolol, perindopril
nepopanHa tBbpaa 5350 5 mg/ 10 mg C09BX02 bisoprolol, perindopril nepopanHa TBbpaa
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 CO9CAOQ1 Losartan nepoparnHa 18bpaa 1915980 CO9CA02
Eprosartan nepopanHa t8bpaa 4308000 CO9CAO03 Valsartan nepopanHa 1Bbpaa 32746270
CO9CA04 Irbesartan nepopanHa TBbpaa 8120105 CO9CA06 Candesartan nepopanHa TBbpaa
2008000 CO9CAQ7 Telmisartan nepopanHa TBbpaa 5158924 CO09CA08 Olmesartan
medoxomil nepopanHa TBbpaa 498560 CO9DAO1 Losartan, Hydrochlorithiazide nepopanHa
TBbpaa 18790 50 mg/12,5 mg CO9DAO1 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
C09DAO03 Valsartan, Hydrochlorothiazide nepopanHa 1Bbpaa 352382 160 mg/12,5 mg
C09DA04 Irbesartan and diuretics nepopanHa TBbpaa 14162 150 mg/12,5 mg CO9DA04
Irbesartan and diuretics nepopanHa TBbpaa 2820 300 mg/12,5 mg CO9DA06 Candesartan,
Hydrochlorothiazide nepopanHa T8bpga 3000 8 mg/12,5 mg CO9DA06 Candesartan,
Hydrochlorothiazide nepopanHa TBbpga 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 nepopanna tBbpaa 3900 40 mg/12,5 mg
C09DB01 Amlodipine, Valsartan nepopanHa T8Bbpaa 11166 5 mg/160 mg C09DBO01
Amlodipine, Valsartan nepopanna t8bpaa 8100 10 mg/160 mg C09DB02 Olmesartan
medoxomil and amlodipine nepopanHa T8bpaa 7750 20 mg/5 mg CO09DB02 Olmesartan
medoxomil and amlodipine nepopanHa TBbpaa 4160 40 mg/5 mg CO9DB04 Telmisartan,
Amlodipine nepopanHa TBbpaa 7580 80 mg/5 mg CO09DB04 Telmisartan, Amlodipine
nepopanHa TBbpaa 4320 80 mg/10 mg lNpoabrmkeHne Ha TexHnyeckaTta cneundukaums e B
none: flonbnHutenHa nHgpopmayms (BT-300-Lot)

EowTtepikd avayvwploTikO: 435247

5.1.1. ZKomég
XapakTtpag NG ouppBaong: Ayabd
Kdpia tagivounon (cpv): 33600000 dapuakeuTiKa TTPoidvVTa
MpdoBeTn Tagivounon (cpv): 33622100 Pdpuaka Bepatreiag Twv KapdIOKWVY TTaBRoewv

5.1.2. Toémrog ekTéAeong
Taxudpouikr) dieuBuvon: Bwnrapus, rp. Codwus, MNMnowan Ceeta Hepgens Ne 5
MéAN: Codua
TayxudpouIkog kwdikag: 1000
YTmodiaipeon xwpag (NUTS): Codusa (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbnrapusa®

5.1.3. EKTIJWPEVN SidpKelIa
Huepopnvia évapéng: 28/02/2025
Aidpkela: 2 'ETn
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5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Atia
ExkTipwpevn agia xwpic PriA: 536 590,89 BGN

5.1.6. Tevikég TTAnpo@opieg
Mpokerral yia eTTavaAaupavouevn diadikaoia dnuociwv cuppacewv
Mepiypan): JleuebHnTe 3aBeaeHNSA BL3NOXUTENN MOraT Aa NnpoBeaaTt eauH Ui HAKOJTKO
BbTPELLUHO-KOHKYPEHTHM M360pU Bb3 OCHOBA Ha CKITHOYEHOTO PAaMKOBO CMOpa3yMeHue
CbOBPa3HO TEKYLUUTE UM HYXOMN.
KaT’ amroKAEIOTIKOTNTA CUMUETOXNA:
Agv TTAPAXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdaoewy 1Tou dgv xpnuatodoreital atrd Ta Tapeia 1ng EE
H dnuooia cupBacn KAAUTITETAI ATTO T CUPPWVIa yia TIG dnudoieg ouppdoclg (XAZ): val
MpboBeTeg TTANPOYOPIES: 1. OnpegeneHnTe U3NbIIHUTENN MO PaMKOBOTO CriopasyMeHne He
AbIKaTt rapaHuuns 3a U3nbrHeHMe Npu cknovBaHe My. MapaHumaTa 3a U3NbHEHWE Ha BCEKU
KOHKpEeTEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKITHO4EHO pPaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha A4oroeopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH [0C, B cny4van 4e JoroBopa € Ha CTOMHOCT paBHa unmu
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu nog 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
n3NbITHEHNE He ce n3mnckea. 2. NpoabikeHne Ha TexHnyeckaTa cneundmkaumsa ot none:
Onucanue (BT-24-Lot) CO9DB07 Candesartan, Amlodipine nepopanHa 1Bbpaa 4780 16 mg/5
mg C09DB07 Candesartan, Amlodipine nepopanHa t18bpga 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 CO09DX03 Olmesartan medoxomil, amlodipine
and hydrochlorothiazide nepoparnHa tBbpaa 1200 40 mg/5 mg/25 mg C09DX03 Olmesartan
medoxomil, amlodipine and hydrochlorothiazide nepopanHa TBbpaa 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 nepopanHa tBbpaa 2100 97 mg/103
mg C09DX04 Sacubitril, Valsartan nepoparnHa TBbpaa 2552 24 mg/26 mg C09DX04
Sacubitril, Valsartan nepopanna tBbpaa 2180 49 mg/51 mg C10AA01 Simvastatin nepopanHa
TBbpaa 1872500 C10AA04 Fluvastatin nepopanHa tBbpaa 153040 C10AAQ5 Atorvastatin
nepopanHa Tebpaa 5234394 C10AA07 Rosuvastatin nepopanHa tBbpaa 3469554 C10AA08
Pitavastatin nepopanna tBbpaa 20740 C10AB05 Fenofibrate nepopanHa TBbpaa 248826
C10ABO08 Ciprofibrate nepopanHa tTBbpaa 286000 C10AX09 Ezetimibe nepopanHa TBbpaa
119320 C10BA04 Fenofibrate, Simvastatin nepopanHa tBbpaa 6000 C10BAO05 Atorvastatin,
Ezetimibe nepopanHa tBbpaa 1200 10 mg/10 mg C10BAOS5 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 nepoparnHa t8bpaa 7750 10 mg/10 mg C10BX03
Atorvastatin, Amlodipine nepopanHa TBbpaa 2400 20 mg/10 mg C10BX03 Atorvastatin,
Amlodipine nepoparnHa TBbpaa 2400 20 mg/5 mg C10BX03 Atorvastatin, Amlodipine
nepoparnHa Tebpaa 11360 10 mg/5 mg C10BX09 Rosuvastatin, Amlodipine nepopanHa
TBbpaa 600 10 mg/5 mg C10BX11 Atorvastatin, Perindopril, Amlodipine nepopanHa TBbpaa
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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. Zrpatnyikég dnpooieg cUPPAOEI
2TOXO0G TwV OTPATNYIKWY dnuociwv cupfaocewy: Kauia otpatnyikr) dnuooia cuupacn
Kpimipia Tpaoivwy dnPooiwy CUPBAcewY: Agv UTTAPXOUV KPITAPIA YIa TTPACIVEG dNUOOCIEG
ouppaoceig

5.1.8. Kpithpia mpooBacipéTnTag
Agv TTepIAauBavovTal KPITAPIa TTPOCRACIYOTATAS VIO TA GTOUA PE avVaTTNPIES JE TNV akOAoubn
aImioAéynon
AImioAdéynon: JNlekapcTBeHUTe NPOAYKTM ca 0BeKT Ha perynaumsi No OTHOLIEHME Ha OnakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLUTE Ce U3MOM3BaT M OT Nnua ¢ yBpexaaHus, ce
crnasBaT M3UCKBaHMATA Ha €BPOMENCKOTO 3akOHOA4ATECNTBO B Ta3n obnacTt, npeaBua KOeTo He
€ HeobxoauMo Aa ce NOoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBNHOCT 3a fnvua ¢
yBpexaaHus.

5.1.9. Kpitipia €mAoyng
Kpimplo:
Eidog: Oikovouikn Kal xpnuaTodoTIKr ETTAPKEIQ
Ovopaoia: Ha ocHoBaHue yn. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHuuuTe B
npouenyparta 3a nocrneaHuTe Tpyu NPUKIIOYMN UHAHCOBU rOAMHM Aa ca peanuavpani
MUHUManeH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.
Mepiypaer) Tou KpITnpiou €TTIAOYNAG: Peanuanpannsat MmHMManeH o6opoT B cdepaTa,
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 nogasa odepTara, B Criyyan 4Ye yyactBa 3a noseye oT egHa. [log MmHMmManeH
oboporT B chepaTa, nonagalla B obxeata Ha nopbykarta, crieaBa ga ce pasdupa obopoT
peanuavpaH OT TbProBusa C fiekapcTBeHn npoaykTn. CernacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe Aa obxBalla 1 No-kpaTbk Nepmnos B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3aafeH Unn e 3anodHan genHocTTa cu. [lokyMeHTUTE 3a NOCTaBeHNs
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 30T, 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.
Xprion autou Tou KpIThpiou: XpnOoIWoTToIEiTal

Kpimiplo:

Eidog: KataAAnASTNTA yia TRV AOKNON TNG ETTAYYEAUATIKAG dpaoTnPIOTNTAG

Ovopaoia: YyacTHMuuTe cnegsa ga ca BNMcaHn B TbProBCKUS PerMcTbp U/unm B CbOTBETEH
npodecroHarneH perucTsp, a 3a YyXXaecTpaHH nuua - B aHanorn4yHu permcTpu CbrinacHo
3aKoHOLaTEerNCTBOTO Ha AbpKaBaTa YfieHKa, B KOATO ca YCTaHOBEHW.

Mepiypar) Tou KpITnpiou €MAOYNAG: YyacTHMUMTE B obLLecTBeHaTa nopbyka Tpsabsa aa
nputexxasaT paspeLleHne 3a NPOoM3BOACTBO, U3aafeHo Nno pefa Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU UK yOOCTOBEPEHME 3a percTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
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paspelueHue 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa C nonbneaHe Ha 4vacT |V,
6ykea ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMEpP M AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
Npou3BoACTBO, n3gaaeHo no peaa Ha 3J1MXM munu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU UM Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fekapCTBeHU
NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHUKa onpefeneH 3a U3nbiHUTen, npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unu npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMEe Ha BanuaHo paspeLleHne 3a Nnpons3BoACTBO, U3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha eapo C NeKapCTBEHU NPOAYKTU UK yAOCTOBEPEHUE 3a permcrpaums 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noXxntenaT He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, y4OCTOBepsiBaLl, MPaBoTo
3a TbProBus C fiekapCTBEHU NPOAYKTU UNKN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
“Ma JOCTbN MO crnyebeH NbT unu Ypes NnyoervyeH perucTbp, UNn KoraTo CbLUMTEe MoraT aa
6baaT ocurypeHn Ypes npsik n 6esnnateH gocTbn A0 HauMoHanHuTe 6asn gaHHM Ha
ObpPXaBUTE YNEHKN.

Xprion autou Tou KpITnpiou: XpnOoIWoTToIEiTal

5.1.10. Kpithpia avadeong
Kpitfpio:
Eidog: Tiun
Ovopaoia: MikoHoMu4eckn Han-nsrogHata ocepTta ce onpenensi Bb3 OCHOBa Ha Han-HMUCKaTa
LeHa crnep NnpoBefeH enekTpoHeH Tbpr. To3u Kputepui ce npunara n NnpyM BbTPELUHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Mepiypaen: 1. Cnen npoBexXaaHETO Ha ENEKTPOHHNUS TbPr 3@ BCEKWN NEKapCTBEH NPOAYKT, Lie
6baaT onpeaeneHn U3NbAHUTENM NO PaMKOBO CropasyMeHue npuv cna3BaHe Ha cnegHuTe
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneymdukaums, 3a U3nbHUTENN MO
PaMKOBOTO CropasyMeHue Le ce onpeaenaT y4aCcTHUKbT NPeasioxuIl Han-H1Ucka LeHa u
BCUYKWN OPYrN yHaCTHULN, NPpeanoXunu LeHa, kosato e 0o 10 % no-sucoka oT Han-HuckaTa
npeanoxeHa ueHa. Bb3noxutensar He NocTaBsa orpaHUyeHne 3a MakcumMmaneH 6pon
N3NbIHUTENW NO HOMEHKNaTypa. B cnyyan, 4Ye 3a fageHa HOMeHKNaTypa e Hanuue camo
e0VH YYaCTHUK, 3a KOWTO He ca Hanuue oCHoBaHuATa 3a OTCTpaHABaHe, NoCOYEHU B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e HO NpeanoxeHune, KOETO OTroBaps Ha NpeaBapuTenHo obsBeHUTe ycrioBnsa Ha
BB3MOXMTENS 3a U3NBHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpegens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n36op, NpoBexaaH OT redebHnTe 3aBedeHus, 3a U3NbIHUTEN
we 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEAnoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnuociwv cuupdoswyv
FAWOOEC OTIG OTTOIEG ival €TIONUWG dlabéaipa Ta £yypaga tng dnudaciag cuppaong:
BouAyapikd
AleBuvon Twv gyypapwy Tng dnuooiag ocupupaong: https://cop.mh.government.bg/
Ad hoc diaulog emmikoIvwviag:
Ovopagoia: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoil dnuociwv cuppdoewyv
Opoi uttoBoARg:
HAekTpOVIKR UTTOBOAN: YTTOXPEWTIKN
Aig0Buvon yia uttofoAn: https://cop.mh.government.bg/
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https://cop.mh.government.bg/
https://cop.mh.government.bg/Messages/Messages
https://cop.mh.government.bg/

"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda

HAEKTPOVIKOG KATAAOYOG: Agv eTTITPETTETAI

ATTQITEITAI TTPONYMEVN ] EYKEKPIUEVN NAEKTPOVIKE UTTOYPA@r] 1] o@payida [6TTwG opideTal oTOV
kavovioud (EE) api® 910/2014]

MapaAhayég: Agv eTITPETTETAI

MpoBeoyia TTapaAafng Twv Tpoo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAiKng
EupwPIng, Bepivr wpa Kevrpikig EupwPIng

AlGpKela KOTA TNV OTToia TTPETTEI va TTAPAMEVEL IoXUouoa n TTpoo@opd: 10 Mrveg
NMAnpo@opieg OXETIKA pe T SnUooIa atTTocPpPAyIon:

Huepopnvia atrooepadyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikig EupwPIng,
Bepivi) wpa KevtpikAg EupwPIng

Totog: B cuctemara

MpbdoBeTeg TTANPOYOPIES: HacToswaTta npoueaypa e u3uano enekTpoHHa 1 BCUYKN OENCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT n3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTema, AOCTbIHA Ha criefHUs enekTpoHeH agpec: https://cop.mh.government.bg/

‘Opol Tng ouuBaong:

H oUuBaon mrpétmel va ekTeAEiTal OTO TTAQICIO TTPOYPAUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi

HAekTpOVIKN TIHOAGYNnON: EmiTpéTTeTal

Oa xpnoipoTroinBei NAEKTPOVIKA TTapayyeAia: oxl

Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI

XPNHOTOOIKOVOMIKEG puBUioEIG: Benukn kKonuyecTsa, NOCOYEHN B cneyudukaunsaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPpeAMeT Ha Bb3naraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBO cropasymMeHue, No nokaHa Ha nedebHuTte
3aBefeHus — Bb3NOXUTENW, MOCOYEHM B HacTosLWwata AoKyMmeHTaums. B pamkute Ha
NpoBeXaaHNTe BbTPELLHN KOHKYPEHTHM n3bopu, e 6baaT 3asBsiBaHN KONMYECTBA,
CbOoOpasHO TEKYLLUMTE HYXKAM Ha BCSAKO ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
BB3MOXMTEN HE € ANBbXHO Aa 3asBM 3a 4OCTaBka LsiNoTO 4OroBOPEHO KONMYECTBO, a nma
npaBo Ja 3asaBsiBa KONIMYECTBa CbIacHO AENCTBUTENHUTE CU HYXOWU, HO HE noBeye oT
AoroBopeHoTo. Cnep cknoYBaHe Ha KOHKPETEH JOroBOp, Bb3HMKBAT 3a4b/KEHUSATa 3a
3asaBsBaHe, [OCTaBKa 1 3annallaHe Ha JOCTaBeHUTE fekapCTBEHM NPOOYKTH.

5.1.15. Texvikég
Zupowvia-TAaioio:
2UMQWVia-TTAQiCI0, hE ETTAVEKKIVNON dlaywVvIoUoU
AITioAdynon TngG SIAPKEIaG TG ouP@wviag-TTAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTosLaTta
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 rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdobeto ayopaoTh: Bbanoxutenure - neyebHn 3aBegeHus 3a 6onHn4YHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBeaeHUs 3a
6onHn4Ha nomoly no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUMHCKa NOMOLL, nevyebHu
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
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CTOKM — NleKapCTBEHW NpoAyKTn oT Mo3nTUBHUS NekapCTBEH CNUCHK No yn. 262 ot 3J1MXM,
BAMCaHN B NyGnnYeH enekTpoHEH PerucTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxsawla 3asgBeHuTe ot
NnocoYeHnTe no-gony nevyebHn 3aBeaeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBkM B nepuoga mecel, pespyapu un mecel, mapt 2024 r.
MoaopobeH cnuchk Ha neyebHUTe 3aBedeHNs ce Cbabpxa B [lIokyMeHTauusiTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHA AYOPWV:

Kavéva duvapiké oUuoTnua ayopwy

HAEKTPOVIKOG TTAEIOTNPIACNOG: val

O nAEKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akoAouBn dieuBuvon: https://cop.mh.
government.bg/

Mepiypa@r): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKIHOYEHN B
pPaMKOBOTO CropasymMeHue Lie 6bae U3BbpLLEH cred NpoBexXaaHe Ha eNekTPOHEH Tbpr Mo
pega Ha un. 89-91 ot 30I1, upes EnekrpoHHaTa cuctema. [NpoBexaaHeTo Ha eNeKTPOHHUS
Tbpr LWe ce npeaxoxaa OT MbpBOHAYarHa oueHka Ha opepTuTe B CbOTBETCTBME C U3bpaHus
KpuUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpoOHHUA Tbpr we 6baat
AONyCHAaTW y4aCTHULMTE, YUNTO NPeanoXKEHNA OTFOBapsAT Ha M3MCKBAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosiLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhKkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4OMNyCHAaTUTE
yyacTHMUMTE Nofy4vaBaT NoKaHa, B KOSITO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NMbpBOHavanHaTa oueHka Ha ogpepTuTe M. ENeKTpoHHNA Thpr Lwe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpalwaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OQUH 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. Mepaitépw TTANPoOPoOpieg, diapecoAdBnon Kal TTPooPuUYR
Opyaviouog Tpoo@uyng: Komncns 3a 3awmrta Ha KOHKypeHumaTa
MAnpo@opieg OXETIKA e TIG TTPoBeoieg eTTaveEETaong: Ha ocHoBaHue yn. 197, an. 1, 7. 1 ot
30I1, xanbwu moraT aa ce nogaeaT B AeceT AHEBEH CPOK OT M3TUYaHETO Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpeLlly pelLleHMeTO 3a OTKpUBaHE Ha npoueayparta u/unu peLeHneTo 3a
onobpsiBaHe Ha NPOMeHM B yCInoBusiTa No obsiBeHaTa npoueaypa

5.1. MapTida: LOT-0005
Tithog: O6ocobeHa nosmuma Ne 5, BkntouBaiya 107 HOMeEHKNaTypu
Mepiypaen: TEXHUYECKA CMNEUVNOUKALMNA ATC INN Form Quantity Note DOBAG02
Povidone-iodine gepmanHa nonytebpaa 6473832 DOS8AGO02 Povidone- iodine gepmanHa
TeyHa 68459870 GO2AD04 Carboprost napeHTepanHa 2020 G02CB01 Bromocriptine
nepopanHa TBbpaa 98945 G02CB03 Cabergoline nepopanHa TBbpaa 458 GO3DA04
Progesterone napeHtepanHa 2100 GO3GA01 Chorionic gonadotrophin napeHTepanHa
1000000 GO3GAO02 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
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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
napeHTepanHa 2967626 6,31 mg HO2AB04 Methylprednisolone nepopanHa 1Bbpaa 920238
HO2AB09 Hydrocortisone nepoparnHa 18bpaa 18000 HO3AAO1 Levothyroxine sodium
nepopanHa TBbpaa 249308 HO3AAO1 Levothyroxine sodium nepopanHa Te4yHa 1950
HO3BAO2 Propylthiouracil nepopanHa 1Bbpaa 498410 HO3BB02 Thiamazole nepoparnHa
TBbpaa 232777 HO4AAO1 Glucagon napeHTepanHa 5596 HO5BX01 Cinacalcet nepoparnHa
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
JO1CRO5 Piperacillin, Tazobactam napeHTtepanHa 1010118210 JO1DB04 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 JO1DDO02
Ceftazidime napeHTepanHa 155346160 1000 mg JO1DDO02 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 JO1DDS52 Ceftazidime and
beta-lactamase inhibitor napeHtepanHa 20906 J01DD62 Cefoperazone, Sulbactam
napeHtepanHa 685547000 JO1DEO1 Cefepime napeHTtepanHa 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 JO1EEQO1 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 JO1GBO01 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 nHxanatopHa 52536 JO1XB01
Colistimethate sodium napeHTtepanHa 240995 JO1XB01 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 JO2ACO05 Isavuconazole napeHTepanHa 6179 JO2ACOS5 Isavuconazole nepoparnHa
TBbpAa 243000 JO2AX05 Micafungin napeHTtepanHa 101 JO2AXO06 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
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nepopanHa Tebpaa 60 JOSAF05 Lamivudine nepopanHa tebpaa 800000 JOSAFQ7 Tenofovir
disoproxil nepopanHa TBbpaa 980000 JOSAHO1 Zanamivir nuxanatopHa 21700 JOSAHO02
Oseltamivir nepopanHa 1Bbpaa 7009100 JO5SAR10 Lopinavir, Ritonavir nepoparnHa TBbpaa
1970000 JO5AX10 Maribavir nepopanna t8bpga 1075200 JO6BAO1 Immunoglobuline, normal
human for extravascular adm. MNapeHnTepanHa 5807350 JO6BB04 Hepatitis B immunoglobulin
napeHtepanHa 100000 JO7BCO1 Hepatitis B, purified antigen napentepanHa 1845 10mcg/0,5
ml JO7BCO1 Hepatitis B, purified antigen napeHTepanHa 8006 20 mcg/1 ml JO7BCO02 Hepatitis
A, inactivated, whole virus napeHTtepanHa 980

EowTtepikd avayvwploTiko: 435250

5.1.1. ZKomrég
XapakTtpag NG ouppBaong: Ayabd
Kupia tagivounon (cpv): 33600000 dapuakeuTiKa TTPoIidvVTa
MpbdoBeTn Tagivounon (cpv): 33631000 Pdpuaka TTadnoewv dépuatog, 33641300 MevvnTIKES
OPMOVEG Kal PUBUIOTEG TOU YEVVNTIKOU OUCTANATOG, 33642200 KOPTIKOOTEPOEID) GUOTNUATIKAG
xpnong, 33642000 ®apuaka CUCTNUATIKWY OPHOVWYV, EEAIPOUNEVIIV TWV YEVVNTIKWY OPUOVWV
, 33651100 AvTipikpoBiokd cuoTnuatikAg xpriong, 33651200 AvTIMUKNTIAOIKA CUOTNPOTIKAG
xpnong, 33651400 looTatiké cuoTnuaTikng xprnong, 33651520 Avoocoogaipiveg, 33651600
EupoAia

5.1.2. Tomog ekTéAEong
Tayudpopikn dievBuvon: bwvnrapus, rp. Codwms, MNMnowag Ceeta Hegensa Ne 5
MéAN: Codumsa
TaxudpouIkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTIpWpMEVN SidpKeEla
Huepopnvia évapéng: 28/02/2025
Aiapkeia: 2 'Emn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Agia
EkTipwpevn agia xwpic GrA: 142 115 127,90 BGN

5.1.6. Tevikég TTAnpo@opieg
Mpodkertal yia eTravaAauBavouevn diadikacia dnuociwv cupBAacEwWyY
Mepiypaen): JleuebHUTE 3aBeAEHNS BB3NOXUTENN MOraT Aa NpoBeAaT €4uH UMK HAKOSKO
BbTPELUHO-KOHKYPEHTHM n360pn Bb3 OCHOBA Ha CKINIOYEHOTO pamMKOBO CropasyMeHmne
CbOOPa3HO TEKYLLUNTE UM HYXOMN.
Kat’ amroKA€IOTIKOTNTA CUMHETOXNA:
Aev TTAPOXWEEITAI CUPPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia Tng EE
H dnudoia oupBacn KAaAUTITETAI ATTO TN CUPPWVIa yia TIG dnNUooieg oupBaocelg (ZAX): val
MpbdoBeTeg TTANPOYOpics: OnpeaeneHnTe N3NbIIHUTENM MO PaMKOBOTO CropasyMeHne He
AbrIhKaT rapaHumnsa 3a U3nbrHEHME NPU CKNtoYBaHe My. MapaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKpPEeTEH A0roBOp, CKMNIOYEH crieq NpoBeaAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO crnopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
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Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
M3MNbIHEHNE HE Ce U3NCKBA.

5.1.7. Zrpatnyikég dSnuooieg cupPaoEIg
210X0G TWV OTPATNYIKWY dnuociwv cupBacewv: Kauia atpatnyikr) dnudéoia cupBaon
Kpitipia Tpdoivwy dnNPooiwy cupBacewv: Agv UTTApXOouV KPITAPIA yia TIPACIVEG dNUOCIEG
ouppdoeig

5.1.8. Kpithpia mpoofacipoTnTag
Agv TTEpIAaUBAvovVTal KPITAPIO TTPOCRACIUOTATAS VIO TA ATOUA PE avaTTnPieg JE TNV akOAoubn
aImioAéynon
AImioAdynon: JlekapctBeHTe NPOAYKTN ca OBEKT Ha perynaums no oTHOLWEHME Ha ONakoBaHe,
NINCTOBKN N HA4YMUH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce U3NON3BAT M OT Nnua C yBpeXaaHus, ce
cnasBaT U3UCKBaHUATa Ha eBPOMENCKOTO 3aKOHOAATECHTBO B Ta3n obnacT, npeasuna KoeTo He
e Heo6xoaMMO [a ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢
yBpexaaHus.

5.1.9. Kpithpia €mAoyng
Kpitrpio:
Eidog: OikovopIkn Kal xpnuaTtodoTIKr ETTAPKEIQ
Ovopacia: Ha ocHoBaHwue un. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuumTe B
npouenypara 3a nocrnegHuTe Tpyu NPUKIIOYUNN PUHAHCOBU rOgMHM Aa ca peanusvpani
MUHMMarneH obopoT B cdhepaTa, nonagalla B obxeara Ha nopbykarta, n3ymcrneH Ha 6asa
roauwHuTe ob6opoTy.
Mepiypaer) Tou KpITnPiou €TTIAOYNG: PeanuanpaHnsat MuHuManeH obopoT B cdepaTa,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe o6opoTH, crneaea aa e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMEHKNaTypaTa, 3a KOsATO ce yyactBa unm Ha 1 % ot cbopa
Ha MNPOrHO3HWUTE CTOMHOCTU Ha CbOTBETHUTE HOMEHKNATypun B 060cobeHnTe no3mumm, 3a
KOUTO ce nofaea odepTaTa, B Cryvan Yye yyacTBa 3a nosede ot egHa. o MmHumaneH
o6opoT B chepaTa, nonagawla B o6xeaTa Ha nopbykaTta, cnegsa aa ce pasbvpa obopot
peanuavpaH OT TbProBusa ¢ iekapcTBeHn npoayktn. CernacHo yn. 62, an. 3 ot 30T,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-kpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsiTO
YYaCTHUKBT € Cb34adeH Unu € 3anoyHan gevHocTTa cu. [IokyMeHTUTEe 3a NoCTaBeHUs
KpUTEpPUn, KOUTO Ce NPeaCTaBAT NpU NOUCKBaHe B X04a Ha npouegyparta unm oT y4acTHuKa
onpenerneH 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 cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.
Xprjon autou Tou KpIThpiou: XpnOIKOTToIETal

Kpitrpio:

Eidog: KataAAnAGTNTA yIa TNV doKnon TNG ETTAYYEAMATIKAG dpacTnpIoTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BnvcaHn B TbProBCKUS PEMMCTLP WU/Mnn B CbOTBETEH
npodecroHarneH perncTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4Hu permcTpu cbrinacHo
3aKOHOAATENCTBOTO Ha AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMumMTE B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexaBaT 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 €4p0 C fIeKapCTBEHW MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (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

781671-2024 Page 33/49



3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AEKnapupa ¢ nonbrBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMeP U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NpPOM3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a TbproeBusi Ha €4po C NIEKAaPCTBEHMU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbpProBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspelleHne 3a Npon3BoacTBo, n3gageHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa JOCTbM MO cryXebeH NbT unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KpIThpiou: XpnOIYOTToIETal

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovopaaia: MkoHoMU4eckn Han-nsrogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LueHa crnepj NnpoBefeH ernekTpoHeH Tbpr. To3u Kputepui ce npunara n npy BbTPeLUHO
KOHKYpPEHTHUTE M360opun OT nevyebHuTe 3aBefeHus.
Mepiypaen): 1. Cnen npoBeXa4aHETO Ha eNEKTPOHHUS TbPr 38 BCEKW NEKapCTBEH MPOAYKT, Lie
6baaT onpeaeneHn N3NbAHUTENM NO PAMKOBO CropasyMeHne Npuy cna3BaHe Ha crnegHuTe
npasuna: 3a Bcska HOMeHKraTypa, oT TexHudeckaTta crneumdpukaums, 3a U3nbiHUTENN No
PaMKOBOTO CNopasyMeHue e ce onpeaensaT y4acTHUKbT NPeasioxkun Han-Hucka LeHa m
BCUYKM OPYrM y4acTHUUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HucKaTa
npeanoxeHa ueHa. Bb3noxutensart He NnocTaBsa orpaHUYeHne 3a MakcumarneH 6pon
N3NbITHUTENW NO HOMEHKNaTypa. B cnyyan, Ye 3a fageHa HOMeHkNaTypa e Hanuue camo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosLwaTa JOKyMEeHTauns; KOMTO OTroBaps Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
BBb3MOXUTENS 3a U3NBHUTEN Ha CbOTBETHATa HOMEHKNATypa, ce onpegerns Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
Wwe 6bae onpedeneH KNacupaHUAT Ha MbPBO MSACTO YY4ACTHUK, YMETO LIEHOBO NpeanoxXeHve e
Han-HUCKO.

5.1.11. "Eyypa@a dnuociwv cupfdocwv
MAWOOEG OTIG OTTOIEG €ival ETTIONUWG dIabEoipa Ta £yypaga tng dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypaewy Tng dnudaoiag cuuBaong: https://cop.mh.government.bg/
Ad hoc diaulog emTIKoIVWViag:
Ovopaoia: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoi dnuociwv cuppdocewv
‘Opoi1 utroBOoARG:
HAekTPOVIKY) UTTOBOAR: YTTOXPEWTIKA
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
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"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda

HAEKTPOVIKOG KATAAOYOG: Agv eTTITPETTETAI

ATTQITEITAI TTPONYMEVN ] EYKEKPIUEVN NAEKTPOVIKE UTTOYPA@r] 1] o@payida [6TTwG opideTal oTOV
kavovioud (EE) api® 910/2014]

MapaAhayég: Agv eTITPETTETAI

MpoBeoyia TTapaAafng Twv Tpoo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAiKng
EupwPIng, Bepivr wpa Kevrpikig EupwPIng

AlGpKela KOTA TNV OTToia TTPETTEI va TTAPAMEVEL IoXUouoa n TTpoo@opd: 10 Mrveg
NMAnpo@opieg OXETIKA pe T SnUooIa atTTocPpPAyIon:

Huepopnvia atrooepadyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikig EupwPIng,
Bepivi) wpa KevtpikAg EupwPIng

Totog: B cuctemara

MpbdoBeTeg TTANPOYOPIES: HacToswaTta npoueaypa e u3uano enekTpoHHa 1 BCUYKN OENCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT n3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTema, AOCTbIHA Ha criefHUs enekTpoHeH agpec: https://cop.mh.government.bg/

‘Opol Tng ouuBaong:

H oUuBaon mrpétmel va ekTeAEiTal OTO TTAQICIO TTPOYPAUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi

HAekTpOVIKN TIHOAGYNnON: EmiTpéTTeTal

Oa xpnoipoTroinBei NAEKTPOVIKA TTapayyeAia: oxl

Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI

XPNHOTOOIKOVOMIKEG puBUioEIG: Benukn kKonuyecTsa, NOCOYEHN B cneyudukaunsaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPpeAMeT Ha Bb3naraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBO cropasymMeHue, No nokaHa Ha nedebHuTte
3aBefeHus — Bb3NOXUTENW, MOCOYEHM B HacTosLWwata AoKyMmeHTaums. B pamkute Ha
NpoBeXaaHNTe BbTPELLHN KOHKYPEHTHM n3bopu, e 6baaT 3asBsiBaHN KONMYECTBA,
CbOoOpasHO TEKYLLUMTE HYXKAM Ha BCSAKO ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
BB3MOXMTEN HE € ANBbXHO Aa 3asBM 3a 4OCTaBka LsiNoTO 4OroBOPEHO KONMYECTBO, a nma
npaBo Ja 3asaBsiBa KONIMYECTBa CbIacHO AENCTBUTENHUTE CU HYXOWU, HO HE noBeye oT
AoroBopeHoTo. Cnep cknoYBaHe Ha KOHKPETEH JOroBOp, Bb3HMKBAT 3a4b/KEHUSATa 3a
3asaBsBaHe, [OCTaBKa 1 3annallaHe Ha JOCTaBeHUTE fekapCTBEHM NPOOYKTH.

5.1.15. Texvikég
Zupowvia-TAaioio:
2UMQWVia-TTAQiCI0, hE ETTAVEKKIVNON dlaywVvIoUoU
AITioAdynon TngG SIAPKEIaG TG ouP@wviag-TTAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTosLaTta
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 rognHa - KoraTo no AoroBopa He ca n3yepnaHu BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdobeto ayopaoTh: Bbanoxutenure - neyebHn 3aBegeHus 3a 6onHn4YHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBeaeHUs 3a
6onHn4Ha nomoly no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUMHCKa NOMOLL, nevyebHu
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
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CTOKM — NleKapCTBEHW NpoAyKTn oT Mo3nTUBHUS NekapCTBEH CNUCHK No yn. 262 ot 3J1MXM,
BAMCaHN B NyGnnYeH enekTpoHEH PerucTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxsawla 3asgBeHuTe ot
NnocoYeHnTe no-gony nevyebHn 3aBeaeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBkM B nepuoga mecel, pespyapu un mecel, mapt 2024 r.
MoaopobeH cnuchk Ha neyebHUTe 3aBedeHNs ce Cbabpxa B [lIokyMeHTauusiTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHA AYOPWV:

Kavéva duvapiké oUuoTnua ayopwy

HAEKTPOVIKOG TTAEIOTNPIACNOG: val

O nAEKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akoAouBn dieuBuvon: https://cop.mh.
government.bg/

Mepiypa@r): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKIHOYEHN B
pPaMKOBOTO CropasymMeHue Lie 6bae U3BbpLLEH cred NpoBexXaaHe Ha eNekTPOHEH Tbpr Mo
pega Ha un. 89-91 ot 30I1, upes EnekrpoHHaTa cuctema. [NpoBexaaHeTo Ha eNeKTPOHHUS
Tbpr LWe ce npeaxoxaa OT MbpBOHAYarHa oueHka Ha opepTuTe B CbOTBETCTBME C U3bpaHus
KpuUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpoOHHUA Tbpr we 6baat
AONyCHAaTW y4aCTHULMTE, YUNTO NPeanoXKEHNA OTFOBapsAT Ha M3MCKBAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosiLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhKkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4OMNyCHAaTUTE
yyacTHMUMTE Nofy4vaBaT NoKaHa, B KOSITO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NMbpBOHavanHaTa oueHka Ha ogpepTuTe M. ENeKTpoHHNA Thpr Lwe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpalwaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OQUH 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. Mepaitépw TTANPoOPoOpieg, diapecoAdBnon Kal TTPooPuUYR
Opyaviouog Tpoo@uyng: Komncns 3a 3awmrta Ha KOHKypeHumaTa
MAnpo@opieg OXETIKA e TIG TTPoBeoieg eTTaveEETaong: Ha ocHoBaHue yn. 197, an. 1, 7. 1 ot
30I1, xanbwu moraT aa ce nogaeaT B AeceT AHEBEH CPOK OT M3TUYaHETO Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpeLlly pelLleHMeTO 3a OTKpUBaHE Ha npoueayparta u/unu peLeHneTo 3a
onobpsiBaHe Ha NPOMeHM B yCInoBusiTa No obsiBeHaTa npoueaypa

5.1. MapTida: LOT-0006
Tithog: O6ocobeHa nosumumsa Ne 6, BkntoyBaia 102 HoOMeHKNaTypu
Mepiypaen: TEXHUYECKA CMNEUNOUKALNA ATC INN Form Quantity Note MO1ABO5
Diclofenac napeHTtepanHa 73986355 M01AB55 Diclofenac, Orphenadrine citrate
napeHtepanHa 2759765 M01AC02 Tenoxicam nepopanHa Tebpaa 295000 MO1AC06
Meloxicam napeHnTepanHa 4070172 MO1AEO03 Ketoprofen napeHTepanHa 48017940
MO1AE17 Dexketoprofen napeHtepanHa 79589370 M01AHO04 Parecoxib napeHTepanHa
1168120 M0O1CCO01 D-Penicillamine nepopanHa 18bpaa 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
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Ibandronic acid nepopanHa TBbpaa 45000 NO1ABO6 Isoflurane nuxanatopHa 1642070
NO1ABO08 Sevoflurane nuxanatopHa 10605750 NO1AHO6 Remifentanil napeHTtepanHa 209730
NO1AX03 Ketamine napeHTepanHa 21952900 NO1AX10 Propofol napeHTepanHa 43682054
1% NO1BB01 Bupivacaine napeHTepanHa 968456 Heavy NO1BB01 Bupivacaine
napeHtepanHa 3189212 NO1BB02 Lidocaine napeHTepanHa 76372643 NO1BB02/C01BB01
Lidocaine napeHTepanHa 73351500 NO1BBO04 Prilocaine napeHTepanHa 886200 NO1BB09
Ropivacaine napeHTepanHa 3621850 NO1BB52 Lidocaine, Chlorhexidine aepmanHa
nonyTtebpaa 265748 N02BB02 Metamizole sodium napeHTepanHa 3138196500 NO2BEO1
Paracetamol napeHtepanHa 1199050400 NO3AAO2 Phenobarbital napeHtepanHa 15168060
NO3ADO1 Ethosuximide nepopanHa Te4yHa 115000 NO3AF01 Carbamazepine nepopanHa
TBbpaa 156201020 NO3AF02 Oxcarbazepine nepoparnHa TBbpaa 22462440 NO3AF02
Oxcarbazepine nepopanHa Te4Ha 13080000 NO3AFO04 Eslicarbazepine nepopanHa TBbpaa
1360000 NO3AGO01 Valproic acid napeHTepanHa 51400632 NO3AGO01 Valproic acid
nepoparnHa Tebpaa 1355464885 NO3AGO01 Valproic acid nepopanHa TeyHa 21437868
NO3AX09 Lamotrigine nepopanHa 18bpaa 9044880 NO3AX11 Topiramate nepopanHa TBbpaa
1850240 NO3AX12 Gabapentin nepopanHa 18bpaa 47311540 NO3AX14 Levetiracetam
nepopanHa tebpaa 12274200 NO3AX14 Levetiracetam nepopanHa TedHa 11000000
NO3AX16 Pregabalin nepopanHa tBbpaa 29504255 NO3AX18 Lacosamide nepopanHa
TBbpaa 366176 NO3AX23 Brivaracetam nepopanHa tBbpaa 64 NO4AAQO2 Biperiden
nepopanHa TBbpaa 8146590 NO4BAO2 Levodopa, Carbidopa nepopanHa TBbpaa 765500
NO4BAO2 Carbidopa, Levodopa nepopanHa 1ebpaa 2025960 NO4BAO2 Levodopa,
Benserazide nepopanHa tBbpaa 3007760 NO4BAO3 Levodopa, Carbidopa, Entacapone
nepopanHa Tebpaa 60000 NO4BB01 Amantadine napeHTepanHa 6351400 N04BC04
Ropinirole nepopanHa tBbpaa 2520 NO4BCO05 Pramipexole nepopanHa TBbpaa 19544
NO4BDO01 Selegiline nepopanHa 1Bbpaa 62560 NO4BD02 Rasagiline nepopanHa tBbpaa 2640
NOSABO2 Fluphenazine napeHtepanHa 825000 NOSADO1 Haloperidol napeHTepanHa
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 nepopanHa 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 nepoparnHa Tebpaa 20693190 NO6AX11 Mirtazapine nepopanHa 1Bbpaa 5561226
NO6AX16 Venlafaxine nepopanHa tBbpaa 15041758 NO6AX18 Reboxetine nepopanHa
TBbpaa 27060 NO6AX21 Duloxetine nepopanHa t1Bbpaa 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
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Vinpocetine nepoparnHa tTBbpaa 5090822 NO6DAO04 Galantamine napeHTepanHa 4270916
NO6DA04 Galantamine nepoparnHa T8bpaa 94164 NO6DX01 Memantine nepoparnHa TBbpaa
129580 NO7AA02 Pyridostigmine nepopanHa TBbpaa 1812960

EowTepiko avayvwpioTiko: 435251

5.1.1. ZKomog
Xapaktipag TG oupPBaong: Ayabda
Kdpia tagivéunon (cpv): 33600000 dapuakeuTikd TTpoiovTa
Mp6obetn Tagivounon (cpv): 33632100 AvTiIQAEypovwdn Kal @APPAKA PEUPATIKWY VOOWV,
33632200 MuoxoAapwrTikd, 33661100 AvaioBnTikd, 33661200 AvaAyntikd, 33660000
Pdppoka TTaBAoEWY TOU VEUPIKOU CUCTAPATOG KAl TwV aioOnTnpiwv opydvwy

5.1.2. Tomog ekTéAeong
Tayudpopuikn dievBuvon: bwvnrapus, rp. Codwus, MNMnowag Ceeta Hegensa Ne 5
MéAN: Codumsa
Taxudpoulkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTIpWpEVN SidpKela
Huepopnvia évapéng: 28/02/2025
Aiapkeia: 2 'Etn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Agia
Ekmipwpevn aia xwpic Gr1A: 48 848 441,59 BGN

5.1.6. Tevikég TTAnpoopieg
Mpodkertal yia eTravalauBavouevn diadikacia dnuoaiwv cuPBAcEwWY
Mepiypaen): JleuebHUTE 3aBeaEHNS BB3NOXUTENN MOraT Aa NpoBeAaTt €4uH UI HAKOSKO
BbTPELLUHO-KOHKYPEHTHM N360pn Bb3 OCHOBA Ha CKNIOYEHOTO pamMKOBO CropasyMeHmne
CbOOPa3HO TEKYLLUNTE UM HYXOMN.
KaT’ amroKA€IOTIKOTNTA CUMHETOXNA:
Aev TTAPOXWEEITAI CUPMPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia Tng EE
H dnudoia oupBacn KAaAUTITETAI ATTO TN CUPPWVIa yia TIG dnNUooieg oupBaocelg (ZAX): val
MpbdoBeTeg TTANPOYOpieS: OnpeneneHnTe N3NbIIHUTENW MO PaMKOBOTO CropasyMeHne He
AbrhKaT rapaHumnsa 3a U3nbrHEHME NPU CKNtoYBaHe My. [apaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKpPEeTEH A0roBOp, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO crnopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH O0C, rapaHums 3a
N3NbJIHEHNE HEe Ce U3MCKBA.

5.1.7. Zrpatnyikég dSnuooieg cupPAoEIg
2TOX0G TV OTPATNYIKWY dnuociwv cupBaoewy: Kayia otpaTtnyikr dnuooia cuupacn
Kpitipia Tpdoivwy dnNPooiwy cuphBacewv: Agv UTTAPXOUV KPITAPIA YIa TTPACIVEG ONUOCIEG
ouppaoeig

5.1.8. Kpithpia mpoofBacipéTnTag
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Agv TTEPIAAUBAvVOVTAl KPITAPIO TTPOCRACIYOTATOS VIO TA ATOPA PE avaTTNPIEG JE TNV aKOAouOn
aImioAéynon

AITioAdynon: JNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynaumsi No OTHOLIEHME Ha ONakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLMTE Ce M3MOM3BaT M OT Nnua C yBpexaaHus, ce
crnassaT M3UCKBaHMATA Ha €BPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacTt, NnpeaBua KOeTo He
e Heo6xoauMO [a ce NOoCTaBAT AONBbAHUTENHU KPUTEPUM 3a JOCTBLMNHOCT 3a nvua ¢

yBpexXxaaHuA.

5.1.9. Kpitipia €mAoyng
Kpimipio:
Eidog: OikovouIkr Kal XpnUOTOBOTIKN ETTAPKEIN
Ovopaoia: Ha ocHoBaHue yun. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B chepata, nonagalla B obxeata Ha nopbykaTta, n3umcrneH Ha 6asa
roguwHuTe o6opoTy.
Mepiypaer) Tou KpITNPiou €TTIAOYNG: PeanuanpaHnsat MuHuManeH obopoT B cipepaTa,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe o6opoTH, crneasa ga e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMeHKNaTypaTa, 3a KOSATO ce yyactBa unv 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, nonagawla B o6xeaTa Ha nopbykaTta, cnegsa aa ce pasbvpa obopot
peanusnpaH oT TbProBus C nekapcTeeHn npoayktn. CwrrnacHo yn. 62, an. 3 ot 301,
NMHpopMaumsTa Moxe fa obxBalla 1 No-KkpaTbK NepMoa 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 U3NbiAHUTEN NPeau CKoYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5 unu
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdepaTa, nonagawia B o6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce Aeknapupa C
nonwneBaHe Ha yacT |V, pasgen b ot EE[OIT.
Xprion autou Tou KpITnpiou: XpnoIYOTTOIETAI

Kpimipio:

Eidog: KataAAnAGTNTA yIa TNV AoKNon TNG ETTAYYEAMATIKNG dpacTnpIoTNTOG

Ovopaoia: YyacTHuuuTe criefBa a ca BnNMcaHu B TbProBCKUSt PErmcTbp U/vnm B CbOTBETEH
npodecroHarneH permcTbp, a 3a YyxaecTpaHHu nvua - B aHanormyHu permcTpu cbrnacHo
3aKOHOAATENCTBOTO HA AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMuMTe B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexaBaT paspeLueHve 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapcTBeHuTe
NpoAyKTU B XymaHHata meauumHa (31MXM) (B cnyvaute no yun. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBUS Ha €4po C NekapcTBEHN NMPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a TbproBus
Ha eapo € nekapcTBeHn Npoayktu (crnyyante no yn. 195, an. 1 n an. 2 ot 3M1MXM), unu
paspeLlueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTMXM. CbOoTBETCTBMETO C NOCTAaBEHNSA KPUTEPUIA Ce AeKrnapupa ¢ nonbrBaHe Ha yacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U faTa Ha M3gaBaHe Ha paspeLleHneTo 3a
nNpou3BoACTBO, n3gagaeHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha e4po C NekapcTBEHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBus Ha egpo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOUTO Ce NPeACcTaBs OT y4aCTHUKA onpeaeneH 3a U3nbrHuTen, npean
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
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UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unmn Ha apyr JOKYMEHT, y4OCTOBEpPSsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BoACTBO UIM BHOC, KOraTo
“Ma JOCTbM MO cryXebeH NbT Unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLiMTe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprjon autou Tou KPIThpiou: XpNOIKOTToIETal

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovouacia: MkoHoMu4eckn Han-n3rogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LueHa crnepj NnpoBefeH ernekTpoHeH Tbpr. To3u Kputepui ce npunara n npy BbTPELUHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
Mepiypaen): 1. Cnen npoBeXaaHETo Ha eNEKTPOHHUS TbPr 38 BCEKW NEeKapCTBEH MPOAYKT, Lie
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHne Npu cna3BaHe Ha crnegHuTe
npasuna: 3a Bcska HOMeHKraTypa, oT TexHudeckaTta crneumdpukaums, 3a U3nbiHUTENN No
PaMKOBOTO CNopasyMeHue e ce OnpeaensaT y4acTHUKbT NPeasioxKun Han-Hucka LeHa m
BCUYKM OPYrv y4acTHUUK, Npeanoxunu ueHa, koaTto e o 10 % no-BMcoka OT Han-HucKaTa
npeanoxeHa ueHa. Bb3noxutensart He NnocTaBsa orpaHUyeHne 3a MakcumaneH 6pon
N3NbITHUTENW NO HOMEHKNaTypa. B cnyyan, Ye 3a fageHa HOMeHkNaTypa e Hanuue camo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosLwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE yCroBUA Ha
BBb3MOXUTENS 3a U3NBHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpegerns Tosa nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
Wwe 6bae onpedeneH KNacupaHUAT Ha MbPBO MSACTO YYACTHUK, YMETO LIEHOBO NpeanoxXeHve e
Han-HUCKO.

5.1.11. ‘Eyypa@a dnuociwv cupfdoswv
MAWOOEG OTIG OTTOIEG ival ETTIONUWG dIabEoipa Ta £yypaga tng dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypaewy TnG dnudaoiag cuuBaong: https://cop.mh.government.bg/
Ad hoc diaulog emTikoIVwviag:
Ovopaoia: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoi dnuociwv cuppdocewv
‘Opoi1 utroBOoARG:
HAekTPOVIKY UTTOBOAN: YTTOXPEWTIKA
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
MAWOOEG OTIG OTTOIEG UTTOPOUV Va UTTOBANBOUV 01 TTPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikd
HAEKTPOVIKOG KATAAOYOG: Agv ETTITPETTETAI
ATTauTEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTTOypa®n i oppayida [6TTwg opileTal oTOoV
kavoviopo (EE) api6 910/2014]
MapaAAayég: Aev emTpéTTETAl
MpoBeouia TTapaAafng Twv Tpoo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAikng
EupwPIng, Bepivh wpa Kevrpikng EupwPIng
Aidpkela Katd TV OTToia TTPETTEl va TTAPANEVEL IoXuouoa n TTpoogopd: 10 Mrveg

781671-2024 Page 40/49


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

MAnpo@opieg OXETIKA pE TN SnUOCIa aTTOCPPAYIoN:

Huepopnvia atrooepdyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikig EupwPIng,
Bepivr) wpa KevtpikAg EupwPIng

Tomog: B cuctemata

MpbdoBeTeg TTANPOYOPIEG: HacTosiwaTta npoueaypa e u3uano enekTpoHHa 1 BCUYKN OEeNCTBUS
CBbp3aHKu Cc 06sBsIBAHETO M U NpoBeXaaHeTo 1 Wwe 6baaTt n3BbpLUBaHM Ype3 EnekTpoHHaTa
cucTema, AOCTbIHA Ha criefHUsA enekTpoHeH agpec: https://cop.mh.government.bg/

‘Opol Tng ouuBaong:

H oUuBaon mrpétmel va ekTeAEiITal 0TO TTAQICIO TTPOYPAUMUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi

HAekTpOVIKN TIHOAGYNON: ETiTpETTETA!

Oa xpnoipoTroinBei NAeKTPOVIKA TTapayyeAia: oxl

Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWWI: OXI

XPNHOTOOIKOVOMIKEG puBUioEIG: Benukn kKonudecTsa, NOCOYEHN B cneuudukaunaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NpeaMeT Ha Bb3naraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBO crnopasymMeHue, No nokaHa Ha nevebHuTte
3aBefeHnst — Bb3NOXUTENN, MOCOYEHN B HAcTosALWaTa AOKyMeHTauma. B pamkuTe Ha
NpoBeXaaHUTEe BbTPELLUHN KOHKYPEHTHM n3bopu, e 6baaT 3asBsiBaHN KONMYECTBA,
CbOoOpasHO TEKYLLUMTE HYXKAM Ha BCAKO Ne4yebHO 3aBefeHne, KaTo nevyebHOTOo 3aBefeHne —
BBH3MOXMTESN HE € ANTbXKHO Aa 3asBM 3a 4OCTaBKa LsiNoTO 4OroBOPEHO KONMYECTBO, a nma
npaBo Ja 3asaBsiBa KONIMYECTBA CbIacHO AENCTBUTENHUTE CU HYXOWN, HO HE noBeye oT
AoroBopeHoTo. Cnep ckroyBaHe Ha KOHKPETEH JOroBOp, Bb3HMKBAT 3a4b/KEHNSATA 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBeHUTe NekapCTBEHN NPOaYKTHU.

5.1.15. Texvikég
Zupowvia-TAaioio:
2UPQWVia-TTAQioI0, hE ETTAVEKKIVNON dlaywVIoUoU
AITioAdynon tng dIAPKEIAg TNG CUPPWViag-TTAalciou: CKNIOYEHOTO Bb3 OCHOBA Ha HacTodwara
obuiecTBeHa nNopbyka pamMKoBO CriopasyMeHue, LLie € CbC CPOK Ha U3NbJIHEHME A0 ABE
roanHW, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha LOroBOpPUTE, CKIKOYEHM crnes
NpoBeAeH BbTPELLEH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHust no yn. 1 ot NMMC Ne 146/2015 r. moxe ga HagxXBbpIis KpanHUSA CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakCumManHusT CpoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa rogmHa - KoraTo no AoroBopa He ca n3yepnaHm BCUYKM KONn4yecTea oT
nekpcrteeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdobeto ayopaoTh: Bbanoxutenure - neyebHn 3aBegeHus 3a 60nHnYHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBeaeHUs 3a
6onHu4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUMHCKa NOMOLL, nevyebHu
3aBefeHus 3a cTaumMoHapHa ncuxmatpuyHa nomouy, no 4n. 5, an. 1 ot 3/13 n ne4yebHn
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcTBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKM — NleKapCTBEHW NPoAyKTN OT Mo3nTUBHUS NekapCTBEH CNNCHK No yn. 262 ot 3J1MXM,
BMMCaHN B NyGnnYeH eNeKkTPoHEH PerncTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NnekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxeawa 3asgBeHuTe ot
nocoYeHnTe no-gony nevyebHn 3aBeeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbmpaHe Ha 3asBku B nepuoga mecel, pespyapu un mecer, mapt 2024 r.
MoapobeH cnucbk Ha nevyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cuctema.
NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUCTNHO AYOPWV:
Kavéva duvapiké ouoTnua ayopwy
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HAEKTPOVIKOG TTAEIOTNPIACHOG: val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akOAouBn dieubuvon: https://cop.mh.
government.bg/

Mepiypaen): N360pbT Ha M3NBbAHUTENM NO CLOTBETHUTE HOMEHKIATYPU, BKITHOYEHN B
pPaMKOBOTO criopadymeHue e 6bae N3BbpLUEH crieq NpoBeXaaHe Ha eneKkTPOHEH Tbpr No
pena Ha un. 89-91 ot 30I1, ypes EnektpoHHaTta cuctema. lNpoeexaaHeTo Ha eNeKTPOHHNSA
THPr LWe ce Npeaxoxaa oT MbpBOHAYarnHa oueHka Ha oepTuTe B CbOTBETCTBME C U3bpaHus
KpuUTEepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactve B eNeKTpoHHUA Thpr we 6baat
AorMycHaTW y4acTHULMTE, YUUTO NPEANIOXEHNss OTrOBapAT Ha U3UCKBAHNSTA Ha Bb3NOXUTENs,
NMOCOYEHU B HacTosLWaTa AOKyMeHTaums. ENekTpoHHUAT Thpr, e ce NpoBexaa CbC CTbKa 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 Y4aCTHUK C NpPoLEeHTa Ha cTbnkaTa. [pu cnegpalo npunaraHe Ha cTbhkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
ereKTpPOHHUA Tbpr ueHa. Npeam ctaptupaHe Ha enekTpoHHUA Tbpr, JonycHaTuTe
yyacTHUUMTE norny4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha MbpBOHavanHarta oueHka Ha odepTuTe UM. ENEKTPOHHMA Thpr LWe 3anoyHe He No-paHo oT
2 paboTHM OHW, crned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexagaHeTo Ha
eIleKTPOHHUSA TbPr, BCEKU €[MH YHaCTHUK, e MOXe [a BUX4a BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Tbpr we
MPVIKITIOYN C HACTbMBaHE Ha YacbT U AataTta NnocoYeHn B NokaHara.

5.1.16. Mepaitépw TTANpOPoOpieg, diapecoAdBnon Kal TTPpooPuUYR
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
MAnpo@opieg OXETIKA WE TIG TTPOBeCUieS eTTaveCETaoNG: Ha ocHoBaHue un. 197, an. 1, 1. 1 oT
30T, »xanbwu moraT ga ce nogasat B AeCeT AHEBEH CPOK OT U3TMYaHETO Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpeLly pelleHNeTO 3a OTKpMBaAHE Ha npoueaypaTa u/mnm peleHneTo 3a
ogobpsiBaHe Ha NPOMeHU B ycrnoBusaTa no obsiBeHaTa npoueaypa

5.1. MapTida: LOT-0007
TitAog: O6ocobeHa nosmuma Ne 7, BknrouBalla 66 HoMeHknaTypu
Mepiypaer: TEXHUYECKA CMNELUNOUKALINA ATC INN Form Quantity Note RO3AC02
Salbutamol nuxanatopHa 1740823 RO3AK06 Salmeterol, Fluticasone nHxanatopHa 1980 50
mcg/500 mcg/dose RO3AKO07 Budesonide, Formoterol unxanatopHa 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 nHxanatopHa 18600 Inhalation powder RO3AKO08 beclometasone, formoterol
nHxanatopHa 46800 Pressurised inhalation, solution RO3AK11 Fluticasone, Formoterol
nHxanatopHa 18000 125mcg/5 mcg RO3AL03 Umeclidinium Bromide, Vilanterol nHxanatopHa
4100 RO3ALO05 Aclidinum bromide, Formoterol nHxanatopHa 800 RO3AL06 Tiotropium
bromide, Olodaterol nhxanatopHa 12450 RO3AL09 Formoterol, glycopyrronium bromide and
beclomethasone nHxanatopHa 1320 88 mcg/5 mcg/9 mcg RO3AL0O9 Formoterol,
glycopyrronium bromide and beclomethasone nHxanatopHa 12625 87 mcg/5 mcg/9 mcg
R0O3BA02 Budesonide nHxanatopHa 190570 Inhalation powder RO3BAOS5 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 napenTtepanHa 107015304 R0O3DC03 Montelukast nepopanHa
TBbpAaa 3800 tablet RO3DCO03 Montelukast nepopanHa TBbpaa 6000 Chewable tablet
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R03DX10 Benralizumab napeHtepanHa 300 RO5CB02 Bromhexine napeHTepanHa 5768884
R05CB02 Bromhexine nepopanHa t8bpaa 11218684 RO5CB13 Dornase alfa nHxanatopHa
1005 RO6ACO03 Chloropyramine napeHtepanHa 8274876 RO6AD02 Promethazine
napeHtepanHa 15654630 RO7AA02 Natural phospholipids nHtpaTtpaxeanHa 1116576
SO01EAOQ05 Brimonidine ButpeanHa Te4yHa 7630 SO1ECO04 Brinzolamide BuTpeanHa TeuH 29258
S01EC54 Brinzolamide, Brimonidine ButpeanHa teyHa 4350 SO1EDO1 Timolol BuTpearnHa
TeyHa 12290 SO01ED51 Pilocarpine, Timolol ButpeanHa Te4Ha 84090 40 mg/ 5 mg/ml
S01EDS1 Pilocarpine, Timolol ButpeanHa Te4Ha 42625 20 mg/ 5 mg/ml SO1ED51
Bimatoprost, Timolol ButpeanHa TeuHa 1885 SO1ED51 Dorzolamide, Timolol BuTpeanHa
TeyHa 10200 SO01ED51 Tafluprost, timolol ButpeanHa teyHa 890 SO1EDS1 Brinzolamide,
Timolol ButpeanHa TeyHa 6950 SO1ED51 Travoprost, Timolol ButpeanHa TedHa 2575
SO01EEOQ1 Latanoprost ButpeanHa TedyHa 8421 SO1EEOQ3 Bimatoprost ButpeanHa TedHa 1409
SO01EEO04 Travoprost ButpeanHa TedHa 2565 SO1EEQ05 Tafluprost ButpeanHa teuHa 300
S01LAO5 Aflibercept napeHtepanHa 172 S01LAO6 Brolucizumab napeHTepanHa 792
VO3AB35 Sugammadex napeHtepanHa 2000 VO3AB37 Idarucizumab napeHTepanHa 42
VO3AEOQ02 Sevelamer nepoparnHa 18bpaa 969502803 VO3AEO03 Lanthanum carbonate
nepopanHa tBbpaa 545000 VO3AE10 Sodium zirconium cyclosilicate nepopanHa teyHa 3500
V06DCO01 Glucose napeHTepanHa 31787500 5%-250 ml VO6DCO01 Glucose napeHTepanHa
197997500 10%-500 ml VO6DCO01 Glucose napeHTepanHa 1012500 10%-250 ml VO7AB
Glucose napeHTepanHa 181747480 5%-500 ml VO7AB Sodium chloride napeHTeparnHa
7280500 0,9%-10ml VO7AB Glucose napeHTtepanHa 21555000 5%-250 ml VO7AB0OO Water for
injection napeHtepanHa 62810802 VOBABO2 lohexol napeHTepanHa 2829976275 VO8AB0O4
lopamidol napeHTepanHa 1503197640 VOBABO5 lopromide napeHTepanHa 2099487055
VO8ABO9 lodixanol napeHtepanHa 780430400 VO8AB10 lomeprol napeHTeparnHa
4993301500 VO8CAO02 Gadoteric acid napeHTtepanHa 193350 VO8CAQ9 Gadobutrol
napeHtepanHa 46205 VO8DAO5 Sulphur hexafluoride napeHTtepanHa 9245

EowTtepikd avayvwploTiko: 435253

5.1.1. ZKomrég
XapakTtpag NG ouppBaong: AyaBd
Kupia tagivounon (cpv): 33600000 dapuakeuTiKa TTPoIidvVTa
MpdoBeTn Tagivounon (cpv): 33670000 Pdpuaka TTABACEWV AVATIVEUOTIKOU CUCTHHATOG,
33662000 ®dappaka Tadrocwy ailodntnpiwv opydvwy, 33661700 AANa @dpuoka TTabroewy
TOU VEUPIKOU ouoThuaTtog, 33620000 ®apuaka yia To aiga, Ta aigoTroinTIKa épyava Kai To
Kapdlayyeliakd ouoTnua

5.1.2. Tomog ekTéAEoNng
Tayudpopuikn dievBuvon: bvnrapus, rp. Codwms, MNMnowag Ceeta Hegensa Ne 5
MéAN: Codusa
TaxudpouIkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTIpWpEVN SidpKela
Huepopnvia évapéng: 28/02/2025
Aiapkeia: 2 'Etn

5.1.4. Avavéwon
MéyioTeg avavewoelg: 0

51.5. Aéia

781671-2024 Page 43/49



EkTipwpevn agia xwpig Gr1A: 29 584 598,54 BGN

5.1.6. Tevikég TTAnpo@opieg
Mpdkerrar yia eTravalauBavouevn diadikaoia dnPooiwv cUPBAcEwWY
Mepiypaen): JleyebHUTE 3aBeaeHNS BB3NOXUTENN MOraT Aa NpoBeaaTt €AuH Ui HAKOMKO
BbTPELUHO-KOHKYPEHTHM N360pn Bb3 OCHOBA Ha CKNIOYEHOTO pamMKOBO CropasyMeHune
CbOOPa3HO TEKYLLUNTE UM HYXOMN.
KaTt’ a1rokA€IOTIKOTNTA CUUHUETOXNA:
Agev TTAPOXWPEITAI CUPHPETOXN.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoreital atrd Ta Tapeia Tng EE
H dnuoéoia cupBacn KAAUTITETAI ATTO TN CUPPWVIa yia TIG dnudoieg ouppdoclg (ZAZ): val
MpdoBeTeg TTANPOYOpPIES: OnpeaeneHnTe U3NbIIHUTENM MO PaMKOBOTO CropasyMeHne He
AbIKaT rapaHumnsa 3a M3nbrHeHMe Npu cknoyBaHe My. MapaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITHOMEHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Aoroeopa 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 U3MCKBA.

5.1.7. Zrparnyikég dnuodoieg cuppdoelg
2TOXO0G TwV OTPATNYIKWY dnuociwy cuupacewv: Kayia otpatnyikr dnuocia cuupacn
Kpitipia Tpaoivwy dnNPooiwy cuphBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIEG
ouppaceig

5.1.8. Kpithpia mpooBacipéTnTag
Agv TTEPIAAUBAvVOVTAl KPITAPIO TTPOCRACINOTATAS VIO TA ATOUA PE avaTTNPIEG JE TNV aKOAouOn
aimioAéynon
AITioAdynon: JNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynaumsi No OTHOLEHME Ha OnakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLMTE Ce U3MOM3BaT M OT Nnua C yBpexaaHus, ce
crnassar M3UCKBaHMATA Ha €BPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacTt, NnpeaBua KOeTo He
e Heo6xoauMO [a ce NOoCTaBAT AONBbAHUTENHU KPpUTEPUM 3a OCTBLMNHOCT 3a nvua ¢

yBpexXxaaHuA.

5.1.9. Kpitipia €mA0Oyng
Kpimiplo:
Eidog: OikovopIKr Kal XxpnuaTtodoTIKr ETTAPKEI
Ovopaoia: Ha ocHoBaHue un. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyactHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NPUKNIYMM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHUMareH obopoT B cdepaTta, nonagalla B obxsaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe ob6opoTy.
Mepiypaer) Tou KpITNPiou €TTIAOYNG: PeanuanpaHnsat MuHuManeH obopoT B ciepaTa,
nonagawa B o6xsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHuTe o6opoTH, cneaea ga e
paBeH Ha 1 % OT CTOMHOCTTa Ha HOMeHKNaTypaTa, 3a KOSTO ce yyactBa unm Ha 1 % ot cbopa
Ha MNPOrHO3HWUTE CTOMHOCTU Ha CbOTBETHUTE HOMEHKNaTypun B 06ocobeHnTe no3mumm, 3a
KOUTO ce nogaea odpepTarta, B Criydan 4Ye yyacTBa 3a noseye oT egHa. [log MyMHMManeH
obopoT B chepaTa, nonagawla B o6xeaTa Ha nopbykaTta, cnegsa aa ce pasbvpa obopot
peanusnpaH oT TbProBus C nekapcTeeHn npoayktn. CwrrnacHo yn. 62, an. 3 ot 301,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-KkpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsiITO
YYaCTHUKBT € Cb3JafeH uUnu e 3anovHan gevHocTTa cu. [lokyMeHTUTe 3a NoCTaBeHns
KpUTEPUN, KOUTO Ce NPeACTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa unm oT y4acTHUKa
onpeaeneH 3a U3NbHUTEN Npeau CKNYBaHe Ha AoroeBopa, B cryvauTe Ha un. 67, an. 5 unu
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un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a ob6opoTa B cdepaTa, nonagawia B o6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce eknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.

Xprjon autou Tou KPIThpiou: XpNOIKOTToIETal

Kpitrpio:

Eidog: KataAAnAGTNTA yIa TNV doknon TNG ETTAYYEAMATIKAG dpacTnpIoTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BnmcaHn B TbProBCKUS PErMCTbP WU/Mnn B CbOTBETEH
npodecroHarneH permcTbp, a 3a YyxaecTpaHHu nvua - B aHanorm4yHu permcTpu cbrnacHo
3aKOHOZaTerICTBOTO Ha AbpXKaBaTa YNeHKa, B KOSTO Ca YCTaHOBEHMW.

Mepiypaer) Tou KpITNPiou €TTIAOYAG: Y4acTHMuMTEe B obLiecTBeHaTa nopbyka TpsibBa aa
npuTexasaT paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO 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 NeKapCTBEHN NPOAYKTU U YOOCTOBEPEHME 3a pPerncTpauuns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydante no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLueHne 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 paspeLleHneTo 3a
NPOM3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a PErncTpaums 3a TbproBus Ha egpo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeACcTaBs OT y4aCTHUKA onpeaeneH 3a U3nbHuTesn, npean
Aa 6bae CKMYeHO paMKOBO CnopasyMeHune Unm npu NoMCcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanngHo paspelleHne 3a Npou3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTM UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N31CKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unmn Ha apyr JOKYMEHT, y4OCTOBEpPsiBaLL, MPaBOTO
3a TbProBusi C NekapcTBEHN NPOAYKTU UMK paspeLleHne 3a NPon3BoACTBO UK BHOC, KOraTto
nMa JOCTbM MO CcryebeH NbT unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KPIThpiou: XpnOIYOTToIETal

5.1.10. Kpithpla avadeong
Kpitpio:
Eidog: Tiun
Ovouacia: MkoHoMu4eckn Han-n3rogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LueHa crnepf NnpoBefeH ernekTpoHeH Tbpr. To3u Kputepui ce npunara n npy BbTPELUHO
KOHKYpPEHTHUTE M360pun OT nevyebHuTe 3aBefeHus.
Mepiypaen): 1. Cnen npoBeXa4aHETO Ha eNEKTPOHHUS TbPr 38 BCEKW NEKapCTBEH NPOAYKT, Lie
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHne Npu cna3BaHe Ha crnegHuTe
npasuna: 3a Bcska HOMeHKraTypa, oT TexHudeckaTta crneumdpukaums, 3a U3nbiHUTENN No
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
npeanoxeHa ueHa. Bb3noxutensart He NocTaBsa orpaHMYeHne 3a MakcumarneH 6pon
N3NbITHUTENW NO HOMEHKNaTypa. B cnyyan, Ye 3a fajeHa HOMeHkNaTypa e Hanuue camo
€0MH YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHUN B
HacTosLaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
BBb3MOXUTENS 3a U3NBIHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpegerns Toesa nuue. 2.
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[Mpn BbTPELUHO KOHKYPEHTHUA N360p, NpoBexaaH OT nedYebHnTe 3aBeaeHns, 3a U3MbIHUTEN
we 6bae onpeneneH KnacMpaHuaT Ha NbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnuociwv cupfdocewyv
MAWOOEG OTIG OTTOIEG €ival ETTIONUWG dIabEoipa Ta £yypaga tng dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypdewy TnG dnudaciag cuupaong: https://cop.mh.government.bg/
Ad hoc diaulog emTikoIvwyviag:
Ovopaoia: LLOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoil dnuociwv cuppdoewyv
‘Opol1 uttoBoARg:
HAeKTpOVIKT) UTTOBOAN: YTTOXPEWTIKN
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
"AWOOEG OTIG OTTOIEG PUTTOPOUV Va UTTORANBOUV 01 TTPOCPOPEG 1 Ol AITFAOEIG CUPUETOXNG:
BouAyapikd
HAeKTPOVIKOG KATAAOYOG: Agv €TTITRETTETAI
ATTaITEITAI TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTToypa®n i oppayida [6TTwg opileTal oTOoV
kavoviouo (EE) api® 910/2014]
MapaAAayég: Aev emTpETTETAI
MpoBeouia TTapaAafng Twv poo@opwyv: 16/01/2025 23:59:59 (UTC+02:00) Qpa AvaTtoAikng
EupwPIng, Bepivih wpa Kevrpikng EupwPIng
Aidpkela Katd TNV oTToia TTPETTEl va TTAPANEVEL IoXuouoa n TTpoo@opd: 10 Mrveg
MAnpo@opieg OXETIKA peE TN SnUooIa atTocPpPAyIon:
Huepopnvia atroogpdyiong: 17/01/2025 15:00:00 (UTC+02:00) Qpa AvatoAikAg EupwPIng,
Bepivr) wpa KevtpikAg EupwPIng
Totog: B cuctemata
MpbdoBeTeg TTANPOYOPIES: HacToswaTa npoueaypa e u3uano enekTpoHHa U BCUYKU OeNCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT u3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTemMa, AOCTbMHA Ha criedHnsa enekTpoHeH agpec: https://cop.mh.government.bg/
‘Opol TnG ouupaong:
H oUuuBaon TTpETrel va ekTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi
HAekTpOVIKH TIHOAGYNON: ETiTpéTTeTal
©a xpnoipoTtroinBei NAEKTPOVIKA TTapayyeAia: Oxi
Oa xpnoipoTToIinBdei NAEKTPOVIKA TTANPWUNR: OXI
XpnNUAToOIKOVOUIKEG pUBUioEIg: Benykm KonuyecTsa, NocoYeHun B cneumdukaumsaTa Ha
EnekTpoHHaTa cuctema, ca ,,0pMEHTUPOBBYHN 1 ca NpeaMeET Ha BbafaraHe B pamMKkuTe Ha
BbTPELLEH KOHKYpEeHTEH n3bop No pamkoBO crnopasymMeHue, No nokaHa Ha nedyebHurte
3aBefieHns1 — Bb3TOXUTENN, MOCOYEHN B HAcTosLWaTa JOKyMeHTauma. B pamkute Ha
npoBeXxaaHuTe BbTPELLUHN KOHKYPEHTHM n3bopu, we 6baat 3asaBsiBaHN KONMYECTBA,
CbObOpa3HO TeKyLMTE HYXXON Ha BCSKO NnevyebHo 3aBedeHue, KaTto nevyebHOTO 3aBefeHne —
BB3MOXMTEN HE € ANBbXHO Aa 3asBM 3a 4OCTaBKa LsiNoTO LOroOBOPEHO KONMYECTBO, a nMma
npaBo Aa 3asBsiBa KOSIMYECTBA CbINacHO ENCTBUTENHUTE CU HYXXOWN, HO He noBeYe OT
AorosopeHoTo. Cnep ckroyYBaHe Ha KOHKpeTEH JOroBop, Bb3HMKBAT 3a4b/KeHUsTa 3a
3asBsiBaHe, AOCTaBKa W 3annallaHe Ha JOCTaBEHUTE fNIeKapCTBEHW NMPOAYKTH.

5.1.15. Texvikég
Zupguwvia-trAaiolo:
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2UPQWVia-TTAaiclo, Je eTTaveKKivnon dlaywviouou

AImioAdynon tng didpkeiag TG cup@wviag-rAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTodllata
obLiecTBeHa NopbYKa PaMKOBO CrMopa3yMeHue, e € CbC CPOK Ha U3NbIHEHWE 0 ABe
roAvHN, CYMTaHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha JOroBOpUTE, CKIIOYEHU crnes
npoBefeH BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBOTO CnopasyMeHne oT nevyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. MOxe Aa HagxBbPNSA KpanHUA CPOK Ha
CKITHOYEHOTO PaMKOBO criopadyMeHme. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT efHa rogunHa - KoraTo no AoroBopa He ca ns3yeprnaHu BCUYKM KOnNn4yecTea oT
nekpcrteeHute npoayktn n LUOMNC3 He e cknioyni HOBO paMKOBO CriopasyMeHue 3a TAX.
KdAuywn atré mpoéoBeTo ayopaoTh: Bbanoxutenute - nedebHu 3aBegeHns 3a 6onHU4Ha
nomoty no 4n. 9 ot 3akoHa 3a neyebHute 3aBeneHnsa (3J13), neyebHn 3aBegeHns 3a
6onHnyHa nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnelwHa MeauUmMHCKa NomMoLy, nevyebHu
3aBefeHns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHusa no yn. 10, 1. 3, 3a n 36 ot 3J13, kouTO Cca Nnoganu 3asBkK, Yped EnekTpoHHaTa
cucTemMa 3a nekapcreeHn npoayktu. MNpegmet Ha BbanaraHe Ypes LUIOMNC3 ca gocrtasBku 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 3agBeHuTe ot
nocoYyeHnTe No-gosny nevyebHn 3aBefeHns NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapm n meceu, mapt 2024 .
MogpobeH cnuckk Ha neyebHUTe 3aBeaeHNs ce Cbabpxa B [IOkyMeHTaumsiTa 3a BbanaraHe
Ha obLLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cuctema.

NMAnpo@opieg OXETIKA PE TO SUVAMIKO CUOTNHA OYOPWV:

Kavéva duvapiko oUuoTnUa ayopwy

HAEKTPOVIKOG TTAEIOTNPIACUOG: val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akOAouBn dieubuvon: https://cop.mh.
government.bg/

Mepiypaen): N360pbT Ha M3NBbAHUTENM NO CLOTBETHUTE HOMEHKIATYPU, BKITHOYEHN B
PaMKOBOTO CnopasymeHue e 6bae U3BbpLUEH cried NpoBeXaaHe Ha eNeKTPOHEH Tbpr Mo
pena Ha un. 89-91 ot 30I1, ypes EnektpoHHaTta cuctema. lNpoBexagaHeTo Ha eNeKTPOHHNSA
THPr LWe ce npeaxoxaa OT NbpBOHAYanHa oueHKka Ha ohepTuTe B CbOTBETCTBME C n3bpaHus
KpuUTepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactve B eNeKTpoHHUA Thpr we 6baat
AONycHATW y4aCcTHULMTE, YAUTO NPEASIOXKEHNST OTFTOBapPAT Ha M3UCKBAHMSITA HA Bb3NOXUTENS,
NMOCOYEeHU B HacTosLWaTa AOKyMeHTaums. ENekTpoHHUAT Thpr, Le ce NpoBexaa CbC CTbIKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uano Hyna net npoueHTa). [NpunaraHeto
Ha cTbrnkaTa, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eJuHuua Msipka, npearioxeHa ot
CbOTBETHUSA y4aCTHMK C NPOLEHTa Ha cTbnkaTa. lMpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eneKTPOHHUSA Tbpr ueHa. MNpeamn ctapTupaHe Ha enekTPOHHUSA Tbpr, 4onycHaTUTe
yyacTHULMTE nofy4aBaT 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 uanpalwaHe 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. ENeKTpOHHUAT Tbpr we
MPUKIOYN C HACTbMNBaHE Ha YacbT M AataTa NocoYeHN B NOKaHaTa.

5.1.16. Mepaitépw TTANpOoPopieg, diauecoAdBnon Kal TTPpooPuUYNR
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
MAnpo@opieg OXETIKA WE TIG TTPOBeCUieg eTTaveCETaoNG: Ha ocHoBaHue un. 197, an. 1, 1. 1 ot
30I1, »xanbw moraT ga ce nogasat B AecCeT AHEBEH CPOK OT U3TMYaHEeTOo Ha cpoka no yn. 100,
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an. 3 ot 30I1 - cpely pelleHMeTO 3a OTKpUBaHe Ha npouegyparta u/unu peLeHneTo 3a
ogobpsiBaHe Ha NPOMeHU B ycroBusaTa no obsiBeHaTa npoueaypa

8. Opyaviouoi

8.1. ORG-0001
Emionun ovouacia: MMUHWUCTEPCTBO HA 30PABEOIA3BAHETO - LLEHTPAJIEH OPIr'AH
3A MOKYTKN
ApIBudg karaxwpiong: 0006953170000
Tayudpopikn dievBuvon: nn. CBETA HEOEJIA Ne.5
MoAN: rp.Cocpus
TaxudpouIkog kwdikag: 1000
YTmodiaipeon xwpag (NUTS): Codusa (ctonumua) (BG411)
Xwpa: BouAyapia
MpdowTro emkoivwviag: PoceHa Backosa Pagesa
Email: rradeva@mbh.government.bg
TnAépwvo: +359029301416
dag: +359 29811833
HAekTpovikr dieuBuvon: https://cop.mh.government.bg/
MpowiA ayopaoTA: http://cop.mh.government.bg/
Po6Ao1 autoU Tou opyaviouou:
AyopaoTAg
Kevtpiki apxnf TpounBeiwv n otroia avabéTel dnuooieg CUPBATEIS 1) CUVATITEI CUPQWVIEG-
TTAQioIO yIa £pya, TTPONNBEIES 1} UTTNPETIEG TTOU TTPoopPifovTal yia GAAOUG ayopaOoTEG

8.1. ORG-0002
Emionun ovopooia: Komucns 3a 3awmra Ha KOHKypeHuuaTa
ApIBu6G kKaTaxwpiong: 000698612
Taxudpouikr) dieuBuvon: 6yn. Butowa Ne 18
MéAN: Codusa
Taxudpouikog kwdikag: 1000
Xwpa: BouAyapia
MpéowTro emmiKoIvwviag: Komucus 3a 3awmTa Ha KOHKypeHunsTa
Email: delovodstvo@cpc.bg
TnAépwvo: +359 29356113
dag: +359 29807315
HAekTpovikr) dieuBuvon: http://www.cpc.bg
P6Aol autoU Tou opyaviouou:

Opyaviopog TTPocPUYNG

MAnpo@opisg TpokApUENg

AvayvwplioTiko/ékdoon TTpokApugng: 789cd8fd-7017-4cb4-9475-ade8b0ce8d2a - 01

Eidog evrutrou: Alaywviopdg

Eidog mrpokApuéng: Mpokrpugn cupBaong 3 ocuuBacng TTapaxwpenong — TUTTOTTOINUEVO
KaBeoTWG

YTro€idog mrpokApuéng: 16

Huepopnvia atrooToAg TnG Tpoknpuéng: 17/12/2024 16:58:15 (UTC+02:00) Qpa AvatoAiKig
EupwPIng, Bepivy wpa Kevrpikig EupwPIng

MAWwooeg OTIG OTToiEG dIaTIBETAI ETTIONKA N TTAPOUCA TTPOKNPUEN: BOUAYapPIKA
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