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625615-2024 - CbcTesaTtenHa npouenypa

Bbnrapus — ®apmaueBTUYHU NPOAYKTU — “CKIloYBaHe Ha paMKOBO cnopa3yMeHue 3a AoCTaBKa
Ha NeKapcTBeHU NPOAYKTU 3a HYXAUTe Ha NneyebHUTe 3aBeAeHUA 3a Nepuoa OT ABe roAUHU",
BKNroyBawia 6 060co6eHn Nno3uuum.

OJ S 202/2024 16/10/2024

O6siBneHue 3a NopbYKa UNKU KOHLleCUsl — CTaHAapTeH pexum - O6siBneHue 3a NpoMsiHa
OoctaBku

1. KynyBau

1.1. KynyBau
OdmuymanHo HanmveHosaHne: MUHUCTEPCTBO HA 30PABEOINA3BAHETO - LUEHTPAJIEH
OPI'AH 3A MNOKYTIKU
EnektpoHHa nowa: rstavreva@mh.government.bg
lNMpaBHa kaTeropusa Ha kynysaya: OpraH Ha LeHTpanHarta snact
[lenHocT Ha Bb3narawusa opraH: 3gpaBeonasBaHe

2. Mpouenypa

2.1. Mpouenypa
3arnasue: “CkntovBaHe Ha paMKOBO Cnopa3yMeHue 3a JOCTaBKa Ha fleKapCTBEHU NPOAYKTY 3a
Hy>XOuTe Ha nevyebHUTe 3aBefeHns 3a nepuoa oT ABe rogmHu®, Bkntoyealla 6 o6ocobeHu
no3nuuun.
Onucanune: Ha ocHoBaHue un. 2, an. 1 ot NoctaHoBneHue Ne 146 ot 9.06.2015 r. 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 cbbmpaHe Ha 3asBKM 3a CKItoyBaHe Ha Pamkosu
crnopasyMeHus 3a nepuoga ot ABe roauHun, Ype3 EnekTpoHHaTa cuctemMa 3a 3akynyBaHe Ha
nekapCTBEHM NPOAYKTU 3a HyXXauTe Ha neyvebHuTe 3aBeaeHusn B Penybnuka Bvnrapums.
HacTtoswata obuwectBeHa nopbyka ce 0b65BsBa 3a 3asBEHUTE OT fie4ebHUTE 3aBegeHns
neKkapCcTBEHM NPOAYKTU, KOUTO Ca MHAMBMAYanNM3MpaHu B TEXHUYecKaTa cneungukauma Ha
obuiecTBeHaTa nopbyka Hammpalla ce B EnektpoHHaTa cuctema Ha agpec: https://cop.mh.
government.bg/ - 3a pernctpupanu http://cop.mh.government.bg/ - 3a HeperncTpmpaHmu
WpeHnTtndpukatop Ha npouenypata: cc7de108-d5f2-40be-81¢c5-a2a955d89677
BbTpeweH naeHtndpukatop: 420093
Bug npouenypa: Otkputa
lMpouenyparta ce yckopsiBa: He

21.1. Uen
EctecTBo Ha nopbukata: [JoctaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU

2.1.2. MscTo Ha n3nNbIIHEHUe
MoweHckn agpec: bvnrapus, rp. Codus, MNnowan Ceeta Hepgens Ne 5
Npaa: Codus
MoweHckm koa: 1000
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AOMUHUCTpaTUBHO-TepUTOpUanHa eguHuua Ha abpxasata (NUTS): Codumsa (ctonuua) (BG411
)

ObpxaBa: bvnrapusa

HonbnHutenHa nHgopmaums: ,NUTS: BG Bbnrapua“

2.1.3. CtomnHocT
MporHo3Ha cTonHocT, 6e3 aa ce Bkntousa AC: 2 555 702 419,40 BGN

2.1.4. O6wa nHcpopmaums
HonbnHutenHa nigpopmauma: 1. MUHUMAJTTHU M3NCKBAHWA NlekapcTBeHUTe NpoayKTH, 3a
KOWTO yYacTHUUMUTE nofasaT npeanoxeHus Tpsbsa ga oTroBapsAT Ha M3UCKBaHUATA Ha
Bb3M0XUTENS M Aa ca cbobpaseHu ¢ KonuyecTeaTta, NocodeHn B EnektpoHHaTa cuctema.
https://cop.mh.government.bg/ - 3a peructpupanu, http://cop.mh.government.bg/ - 3a
Hepeructpupanm 2. ObLLUMN USNKBAHNA KbM MNMPELJIATAHUTE JIEKAPCTBEHU
MPOLOYKTW: 2.1. lNlekapcTBeHUTe NpoayKTM TpsiOBa Aa OTroBapsAT Ha M3UCKBaHUATA Ha
3akoHa 3a nekapCcTBeHUTE NPOAYKTU B XyMaHHaTa MeauunHa — Tpabea ga nputexxasaTt
BanuaHo paspelueHune 3a ynotpeba B ctpaHarta, ugageHo no pega Ha 3JTMXM unu
PernameHT (EO) Ne 726/ 2004 r. Ha EBponenckusa napnameHT n CbBeTa /un. 23, an.1 Ha
3JTMXM/. B npoueaypaTa morat ga 6baaT opepupaHun, camo nekapcTBeHUTe NPoayKTH
BkntoveHu B MNJ1C, Mpunoxexne Ne 2, akTyaneH KbM gatata Ha nogaBaHe Ha NpeanioXXeHMeTO.
2.2. LUleHaTa no goroeopa, CKNoYeH Bb3 OCHOBA Ha PaMKOBOTO Criopa3yMeHue e pukcmpaHa,
He NoAasexn Ha NpoMsiHa 3a CpoKa Ha AeVCTBME Ha JOroBopa, OCBEH B criydauTte Ha 116 ot
30Tr1. 2.3. B cnyyan, 4e npe3 BpeMeTo Ha AeNCTBME HA CbOTBETHUSA LOrOBOP CTOMHOCTTA,
KOATO crieABa Ada ce 3annawa ¢ nybrvyHn cpeacTtBa Ha fiekapCTBEHU NPOAYKTU OT
Mo3nTUBHMA NEeKapCTBEH CNUCHK CTaHe NO-HMUCKa OT JOroBopeHarta, ne4yebHOToO 3aBeaeHne —
Bb3roxuten 6e3ycrnoBHO 3annalia fnekapCTBeHNTE NPOAYKTU Ha NO-HUCKaTa CTOMHOCT,
CYMTaAHO OT JaTaTa Ha BfiM3aHe B CuMa Ha pelleHneTo Ha HaumoHanHnsa cbBeT MO LeHU U
penmbypcupaHe Ha nekapcteeHute npoayktn ( HCLUPJI) 3a npomsaHa Ha ueHuTe Ha
nekapcTBeHUTE NPOAYKTU UK OT AaTtaTa Ha akTyanu3auuaTa Ha [1o3nTuBHUA nekapcTBeH
CMUCBK Mo peda Ha yn. 57, an. 1 oT Hapenbarta 3a ycnosusTa, npaBunaTa u pega 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHnte npoayktn (HYMNPPPLUJIM) 3a
nekapCcTBEHUTE NPOAYKTU C HamareHa CTOMHOCT 3a OnakoBKa, u3dncreHa Ha 6asa
pedepeHTHa CTOMHOCT. B cnyyante no npeaxogHoTo n3pedeHne, CTOMHOCTTa ce onpeaens
KbM MOMEHTa Ha JocTaBkaTa (MoAnMcBaHe Ha Npuemo-npeaaBaTeneH NnpoTokon). Benyku
KonunyecTBa, MNOCOYEHN B creumdpukaumsTa, ca ,0pueHTUpOBBLYHM” 1 ca NpeaMeT Ha
Bb3/araHe B paMKUTE Ha BbTpeLleH KOHKYPEHTEH n3bop No pamKkoBO crnopasymeHue, no
nokaHa Ha neyebHUTe 3aBefeHUSA — Bb3NOXUTENN, MOCOYEHN B JOKYMeHTauusaTa. B pamkuTe
Ha NPoBeXAaHUTe BbTPELLHM KOHKYPEHTHU n3bopu, we 6baaTt 3asBsaBaHn KONM4ecTsa,
CbobBpa3HO TeKyLUUTE HYXON Ha BCSKO NevyebHo 3aBeaeHue, KaTto ne4yebHOTO 3aBeaeHne —
Bb30XUTESN HE € ANbXHO Aa 3asBK 3a JOCTaBKa LAnoTO AOroOBOPEHO KONMMYECTBO, a MMma
npaBo fa 3asaBsiBa KONIMYECTBA CbINacHO AENCTBUTENHUTE CU HYXOWN, HO HE noBeye oT
aoroBopeHoTo. Crnepf ckrnoYBaHe Ha KOHKpEeTEH A0roBOp, Bb3HUKBAT 3a4biKeHUsATa 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBeHUTE NeKkapCTBEHM NPoayKTU. 3.
N3NCKBAHUA 3A JOCTABKA MO KOHKPETEH OIMOBOP 3.1. Becaka otgenHa aocrtaska,
cnepaBa fa 6bae gocTaBeHa B CPOK A0 7 KaneH4apHW OHK crief noslydyaBaHe Ha 3asiBkata oT
ne4yebHOTO 3aBefieHNEe — BL3NOXUTEN U 3a KonudecTsaTa 1 onakoBkuTe (CbobpasHo
KOHKPETHUTE NnekapCTBEHM NPOAYKTU, MOCOYEHN B TEXHUYECKOTO NPeasioXeHne Ha
N3NbNHUTENS), TOYHO onpeaeneHn B 3asiBkaTa. B cnyyaun, 4e ce npasu nbpea goCTaBka OT
AafeHaTta napTuaa Ha nekapcTBeH NpoaykT, ce npeactass Ceptudukat 3a ocBoboxaaBaHe
Ha napTugarta, nsgageH ot ksanuduumparo nuue no 3J1MNXM Ha enekTpoHeH HOCUTEN Unn No
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€NeKTPOHEH NbT Ha eNeKTPOHHaTa MnoLla, NocoYeHa KaTo agpec 3a KopecnoHO4eHUMs,
npuapyxXeH ¢ npesog Ha 6bnrapckn e3nk ot ompma, CKroyuna gorosop ¢ MMHMCTEPCTBO Ha
BbHLWHMTE paboTn 3a M3BbpLUBaHE Ha odumLmanHn npesogun. M3bpoeHnTe JOKYMEHTH ce
npeacTaBaT NoO efleKTPOHHA NoLLa B CbOTBETHOTO 3BEHO, onpeaeneHo oT ne4ebHoTo
3aBefeHue — BbanoxuTten. MNpu cneaBalum AOCTaBKM Ha NekapCTBEHU NPOAYKTM OT cbLuaTta
napTuaa, cepTuduKaTbT He ce npeactass. B criyyan Ha He0BXOAMMOCT OT CcrneLlHa JOCTaBKa,
ne4yebHOTO 3aBeeHNE — Bb3NOXNTEN NOCOYBA M3PUYHO B 3asiBKaTta, Ye e Heobxoanmo aa
6bae u3BbpLUEeHa cneluHa goctaska. B To3n cnyyan, goctaBkarta cneasa ga 6bae
n3BbpLleHa 4o 6 Yyaca OT nony4vyaBaHe Ha 3asiBKaTa WM 3a KonuyecTeaTta M ONakoBKUTE, TOYHO
onpeneneHn B 3asikata. 3.2. OCTaTbyYyHUAT CPOK HA rOAHOCT Ha NeKapCTBEHUTE NPOAYKTH,
cnenga na 6bae He no—manbk ot 40 % /MeTupugeceT Ha cTo/ OT 06sABEHUSA OT NPOU3BOANTENS
KbM faTaTa Ha Bcsika focTtaBka. 3.2.1. B cnyyain Ha gocTaBka Ha nekapCcTBeHUS NPOAYKT € Mo
— KpaTbK OT JOrOBOPEHUSA CPOK Ha rOQHOCT, Ab/PKMMAaTa HeyCTOMKa € KakTo crieasa: oT
39,99% 1o 30% - 3 % BbpXy CTOMHOCTTa Ha gocTtaBkata; oT 29,99% 1o 20% - 5 % Bbpxy
CTOMHOCTTa Ha gocTtaskaTa; oT 19,99% 0o 10% - 7 % Bbpxy CTOMHOCTTa Ha JOCTaBKaTa; nog
10% - 10 % BBPXY CTOMHOCTTA Ha AocTaBkaTta. 3.2.2. [loctaBkaTa Ha fiekapCTBEH NPOAYKT C
OCTaTb4€H CPOK Ha rogHoOCT No-Manbk oT 10 Ha cTo OT 065BEHNSA OT NPOU3BOAMUTENSA Ce
N3BbpPLUBA CaMO C NMUCMEHO Cbrriacue Ha fie4yebHOTO 3aBegeHNe — Bb3NOXMUTEN 33 KOHKPETHO
KONM4yecTBO, onpeneneHo oT Hero. bea n3pnyHo NMCMeHo cbrnacue Ha nevyebHOTO 3aBeaeHne
— Bb3MOXUTEN CTOKUTE HAMa Aa 6baaT 3annawaHun. VickaHeTo 3a NMCMEHO cbrnacue crneasa
Aa NocTbnn B Ne4yebHOTO 3aBeAeHMEe — Bb3NOXUTEN B CPoK A0 1 (eauH) paboTeH AeH oT
nonyyYyaBaHe Ha 3asBKkaTa. [locoyeHuTe No-rope CPOKOBE 3a AOCTaBKa Ha NeKapCTBEHM
NPOAYKTM C OCTaTbYeH CPOK Ha rOAHOCT No-mManbk OoT 10 Ha CTO OT 06sBEHUSI OT
npoun3BoANTENSA 3anoyBaT Aa TekaT OT AaTaTta Ha nosflydaBaHe Ha CbrnacueTo 3a AocTaBka. B
CryvyauTe Ha CneLUHN JOCTaBKM NOCOYEHUTE NO-rope HEYCTONKM He ce npunarart. JleyebHoTo
3aBefeHMe — Bb3NOXUTEN MOXE Aa OTKaXXe NPpUEMaHETO Ha CTOKMTE, ako B AEHS Ha TAXHOTO
NpUCTUraHe Uy npuemMaHe ocTaTbyHUA CPOK Ha FOQHOCT € Mo — ManbK OT onpeaeneHus
MUHMMareH CpoK Ha rogHocT. 3.3. OCTaTbyYyHMAT CPOK Ha rOAHOCT Ha BUONPOAYKT UNn
6uonogobeH npoaykT, cneasa ga 6bae He no—Mmanbk oT 20 % /aBageceT Ha cTo/ OT 06sABEHUSA
OT NPomn3BOAMTENS KbM AaTaTa Ha Bcska goctaBka. 3.3.1. B crniyyan Ha goctaBka Ha
GuonpoaykT nnn GuonogobeH NPoAyKT C MO — KpaTbK OT AOFOBOPEHUSI CPOK HA FOAHOCT,
AbIbKMMaTa HeycTovika e kakTto cnegga: ot 19,99% 1o 10% - 2 % BbpXy CTOMHOCTTA Ha
poctaskaTa; oT 9,99% 0o 5 % - 4 % BbpXy CTOMHOCTTA Ha goctaekaTa; nog 5% - 6 % Bbpxy
CTOMHOCTTa Ha gocTtaBkata. 3.3.2. [loctaBkaTa Ha flekapCTBEH MPOOYKT C OCTaTbYeH CPOK Ha
rogHOCT NO-ManbKk OT 5 Ha CTO OT 06sIBEHNSI OT NPOU3BOAMTENS Ce U3BBLPLLBA CaMo C
NMMUCMEHO Cbrnacme Ha ne4ebHOTO 3aBeAeHNe — Bb3NOXUTESN 3@ KOHKPETHO KONNYECTBO,
onpeaeneHo ot Hero. bes n3pu4yHo NUCMeHO cbrnacue Ha NevyebHOTOo 3aBeeHne —
Bb3r10XUTEN CTOKMTE HAMa Aa 6baaT 3annawaHun. MiIckaHeTo 3a NMCMEHO chrracue crneasa
Aa NocTbnn B Ne4yebHOTO 3aBeAeHMEe — Bb3NOXUTEN B CPOK A0 1 (eauH) paboTeH AeH oT
nofny4yaBaHe Ha 3asBkaTa. [locoyeHuTe No-rope CPOKOBE 3a AOCTaBKa Ha NeKapCTBEHM
NPOAYKTU C OCTaTbYeH CPOK HA FOAHOCT MO-ManbK OT 5 Ha CTO OT 06sBEHMS OT
npoun3BoANTENSA 3anoyBaT Aa TekaT OT AaTaTta Ha nosflydaBaHe Ha CbrnacueTo 3a AocTaBka. B
CrlyyauTe Ha CneLUHN JOCTaBKM NOCOYEHUTE NO-rope HEYCTONKM He ce npunarart. JleyebHoTo
3aBefeHMe — Bb3NOXUTEN MOXE Aa OTKaXXe NPMEMAHETO Ha CTOKMTE, ako B AEHS Ha TAXHOTO
npUcTUraHe Uy npMemMaHe ocTaTb4yHUSA CPOK Ha FOQHOCT € Mo — ManbK OT onpeaeneHus
MUHMMareH CPoK Ha rogHocT. 4. [lokymeHTH 3a nnawaHe. 3annallaHeTo Ha CTOKUTe no
A0roBopa ce U3BbpLLBa OTIIOXEHO B Cpok Ao 60 /wecTtaecetns/ aeH, cneq npeacraBsHe Ha
cnegHuTe AOKyMeHTU: [loctaBHa hakTypa, CbCTaBeHa CbhrnacHo nancksanmsata Ha 304C un
nn3a4cC v MpruemartenHo-npegasaTenHyn NnpoTokonu; Npuemo — npegaBaTenHUTE NPOTOKONU
MOXe a Ce CbCTaBAT KaTO €MNEeKTPOHHM AOKYMEHTU 1 Aa ce NnognuceaT OT NpeacTaBuTennTe
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Ha CTpaHUTE C eNeKTPOHEH NoANuUC, Cb3gadeH C KBanupuuupaHo yaocToBepeHue 3a
enekTpoHeH nognuc. OTNOXEHOTO nrnalaHe e Ha OCHOBaHWe 4n. 3, an. 6 BbB Bpb3ka C an. 5
oT 3akoHa 3a neyebHuTe 3aBeaeHus. 5. Ha ocHoBaHue 4n.40 ot 30l LleHTpanHuaT opraH 3a
NOKYMKM B CEKTOp "3apaBeonasBaHe” npoBexaa nNpouenypuy 3a BbanaraHe Ha obuecrBeHmn
NOPBYKM 1 3a CKNIOYBAHE Ha PaMKOBW CMopa3yMeHusi Ypes u3nonaeaHaTa oT Hero nnatgpopma
Hamupalla ce Ha agpec: https://cop.mh.government.bg/ B cboTBeTcTBME C un. 40, an. 1 ot
30I1 cb3gaBaHeTo M NyGMKYBaHETO Ha pelleHusaTa no un. 22, an. 1, 1. 1 n 2 n obsisnenunsaTta
no yun. 35 nun. 36, an. 1, 7. 6 ot 301, we 6BLAAT M3BbPLLBAHKN B LieHTpanuaupaHa
aBToOMaTmaMpaHa nHopMaLmoHHa cuctema ,EnekTpoHHun obuwecteseHn nopbukm® (LANC
EOIM). Becnykn octaHanu pelleHvs n JOKyMeHTH ce nybnukysaTt B EnektpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/ 3a HacTodAwarta
obLlecTBeHa Nopbyka, Wwe 6bae obocobeHa camocToATeNHa enekTpoHHa Npenvcka B
EnektpoHHaTa cuctema. 3a npoBexagaHuTe oT nevyebHuTe 3aBefeHUs BbTPELLUHN KOHKYPEHTHU
n3bopu, Bb3 OCHOBA Ha CKITHO4EHOTO PaMKOBO criopa3ymeHune ce ob6ocobsiBaT oTAenHN
eneKkTpoHHM nNpenuckn B EnektpoHHaTa cuctema. HacrosiwaTa npoueaypa e u3usano
€NeKTPOHHA M BCUYKN OENCTBUS CBbP3aHu ¢ 06aBsIBAHETO M U NpoBeXaaHeTo u we 6baar
N3BbPLUBaHN Ype3 EnekTpoHHaTa cuctema, 4OCTbMNHA Ha CreaHnst eNeKTPOHEH agpec:
https://cop.mh.government.bg/ Bb3 ocHoBa Ha HacTodwaTa npoueaypa LIOMNC3 we ckntoun
€[HO pamMKOBO CropasyMeHue 4Ype3 U3nosn3BaHe Ha eNeKkTPOHHM CPeACTBa 3a KOMyHUKaLKMs B
CbOTBETCTBUE C U3NCcKBaHUATa no 4n. 39a, an. 7 ot 30l 1 npu n3non3saHe Ha eneKkTPoHeH
Tbpr, KONTO We ce npoBeae no pega Ha un. 89-91 ot 30I1. Cnepf cknoyBaHe Ha PaMKOBOTO
crnopasymeHue ot ctpaHa Ha LIOIMNC3, neyebHuTe 3aBefeHMS-Bb3NOXKUTENN LWEe CKoYBaT
KOHKPETHM AOroBOpY 3a A4OCTaBka Ha NekapCTBEHM NPOAYKTU crief 3BbpLUBaHE Ha BbTPELLEH
KOHKYpeHTeH n3bop B crniydamTte Ha yn. 82, an. 3 ot 30l n npoBexaaHe Ha enekTPOHEH Tbpr
npu cnaseaHe Ha pega no yn. 89-91 ot 30I1. 6. OcBeH Ha ocHOBaHuUATA Ha un. 54 n un. 55,
an. 1, 7. 1 ot 30Tl ce oTcTpaHABaT y4aCTHULMTE M KOraTo € Hanuue Hskoe oT
obctoarencteaTa no 4n.107 ot 30I1. 7. MNMpeaBng 06CTOATENCTBOTO, Y€ C YNeH 5k oT
PernameHT (EC) 2022/576 HA CBbBETA ot 8 anpun 2022 roguHa 3a U3MEHEHME Ha
PernameHT (EC) Ne 833/2014 OTHOCHO OrpaHU4UTENHN MEPKU C Orfnea Ha OeNCTBUSATa Ha
Pycus, pectabunuaunpalum nonoxeHneTo B YkparnHa (PernameHT (EC) 2022/576 HA
CBBETA) ce 3abpaHsiBa Bb3naraHeTo Ha BCSIKakBU JOroBOPKM 3a 06LLECTBEHN NOPBYKM Ha
APYXecTBa, B KOMTO MMa PYyCKO y4acTue, C KOeTo ce HaaBuLLaBaT rpaHuumMTe onpeaeneHn B
TO3W YneH. Y4acTHMUM, B KOUTO MMa PYCKO y4acTue, C KOETO Ce HaABuLaBaT rpaHuuuTe
onpegeneHn B 4n.5k Ha PernameHT (EC)2022/576 Ha CbBeTa e 6baaT oTCTpaHsBaHU OT
npoueaypara.

NpaBHO ocHOBaHue:

Oupektnea 2014/24/EC

2.1.5. Ycnosus 3a Bb3naraHe Ha o6LlecTBeHa Nopbuka
YcnoBus 3a nogaBaHe:
MakcumaneH 6pon o6ocobeHn no3nuum, 3a KOUTO eanH odpepeHT MoXe aa nogaae odepTu: 6

2.1.6. OcHoBaHu/A 3a U3KNKO4YBaHe
YyacTtue B npecTbnHa opraHndaums: KaHangaTsbT uUnm y4aCcTHUKBT € OCbAEH C BMisi3na B cuna
npucbaa 3a npecrbnnexne no yn. 321 nnm un. 321a ot HakasatenHus kogekc (4n. 54, an. 1,
T. 1 ot 30Tl1) nnu 3a aHanorM4yHoO NPecTbNIeHNe B Apyra Abp)KaBa YreHKka unm Tpeta cTpaHa
(un. 54, an. 1, 1. 2 ot 30IN)
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Kopynuus: KaHouaatsT Uy y4acTHUKBT € OCbAeH C Brisidna 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)

M3mamu: KaHongatsbT v y4acTHUKBT € OCbAEH C Brisi3na B cuna npucbhaa 3a npecrbhieHve
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)
TepopuUCTUYHK NPECTBLNIIEHUS N NPECTBNNEHNSA, KOUTO Ca CBbP3aHN C TEPOPUCTUYHM
AenHoctu: KaHonaatsbT Uy y4acTHUKBT € OCbAEH C Brisiana B cuna npucbaa 3a
npectbnneHue no 4n. 108a ot HakaszartenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unun 3a
aHarorvyHo npecTbhniieHre B Apyra AbpKaBa YfeHka unun Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot
30MM)

M3nupaHe Ha napu unun puHaHcupaHe Ha TepopuamMa: KaHaMaaTbT UM y4acTHUKBT € OCbAeH
C Bfsi3na B cura npucbaa 3a npectbnnenune no yn. 253-260 ot HakasaTtenHusa kogekc (4n. 54,
an. 1, 7. 1 ot 30I1) unu 3a aHanorMyHoO NpecTbiIeHMe B Apyra Abp)KaBa YflieHKa unu Tpeta
cTpaHa (4n. 54, an. 1, 1. 2 ot 300N)

OeTcku Tpya v gpyrn bopmun Ha Tpaduk Ha xopa: KaHangaTbT UM YHacTHUKBT € OCbAEH C
BNs3na B cuMna npucbAa 3a npectbnsieHne no 4n. 159a-159r ot HakasatenHus kogekc (4.
54, an. 1, 1. 1 ot 30I1) unu 3a aHanoOrM4yHoO NpecTbnieHe B Apyra ObpXKaBa YeHKka nunm
TpeTa cTpaHa (4n. 54, an. 1, 1. 2 ot 30IN)

MnawaHe Ha gaHbun: KaHangaTsT UNKW YH4aCcTHUKLT UMa 3a4biMKEeHUs 3a JaHbUyM NO CMUCHIA
Ha un. 162, an. 2, T. 1 oT JaHbYHO-OCUTYPUTESTHUS NpoLecyarneH KoLeKC U NNXBUTE MO TAX
KbM AbpXaBaTta Unm kbm obLimMHaTa no ceganuuleTo Ha Bb3NOXUTENS U Ha KaHauaaTa unm
y4yacCTHUKA, NN aHanorMyHn 3agbImKeHNss CbrNacHO 3aKOHOA4AaTENICTBOTO Ha AbpKaBaTta, B
KOSAATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3bI1 B CUSa akT Ha
KOMneTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30IM)

[MnalwaHe Ha coumanHOOCUrypuUTenHn BHOCKN: KaHaMaaTbT UM y4acTHUKBLT MMa 3a4bimKeHNs
3a 3a0bIDKUTENHN OCUTYPUTESNTHM BHOCKMN NO CMUCHSIA Ha yvn. 162, an. 2, 1. 1 oT JaHb4HoO-
OCUIYpPUTENHUA NpoLecyaneH KOAEKC MU NIMXBUTE MO TAX KbM AbpKaBaTa unu kbM obmHaTta
no cedanuLieTo Ha Bb3MNOXUTENA U HA KaHOuAATa UK y4acTHMKA, MU aHanorn4Hm
3a4b/MKEeHUN CbIacHO 3aKOHOAATENCTBOTO Ha AbpXKaBaTa, B KOSATO KaHAMAATbT UNn
YYaCTHUKBT € YCTAaHOBEH, JoKa3aHW C BIs3bJS1 B CUa akT Ha KOMMNETEHTEH opraH, (4n. 54, an.
1, 7. 3 o1 300N)

HapyuweHune Ha 3agbimkeHns B obnacTTa Ha eKonormyHoTo npaeo: KaHanaatsT unm
YYaCTHUKBT € OCb/EH C Brisiana B cuna npucbaa 3a npecrbnneHne no yn. 352-353e ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4yHo NpecTbnieHne B gpyra
AbpXaBa YneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

HapyweHune Ha 3agbimkeHns B obnacTtTa Ha coumanHoTo npaso: KaHamaatbT Mim y4acTHUKBT
€ OCb[EH C Brisiana B cufa npucbaa 3a npecrbnineHme no yn. 172 nnu un. 192a ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4yHo NpecTbnieHne B gpyra
AbpXaBa YneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

HapyweHune Ha 3aabmkeHnsa B obnactrta Ha Tpy4oBOTO npaBo: KaHanaaTbT UM y4acTHUKBLT €
n3BbpLIKn HapyweHue no un. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C
BNA3M0 B CMMa Haka3aTenHo NOCTaHOBNEHNE U CbaebHOo peLleHne, Nnu aHanormyHun
HapyLleHUs1, yCTaHOBEHU C aKT Ha KOMMNETEHTEH OpraH, CbrnacHO 3aKoHO4aTeNCTBOTO Ha
AbpXaBaTta, B KOATO KaHANAATHT UM YHaCTHUKBT € YCTaHoBeH (4n. 54, an. 1, 1. 6 ot 30I1)
MpsIKO MM KOCBEHO y4acTue B NOArOTOBKAaTa Ha npoueayparta 3a BbanaraHe Ha obuiecTBeHa
nopbyka: Hanuue e HepaBHOMOCTABEHOCT B crniydauTe no yn. 44, an. 5 ot 3001 (un. 54, an. 1,
T. 4 ot 300N)
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KOHMnmKT Ha nHTEepecu, cBbp3aH C y4acTMETO B NpoueaypaTta 3a BbanaraHe Ha obuiectBeHa
nopbyka: Hanuue e KOHPNUKT Ha HTepecn No cmmucbna Ha § 2, 1. 21 ot AP Ha 301, konTo
He Moxe Aa 6bae oTcTpaHeH (4n. 54, an. 1, 1. 7 ot 300M)

E BMHOBEH 3a norpeLHo npeacraBsaHe Ha MHGOPMaLUnA, He € B CbCTOSAHWE fa NpefCcTaBu
HeobxoauMUTE OOKYMEHTU 1 € NoMny4Yunn noBepuTenHa nHpopmaumsi BbB Bpb3ka C Tasu
npouenypa: 3a kaHguaaTa unu y4acTtHMKa € yCTaHOBEHO, Ye: - € NpeacTaBun OKYMEHT C
HEBSIPHO CbAbpXXaHWe, C KOUTO Ce AoKa3Ba AeknapupaHaTa fimnca Ha OCHOBaHWUA 3a
OTCTpaHsiBaHe uUnu AeKnapupaHoTo U3nbiHEHNE Ha Kputepunte 3a nogbop (4n. 54, an. 1, 1.5
ot 30I1); - He e npegocTaBun N3NCKBaLLLA ce UHpopMaLUns, CBbp3aHa C yAOCToBepsiBaHe
nuncaTa Ha OCHOBaHUSA 3a OTCTpaHsiBaHe UIu U3MbITHEHMETO Ha KpuTepuuTe 3a nogoop (4n.
54, an. 1, 1.5 ot 300N)

UncTo HaunoHanHM OCHOBaHMSA 3a U3KMYBaHe: 3a kaHangaTa unm ydacTHUKa e Hanuue
HSKOe OT cregHuTe 06CTOATENCTBA: OCHAEH € C BMs3na B cuna npucbaa 3a NpecTbnieHns no
yn. 194 — 208, un. 213a — 217, un. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (4n. 54,
an. 1, 7. 1 ot 300N); n3BbpwKnn € HapyweHus no 4n.61, an.1, yn.62, an.1 unu 3, 4n.63, an.1
unu 2, un.228, an.3 ot Kogekca Ha Tpyaa 1 no 4n.13, an.1 ot 3akoHa 3a TpygoBaTa Murpaums
N TpygoBata MOOMIMHOCT, YCTAHOBEHW C BNA3MO B CMa HakasaTenHo NoCTaHOBEHME UMK
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.

BaHkpyT: KaHOnaaTsT Mnm y4acTHUKBT € 065IBEH B HECBHCTOSTENTHOCT NO CMUCHIIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

HennaTtexxocnocobHocT: KaHanaaTsbT UM y4acTHUKBT € B MPOM3BOACTBO MO
HecbcTOATENHOCT (4n. 55, an. 1, 1. 1 ot 30I1)

CnopasymeHue ¢ kpegutopute: KaHamaatbT UM y4acTHUKBT € CKIYUIT U3BbHCHAEOHO
crnopasymMeHue C KpeanTopuTe cu no cmucbna Ha yun. 740 ot TbproBckua 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

AHanormyHa Ha HeECbCTOATENHOCT CUTYyaunsa CbINacHO HaLMOHANMHOTO 3aKOHO4AaTENCTBO:
CobrnacHo 3akoHO4aTesncTBOTO Ha AbpKaBaTa, B KOSITO € YCTAaHOBEHO, Yy>KAEeCTPaHHO nuue ce
Hamupa B NonoXeHune, Nogo6HO Ha: 06sIBEH B HECHCTOATENHOCT; B MPOM3BOACTBO MO
HECBbCTOSATENHOCT; B NpoLleaypa no NMKBMAAUNS; CKMOYEHO N3BbHCBbAEOHO cnopasyMeHme ¢
KpeautopuTe; npeyctaHoBeHa aenHocT (4n. 55, an. 1, 1. 1 ot 30I01)

AOMUVHUCTpUpaHe Ha akTuBMUTe OT NukBMaaTop: KaHaMaaTsbT UM y4acTHUKBT € B npoueaypa
no NukBMAaumsa No cMncbra Ha TbproBckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

lMpekpaTeHa cTonaHcka AenHocT: KaHanaaTbT Uy y4acTHUKBT € NpeycTaHoBUIT AeHOoCTTa
cu (un. 55, an. 1, 1. 1 ot 30I1)

5. O6ocob6eHa no3nuus

5.1. O6ocobeHa nosunuus: LOT-0001
3arnasue: O6ocobeHa nosmumsa Ne 1, BknouBaila 39 HoMeHknaTypu
Onucanue: ATC INN Form Package Quantity Note LO1AAO1 Cyclophosphamide
napeHtepanHa mg 48201100 LO1AAO02 ChlorambucilnepopanHa tBbpaa mg 166000 LO1AA06
Ifosfamide napeHTepanHa mg 30334100 LO1AAO09 Bendamustine napeHtepanHa mg 1176000
LO1AX03 Temozolomide nepoparnHa tebpga mg 10006000 LO1BAO1 Methotrexate
napeHtepanHa mg 18398000 concentrate for solution for infusion LO1BAO1 Methotrexate
napeHtepanHa mg 248880 Solution for injection LO1BA04 Pemetrexed napeHTepanHa mg
5572000 LO1BB02 Mercaptopurine nepopanHa t8bpaa mg 5065500 LO1BB04 Cladribine
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napeHtepanHa mg 19650 LO1BB05 Fludarabine napeHTtepanHa mg 229500 LO1BB06
Clofarabine napeHtepanHa mg 15610 LO1BB07 Nelarabine napeHTepanHa mg 360000
LO1BCO1 Cytarabine napeHTepanHa mg 12510000 Solution for injection/infusion 100 mg/ml
LO1BCO1 Cytarabine napeHTepanHa mg 16430000 Solution for injection 50 mg/ ml LO1BC02
Fluorouracil napeHTepanHa mg 268011664 LO1BCO05 Gemcitabine napeHTepanHa mg
41193200 LO1BCO06 Capecitabine nepopanHa 18bpga mg 1775920400 LO1BCO7 Azacitidine
napeHtepanHa mg 4803000 LO1BCO7 Azacitidine nepopanHa TBbpaa mg 8238000 LO1BCS53
Tegafur, Gimeracil, Oteracil nepopanHa TBbpaa tabl 90000 20 mg/5,8 mg/15,8 mg LO1BC59
Trifluridine/Tipiracil nepopanHa TBbpaa tabl 137330 20 mg/8,19 mg LO1BCS9 Trifluridine
[Tipiracil nepopanHa TBbpAaa tabl 91140 15 mg/6,14 mg LO1CAOQ4 Vinorelbine napeHTepanHa
mg 617120 LO1CBO01 Etoposide napeHTepanHa mg 6326000 LO1CDO0O1 Paclitaxel
napeHTepanHa mg 10428100 LO1CDO1 Paclitaxel (Nanoparticle albumin-bound-NAB)
napeHtepanHa mg 1823000 LO1CDO02 Docetaxel napeHTepanHa mg 3515376 LO1CDO04
Cabazitaxel napeHtepanHa mg 106460 LO1CEO1 Topotecan napeHTepanHa mg 23371
LO1CEO1 Topotecan nepopanHa tBbpaa mg 4628 LO1CEO2 Irinotecan napeHTepanHa mg
256075 liposomal LO1CEO2 Irinotecan napeHTepanHa mg 3851000 LO1DB01 Doxorubicin
napeHtepanHa mg 356300 Concentrate for solution for infusion LO1DB01 Doxorubicin
napeHtepanHa mg 159800 Powder, dispersion and solvent for concentrate for dispersion for
infusion LO1DBO03 Epirubicin napeHTepanHa mg 4360690 LO1DBO06 Idarubicin napeHTepanHa
mg 33950 LO1DBO07 Mitoxantrone napeHtepanHa mg 67056 LO1DB11 Pixantrone
napeHtepanHa mg 20020

BbTpeleH ngeHtudukatop: 420095

5.1.1. Uen
EcTtecTtBO Ha nopbykata: [JoctaBku
OcHoBHa knacudgukaums (cpv): 33600000 dapmaueBTUYHN NPOAYKTU
HonbnHutenHa knacudukaumnsa (cpv): 33652000 AHTMHEONNACTUYHU CpeacTBa m
MMyHOMOAynaTtopu

5.1.2. MscTo Ha n3nbIIHEeHue
MoweHckn agpec: Bvnrapus, rp. Codus, MNnowan Ceeta Hegens Ne 5
Npaa: Cocus
MoweHckm koa: 1000
AOMUHUCTpaTUBHO-TepUTOpManHa eguHuua Ha abpxasata (NUTS): Codus (ctonuua) (BG411
)
Ovpxasa: bvnrapus
HonbnHutenHa nigopmaumsa: ,NUTS: BG Bvnrapus®

5.1.3. OyakBaHa NpoAbLIIKUTENHOCT
Hauanna garta: 16/12/2024
Cpok: 2 'oguHn

5.1.4. MNopgHoBsABaHe
MakcumaneH 6pon nogHoBsBaHus: 0

5.1.5. CtomHocT
lMporHosHa cTorHocT, 6e3 aa ce sktousa O0C: 120 592 340,52 BGN

5.1.6. OOGwa uHdopmauus
3anaseHo yyacTtue:
YyacTmeTo He e 3anaseHo.
lMpoekT 3a Bb3naraHe Ha obLiecTBeHa NopbYka, KOUTO He e bMHaHCcupaH cbe cpeactea ot EC
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MopbykaTa nonaga B NPUOXHOTO nose Ha CnopasyMeHneTo 3a AbpxaBHUTe nopbyku (CAMM)
: ha

HonbnHuTtenHa nHgopmaumsa: OnpegeneHnte U3NbAHUTENN MO PAMKOBOTO CNopasyMeHne He
ObIDKaT rapaHums 3a U3nbIIHEHME NPU CKoYBaHe My. MapaHuuaTa 3a U3NbIIHEHNE Ha BCEKM
KOHKpETEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELUEH KOHKYPEHTEH M360p, Bb3 OCHOBA Ha
CKITHO4EHO pPaMKOBO crniopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Aorosopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyvar 4ye JoroBopa € Ha CTOMHOCT paBHa uUnu
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu nog 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE HE Ce N3MCKBA.

5.1.7. CrpaTerm4yeckm obecTBeHN NOPBUKHN
Llen Ha cTpaTernyeckuTe obLLiecTBeHU NopbYykK: HAama cTpaTernyecka obLiecTseHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a ekonorocbobpasHu
o6LLEeCTBEHN NOPBYKM

5.1.8. KpuTtepuu 3a goctbnHoCT
KpuTepuu 3a 4OCTBNHOCTTA 3a NuuaTa C yBpeXxaaHusi He ca BKo4veHu, a 06ocHoBKaTa e
cnegHaTta
O6ocHoBka: JlekapcTBeHUTE NpoayKkTK ca 06eKT Ha perynaumsi No OTHOLLEHNE Ha OnakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLUTE Ce U3MNOM3BaT M OT Nnua ¢ yBpexaaHus, ce
cnasBaT M3NCKBaHUATa Ha eBPOMNENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacT, npeasua KoeTo He
€ HeobXxoaMMo aa ce NOCTaBAT AOMbNHUTENHN KPUTEPUN 3a AOCTBLMHOCT 3a Nuua ¢
yBpexaaHus.

5.1.9. KpuTtepuu 3a nogbop
Kputepun:
Bua: MIkoHoMMYyecko 1 oMHaHCOBO CbCTOSAHNE
HanmeHoBaHwue: Ha ocHoBaHue yn. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyacTHuyuTe B
npouenyparta 3a nocrneaHuTe Tpy NPUKIIOYMN UHAHCOBU rOAMHM Aa ca peanuavpani
MUHUManeH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.
OnucaHue Ha kpuTepus 3a nogbop: PeanuanpaHmat MuHumaneH obopoT B cdepara,
nonagawlia B o6xBaTa Ha nopbykaTa, n3dncneH Ha 6asa rognwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NPorHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTtypa/u B o6ocobeHnTe no3nunm, 3a KOATO/KOUTO ce noaasa odepTaTa. o
MUHUManeH obopoT B cdhepaTta, nonagalla B o6xeaTta Ha nopbykarta, cneisa aa ce pasbupa
000pOoT peanunanpaH OT TbProBus € nekapcTBeHn npoayktn. CvrnacHo un. 62, an. 3 ot 30T,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-KkpaTbK NeEpMoS B 3aBUCUMOCT OT AaTarta, Ha KOsiTO
YYaCTHUKBT € Cb34adeH Unu e 3anoyHan gevHocTTa cu. [IokyMeHTUTEe 3a NoCTaBeHMUS
KpUTEPUIN, KOUTO Ce NPeACTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa Unm oT y4acTHUKa
onpeneneH 3a N3NbAHUTEN NPeaun CKoYBaHe Ha LOroBopa, B criydante Ha yun. 67, an. 5 unum
un. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a o6opoTa B cdepaTa, nonagaiwia B o6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.
3non3BaHe Ha TO3u KpuTepun: N3nonssaHu

Kputepum:

Bua: NogHOCT 3a ynpaxHsiBaHe Ha npodecruoHanHata AenHocT

HavnmeHoBaHwue: YyacTHUUUTE crnegsa Aa ca BNucaHu B TbProBCKUSA PErMCTbP U/unu B
CbOTBETEH NpodecrnoHaneH perncTbp, a 3a YyXK4eCTpaHHN Nuua - B aHanorm4Hn pernctpu
CbrnacHO 3aKOHOAATENCTBOTO Ha AbpKaBaTa YneHKa, B KOATO ca YCTAaHOBEHMW.
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OnucaHune Ha kpuTepusa 3a nogdop: YyacTHuumuTe B 0bLecTBeHaTa nopbyka Tpsbea aa
npuTexasaTt paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyaute no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBUS Ha €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
paspeLlleHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AeKnapupa ¢ nonbiBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NpPOn3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a PeErncTpaums 3a TbproBus Ha eapo 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 y4aCcTHUKA onpeaeneH 3a U3nbrHuTesn, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMCcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanugHo paspelleHne 3a Npou3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBUS Ha e4po C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noxntensr He
N31CKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unn Ha apyr JOKYMEHT, y4O0CTOBEpsiBaLL, MPaBoOTO
3a TbProBusi C NIekapcTBEHM NPOAYKTU UMK paspeLleHne 3a NPon3BoACTBO UK BHOC, KOraTto
nma JOCTbM MO cryebeH NbT Unu Ypes NyenmyeH perncTbp, UNn KoraTo CbLuMTe MoraT ga
Obaart ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6asn gaHHu Ha
ObPXaBUTE YNEHKN.

M3non3BaHe Ha TO3M KpuTepun: N3nonssaHu

5.1.10. KpuTepuu 3a Bb3naraHe
Kputepun:
Bua: Lena
HanmeHoBaHue: lkoHOMUYECKN Han-n3rogHaTa odepTta ce onpenens Bb3 OCHOBA Ha Hau-
HUCKaTa LeHa cnepf npoBefeH eneKTPOHEH Tbpr. TO3m KpUTepui ce npunara u npu BbTPELLHO
KOHKYpPEHTHUTE M360opun OT nevyebHuTe 3aBefeHus.
Onucanue: 1. Cnea npoBexgaHeTo Ha eNleKTPOHHUA ThPr 3a BCEKU NeKapCTBEH NPOAYKT, e
O6baaT onpeaeneHn U3NbAHUTENM NO PaMKOBO CropasyMeHne Npu cna3saHe Ha crnegHuTe
npasuna: 3a BCAka HOMEHKNaTypa, oT TexHunyeckaTa crneumdmrkaums, 3a U3anNbIHUTENN MO
paMKOBOTO CropasyMeHue e ce onpeaenaT y4acTHUKBLT NPeaioXun Han-H1ucka LeHa m
BCUYKM OPYrM y4acTHUUK, Npeanoxunu ueHa, koato e o 10 % no-BMcoka OT Han-HUCKaTa
npeanoXxeHa LueHa. Bb3noxutenar He NocTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeEHKNaTypa e Hanvue caMmo
e[IVH Y4aCTHUK, 3a KOWTO He ca Hanuvue OCHOBaHWUATa 3a OTCTpaHABaHe, MOCOYEHU B
HacTosLWwaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha KpuTepuuTe 3a nogdbop; Unu e Hanuue camo
e[ HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE yCroBUA Ha
Bb3M10XUTENS 3a U3NBIIHUTEN Ha CbOTBETHATaA HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n360p, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha MbPBO MSACTO YYACTHUK, YNETO LLEHOBO NpeanioXeHne e
Han-HNCKO.

5.1.11. [okymeHTauus 3a Bb3naraHe Ha obwecTBeHa nopbyka
E3nuu, Ha KonTo goKyMeHTauusaTa 3a obuiectBeHaTa nopbyka e opuumanHo AoCTbMNHa:
Gbnrapckm
Appec Ha gokymeHTaumsaTa 3a obuiectBeHaTa nopbyka: https://cop.mh.government.bg/
Ad hoc kaHan 3a KOMyHUKaUuA:
HanmeHoBaHue: LIOMNC3
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5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBus 3a nogaBaHe:
EnekTtpoHHO nogaBaHe: 3agb/mKUTENHO
Appec 3a nogasaHe: https://cop.mh.government.bg/
E3nun, Ha konto morat ga ce nogasat odepTu Unn 3asiBNeHns 3a yyactue: 6bnrapckm
EnektpoHeH kaTtanor: 3abpaHeHo
M3unckBa ce yCbBbPLUEHCTBAH UK KBAnNMUUUpaH enekTpoHeH Nognuc unm nevat (CbrinacHo
onpegeneHusta B PernameHTt (EC) Ne 910/2014)
BapunaHTtu: 3abpaHeHo
KpaeH cpok 3a nonyyasaHe Ha odepTtu: 11/11/2024 23:59:59 (UTC+02:00)
N3TOYHOEBPOMNEWNCKO BpeME, LIeHTPanHOEBPONencKo NATHO BpeMe
MpoAbmMKUTENHOCT, Npe3 KOATO odpepTaTa TpsibBa aa octaHe BanuaHa: 10 Meceum
MHdopmaumna 3a obuwecTBeHaTa nopbUkKa:
[aTta Ha oTtBapsHe: 12/11/2024 15:00:00 (UTC+02:00) n3to4HoeBpONeENCKO BpeME,
LeHTpanHoeBPONENCKo NATHO Bpeme
MscTo: EnektpoHHaTa cuctema
HonbnHuTtenHa nHgopmaumsa: HactoswaTa npoueaypa € U3Lano enekTpoHHa U BCUYKK
OEeNCcTBUSA CBbP3aHn ¢ 06sIBABAHETO M 1 NPOBEXOAHETO N We 6baaT M3BbPLLBAHM Ype3
EnekTpoHHaTa cuctema, JOCTbMHA Ha CneaHnsa enekTpoHeH agpec: https://cop.mh.
government.bg/
YcnoBua Ha goroBopa:
M3nbnHeHneTo Ha goroBopa TpsibBa Aa ce u3BbpLUBa B paMKUTE Ha Nporpamu 3a Cb3gaBaHe
Ha 3awuTeHn paboTHn mecta: He
EnekTtpoHHO dhakTypupaHe: PaspelueHo
LLle ce nsnonassa enekTpoHHO NOpbYBaHE: HE
LLle ce nsnonssa enekTpoHHO NnawjaHe: He
durHaHCcoBO cnopa3ymeHue: Becnykn konmyecTsa, NocodeHn B cneundurkaumaTa Ha
EnekTpoHHaTa cuctema, ca ,,0pMeEHTMPOBBYHU’ U Ca NPeaMET Ha Bb3naraHe B pamKkuTe Ha
BbTPELLEH KOHKYPEHTEH n3bop No pamKoBO crnopasymMeHue, No nokaHa Ha nedyebHuTte
3aBefeHnsi — Bb3NOXUTENN, MOCOYEHN B HAcTosLWaTa JOKyMeHTaumd. B pamkute Ha
NpoBeXaaHUTe BbTPELLUHN KOHKYPEHTHU n3bopu, we 6baat 3asBsiBaHN KONMYECTBA,
CbOOpasHO TEKYLLUMTE HYXKAM Ha BCHAKO ne4yebHOo 3aBefeHne, KaTo nevyebHOTOo 3aBefeHne —
BB3MOXMTEN HE € ANbXHO Aa 3asBM 3a 4OCTaBKa LsiNoTO LOrOBOPEHO KONMYECTBO, a nMma
npaBo Aa 3asBsiBa KOSIMYECTBA CbIMAaCcHO OENCTBUTENHUTE CU HYXXOWN, HO HE noBeYe OT
AorosopeHoTo. Cnep cknoyYBaHe Ha KOHKPETEH JOroBOp, Bb3HMKBAT 3a4b/KEHUsATa 3a
3asBsABaHe, AOCTaBKa W 3annallaHe Ha JOCTaBEHUTE NIeKapCTBEHW NPOAYKTH.

5.1.15. TexHukKmn
PamkoBO cnopa3symeHue:
PamkoBo cnopasymeHue ¢ NOAHOBSIBaHe Ha cbeTe3aTtenHarta npoueaypa
MakcumaneH 6pown yyactHmum: 100
O6ocHOBKa Ha cpoka Ha OeNCTBME Ha paMKOBOTO crnopasymMmeHune: CKoYeHOTO Bb3 OCHOBA Ha
HacToswaTa obLiecTBeHa Nopbyka paMKoBO CMOpa3yMeHme, e € CbC CPOK Ha U3MbIHEHNE
00 ABe roguHu, CYMTaHO OT AaTaTta Ha CKtoYBaHeTo My. CpOKbT Ha JOrOBOPUTE, CKITHOYEHU
cnea nNpoBedeH BbTPELLEH KOHKYPEeHTEH M360op No paMKOBOTO criopasymMeHue oT fedyebHunTe
3aBegeHus no 4n. 1 ot NMMC Ne 146/2015 r. moxxe fa HaaxXBbpsa KpamHUs CPOK Ha
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CKITHOYEHOTO PaMKOBO criopadyMeHme. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHn BCUYKN KONMYecTBa OT
nekpcrteeHuTe npoayktn n LUOMNC3 He e cknioynn HOBO paMKOBO CriopasyMeHue 3a TAX.
JonbnHUTENHO NOKpUTUE OT KynyBada: Bbanoxutenute - ne4ebHn 3aBegeHnst 3a 6o0nHUYHa
nomoty no 4n. 9 ot 3akoHa 3a neyebHuTe 3aBeneHnsa (3J13), neyebHn 3aBegeHns 3a
6onHn4yHa nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnewHa MeauumMHCKa NomMoLy, nevyebHu
3aBefeHns 3a CTauMoHapHa ncMxmatpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHusa no yvn. 10, 1. 3, 3a n 36 ot 3J13, koMTO ca Nnoganu 3asBkK, Yped EnekTpoHHaTa
cucTemMa 3a nekapcreeHn npoayktu. MNpegmet Ha BbanaraHe Ypes LUIOMNC3 ca gocrtaBku Ha
CTOKM — fleKapCTBEHM NPOAYKTU OT M03NTUBHMS NEeKapCTBEH CNNCHK MO Y. 262 ot 3J1MXM,
BMMcaHu B Ny6nunyeH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LEHU U
penmbypcurpaHe Ha nekapcTBeHn NpoaykTn. HactoawaTa npouenypa obxeala 3asBeHUTE OT
nocoYeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapu n meceu mapt 2024 .
MogpobeH cnuchk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [IOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukyesaHa B EnekrtpoHHaTa cucrema.

UHdopmauma 3a AMHaMU4YHaTa cucTemMa 3a NoKynKu:

Hsma guHammnyHa cuctema 3a noKyrmnku

EnekTpoHeH Tbpr: aa

EnekTpoHeH Tbpr ce npoBexaa Ha cnegHusa agpec: https://cop.mh.government.bg/
Onucanue: M360pbT Ha M3NBAHUTENM MO CbOTBETHUTE HOMEHKIATYPU, BKIHOYEHN B
pPaMKOBOTO cropa3ymeHue e 6bae M3BbPLLEH Crnef NpoBeXaaHe Ha eNeKTPOHEH Thpr 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 N3BpaHus
KpUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpOHHUA Thpr we 6baat
AONyCHAaTW y4aCTHULMTE, YUNTO NPeanoXKEeHNA OTFOBapsT 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 cTbnKkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUA Tbpr, 4ONyCHATUTE
yyacTHMUMTE Nosy4vaBaT NoKaHa, B KOSITO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NbpBOHavanHaTa oueHka Ha odepTuTe M. ENeKTpoHHNA Thpr Lwe 3anoyHe He No-paHo OT
2 paboTHM gHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYaCTHUK, e MOXe [a BUXKA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHata KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTta.

5.1.16. [OdonbnHuTenHa nHcgpopmauus, Mmeguauusa v npepasrnexanaHe (odxxansaHe)
OpraHusauus, oTroBapsiwia 3a npepasrnexagaHeTto (o6xansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuusaTa
MHdopmaums 3a KpanHUTe CpokoBe 3a npepasrnexgaHe: Ha ocHoBaHue yn. 197, an. 1, 1. 1
ot 30I1, xxanbu moraT ga ce nogasart B JeceT JHEBEH CPOK OT U3TUYAHETO Ha CpPoKa Mo un.
100, an. 3 ot 30T - cpeLy pelleHeTOo 3a OTKPUBAHE Ha npoueayparta u/unu peLeHmeTo 3a
ogobpsiBaHe Ha NPOMeHU B ycrnoBusaTa no obsiBeHaTa npoueaypa

5.1. O6ocobeHa no3muusa: LOT-0002
3arnaeue: O6ocobeHa nosmums Ne 2, BkntoyBalla 47 HOMeHKNaTypu
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Onucanue: ATC INN Form Package Quantity Note LO1EAO1 Imatinib nepopanHa tBbpaa mg
100881600 LO1EA02 Dasatinib nepopanHa TBbpaa mg 4964500 C92.1 LO1EAO3 Nilotinib
nepopanHa tBbpaga mg 181139600 LO1EAO4 Bosutinib nepopanHa t8bpga mg 14772000
LO1EAOQ5 Ponatinib nepopanHa 18bpaa mg 615800 LOTEAO06 Asciminib nepopanHa TBbpaa
mg 2479200 LO1EBO1 Gefitinib nepopanHa T8bpaa mg 8034800 LO1EBO2 Erlotinib
nepoparnHa Tebpaa mg 10302750 LO1EBO3 Afatinib nepopanHa TBbpaa mg 1724640
LO1EBO4 Osimertinib nepopanHa tBbpaa mg 7410840 LO1ECO1 Vemurafenib nepopanHa
TBbpaa mg 46318464 LO1ECO02 Dabrafenib nepopanHa TBbpaa mg 28027900 LO1ECO03
Encorafenib nepopanHa 1Bbpaa mg 37141400 LO1EDO1 Crizotinib nepopanHa TBbpAaa mg
11480000 LO1EDOQS alectinib nepoparnHa 18bpaa mg 58200000 LO1EDOS Lorlatinib
nepopanHa tBbpaa mg 4412050 LO1EEO1 Trametinib nepopanHa TBbpaa mg 179360
LO1EEO2 Cobimetinib nepopanHa TBbpaa mg 1292100 LO1EEO3 Binimetinib nepopanHa
TBbpaa mg 5047560 LO1EFO01 palbociclib nepopanna tBbpaa mg 37009975 LO1EF03
Abemaciclib nepopanHa TBbpaa mg 52420330 LO1EGO01 Temsirolimus napeHTepanHa mg
67670 LO1EGO02 Everolimus nepopanHa 18bpgaa mg 1028120 5 mg/10 mg LO1EGO02
Everolimus nepopanHa t8bpga mg 3840 2,5 mg LO1EHO1 Lapatinib nepopanHa TBbpaa mg
51450250 LO1EHO03 Tucatinib nepopanHa T8bpga mg 25216100 LO1EJO1 Ruxolitinib
nepopanHa tebpaa mg 4267000 LO1EJO2 Fedratinib nepopanHa tBbpaa g 26600 LO1EKO1
Axitinib nepopanHa TBbpaa mg 1349610 LOT1ELO1 Ibrutinib nepopanHa 1Bbpaa g 66852
LO1ELO2 Acalabrutinib nepopanHa 18bpaa g 11012 LO1ELO3 Zanubrutinib nepoparnHa tBbpaa
g 20576 LO1EMOS3 Alpelisib nepopanHa tBbpaa mg 23940480 LO1ENO2 Pemigatinib
nepoparnHa Tebpaa mg 46016 LO1EX01 Sunitinib nepopanHa 1Bbpaa mg 4695479 LO1EX02
Sorafenib nepopanHa TBbpaa mg 61183880 C22.0,C22.1,C22.2,C22.3,C22.4,C22.7,C22.9,
C64 LO1EX02 Sorafenib nepopanHa tBbpaa mg 17873360 C73 LO1EX03 Pazopanib
nepopanHa tBbpga mg 80840400 LO1EXO5 Regorafenib nepopanHa tBbpaa mg 10338304
LO1EXO08 Lenvatinib nepopanHa 1Bbpaa mg 291360 C22.0, C22.9 LO1EX08 Lenvatinib
nepoparnHa TBbpaa mg 835392 C54.0,C54.1,C54.2,C54.3,C54.8,C54.9,C55,C73 LO1EX09
Nintedanib nepopanHa TBbpaa mg 16748400 C34 LO1EX09 Nintedanib nepopanHa TBbpaa
mg 2892000 LO1EX13 Gilteritinib nepopanHa TBbpaa mg 2280864 LO1EX14 Entrectinib
nepopanHa tebpaa g 14310 LO1EX18 Avapritinib nepoparnxa tebpaa g 541

BbTpeweH ngeHtudumkatop: 420100

5.1.1. Uen
EcTtectBo Ha nopbykarta: [loctaBku
OcHoBHa knacudumkaums (cpv): 33600000 dapmaueBTUYHM NPOAYKTH
JonbnHuTtenHa knacudukaumna (cpv): 33652000 AHTUHEONNACcTUYHU cpeacTea u
nMyHoMoaynaTopu

5.1.2. MsacTo Ha U3NbJIHEHUE
MoweHckn agpec: Bvnrapus, rp. Codus, MNnowan Ceeta Hegena Ne 5
Npaa: Codums
MoweHckn koa: 1000
AOoMUHUCTpaTUBHO-TEpUTOpUanHa eguHuua Ha abpxasarta (NUTS): Codums (ctonuua) (BG411
)
ObpxaBa: bbnrapua
HOonbnHntenHa nndopmaums: ,NUTS: BG Bvnrapus“

5.1.3. OuakBaHa NPOABLIMKUTENTHOCT
Havanna gata: 16/12/2024
Cpok: 2 NognHu
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5.1.4. MNMopHoBsAABaHe
MakcumaneH 6pon nogHoBsaBaHus: 0

5.1.5. CromHocT
MporHo3Ha cTonHocT, 6e3 ga ce Bkntousa A0C: 595 403 715,99 BGN

5.1.6. O6wa uHdopmauua
3anaseHo y4yacTtue:
YyacTneTo He e 3anaseHo.
lMpoekT 3a Bb3naraHe Ha obLecTBeHa Nopbyka, KOMTO He e UHaHCKMpaH cbe cpeacTtea oT EC
MopbykaTa nonaga B NPUIIOXHOTO none Ha Cnopa3yMeHneTo 3a AbpXaBHuTe nopbyku (CAMM)
: ha
HonbnHutenHa nHgopmauma: OnpegeneHnTe N3NbAHUTENN NO PAMKOBOTO Cropa3yMeHne He
AbIKaT rapaHumna 3a U3nbrHeHMe Npu ckntoyBaHe 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 cnyyam 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 nB.. 6e3 BkntoveH O0C, rapaHums 3a
N3MbIHEHNE HE Ce U3NCKBA.

5.1.7. Crpaternyecku obLieCTBEHU NOPBYKU
Llen Ha cTpaTternyecknTe obLiecTBeHn NopbYykM: Hama cTpaTermyecka obwecTseHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a eKkonorocbobpasHu
00LecTBEHM NOPBUKM

5.1.8. KpuTtepum 3a 4OCTHLNHOCT
Kputepum 3a gOCTBNHOCTTA 3a NuuaTa C yBpeXaaHUsa He ca BKNtoYeHn, a obocHoBkaTa e
cnegHarta
O6ocHoBKa: JlekapcTBeHUTE NPoAYyKTU ca O6EKT Ha perynaumsi No OTHOLLEHWE Ha OnakoBaHe,
NIUCTOBKWN M HA4YUH Ha ynoTpeba. Tbil KaTo CbLUNTE Ce U3NON3BAT M OT NULA C YBpPEXaaHus, ce
cnasBaT M3UCKBaHWSITA Ha eBPOMNENCKOTO 3aKoHOA4ATeCNTBO B Ta3m obnact, npeaBua KOeTo He
€ HeobXxooMMO Aa ce MOCTaBAT AOMBbIHUTENHN KPUTEPUN 3@ JOCTBMHOCT 3a Nnua C
yBpexaaHus.

5.1.9. KpuTtepuu 3a noa6op
Kputepum:
Bug: IkoHOMMYecko 1 oMHaHCOBO CbCTOSAHNE
HanmeHoBaHwue: Ha ocHoBaHue yun. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuuuTe B
npouenyparta 3a nocrnegHuTe Tpyu NPUKIIYUNN (PUHAHCOBU rogMHM Aa ca peanusvpani
MUHMMarneH obopoT B chepata, nonagaila B obxeata Ha nopbykarta, n3dmcneH Ha 6asa
roguwHuTe obopoTu.
Onuncanune Ha kputepua 3a noabop: PeannanpaHnat MuHumManeH obopoT B cdepaTa,
nonagawa B obxsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHuTe o6opoTH, cneaea ga e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/u B 060cobeHnTe no3nunum, 3a KoATO/KOUTO ce nogasa odeptaTta. Noa
MUHMMarneH obopoT B cchepata, nonagalla B obxsata Ha nopbykarta, crieaBa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHn NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxBalla 1 No-kpaTbk Nepmnoa B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3aeH Unu e 3anoyHasn gevHocTTa cu. [IokyMeHTUTe 3a NoCTaBeHUs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHe B XO4a Ha npoueayparta uim oT y4acTHuKa
onpeeneH 3a U3NbrAHUTEN Npeau CKYBaHe Ha 4OroBopa, B criydante Ha yn. 67, an. 5 unu
yn. 112, an. 1, 1. 2 ot 30I1, cnpaBka 3a obopoTa B cdhepaTa, nonagawia B ob6xsarta Ha
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nopbykaTa 3a nocoyeHunsa nepmog. CboTBETCTBMETO C NOCTAaBEHUSA KPUTEPUI Ce AeKknapupa C
nonwvneaHe Ha yacT |V, pasgen b ot EE[OIT.
M3nonaesaHe Ha TO3u KpuTepun: 3nona3saHu

Kputepun:

Bua: 'ogHoCT 3a ynpaxHsBaHe Ha npodecrnoHanHara 4enHocT

HavmeHoBaHue: YyacTHUUuTe crnegsa ga ca BNUcaHu B TbProBCKUSA PeErmcTbp u/unmv B
CbOTBETEH NpodecroHareH perncTbp, a 3a YyxaecTpaHHu nvua - B aHanorm4yHu permcTpum
CblMacHO 3aKOHOAATEeNICTBOTO Ha AbpXaBaTta YreHKa, B KOATO ca YCTaHOBEHMW.

OnucaHue Ha kpuTepua 3a nogbop: YyacTHUuuTe B 0bLecTBeHaTa nopbyka Tpsabea aa
npuTexxasaT paspeLleHne 3a NPoM3BOACTBO, N3aafeHo Nno peaa Ha 3akoHa 3a nekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha eapo C NekapCTBEHN NPOAYKTU UM yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspelueHue 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha 4vacT |V,
6yksa ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMeEp M AaTa Ha U3gaBaHe Ha paspeLLeHneTo 3a
nNpou3BoACTBO, n3gagaeHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU U Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fekapCTBeHU
NPOAYKTU, NN Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. S5unun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOUTO Ce NpeAcTaBs OT y4acTHUKa onpeaeneH 3a U3nbiHUTen, npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unv npu nouckBaHe B Xxoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a NponsBoaCTBO, U3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha eapo C NeKapCTBEHU NPOAYKTU UK yAOCTOBEPEHUE 3a permctpaums 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noXxntensaT He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, MPaBoTo
3a TbProBus C fiekapCTBEHU NMPOAYKTU UNKN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
“Ma JOCTbM MO crnyebeH NbT Unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTEe MoraT aa
6baaT ocurypeHn Ypes npsik n 6esnnateH gocTbn A0 HauMoHanHuTe 6asn gaHHM Ha
ObpXaBUTE YNEHKN.

M3nonsBaHe Ha TO3u KpuTepun: N3nonasaHu

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHwue: VMikoHoMmun4yeckn Han-n3rogHarta oepra ce onpeerns Bb3 OCHOBA Ha Han-
HUCKaTa LieHa cnepj npoBefeH enekTPOHEeH Tbpr. TO3n KpuTepuin ce npunara v npyu BbTPeLLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Onucanue: 1. Cnep npoBexaaHeTo Ha eNekTPOHHWUS TbPr 3a BCEKU NeKapCTBEH NPOAYKT, Lie
6baaT onpeaeneHn U3NbAHUTENM NO PaMKOBO CropasyMeHue npu cna3BaHe Ha cnegHuTe
npasuna: 3a BcAka HOMeHKNaTtypa, oT TexHudeckaTa cneuudukaums, 3a n3nbiHUTENMN No
PaMKOBOTO CropasyMeHue Le ce onpeaenaT y4acTHUKbT NPeasioxurl Han-Hucka LeHa u
BCUYKM APYIY y4acTHULW, NPEAnoXunu LueHa, kosato e 4o 10 % no-Bucoka oT Har-HucKaTa
npeanoxeHa ueHa. Bb3noxutensart He NocTaBsa orpaHuyeHne 3a MakcumaneH 6pon
N3NBbAHWUTENN NO HOMeHKNaTypa. B cnyyan, Yye 3a JageHa HOMeHKNaTypa e Hanuvue camo
e0VH YYaCTHUK, 3a KOWTO He ca Hanuue oCHoBaHuATa 3a OTCTpaHABaHe, NoCOYEHU B
HacTosiLLaTa AOKYMEHTaUmMs; KONTO OTroBaps Ha KputepuuTe 3a Nnoabop; nunv e Hanvue camo
e HO NpeanoXxeHune, KOETO OTroBaps Ha nNpeaBapuTenHo ob6sBeHNTe yCrioBusa Ha
Bb3NOXWUTENS 3a U3NBIHWUTEN Ha CbOTBETHAaTa HOMEHKNaTypa, ce onpegens Tosa nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n36op, NpoBexaaH oOT redebHuTe 3aBedeHus, 3a U3NbIHUTEN
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we 6bae onpedeneH KNacnupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEANoXeHME e
Han-HUCKO.

5.1.11. [JokymeHTauus 3a Bb3naraHe Ha obLecTBeHa NopbykKa
E3nun, Ha KonTto AoKyMeHTaumaTa 3a obecTBeHaTa nopbyka € ouumnanHo JOCTbNHA:
6bnrapcku
Agpec Ha AoKyMeHTauumsiTa 3a obuiecTBeHaTa nopbyka: https://cop.mh.government.bg/
Ad hoc kaHan 3a KOMyHMKaUuuA:
HanmeHosaHwue: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBus 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3agbiKUTENHO
Appec 3a nogaBaHe: https://cop.mh.government.bg/
E3nun, Ha kouTo MmoraT ga ce nogasaT opepTn unm 3asBrieHns 3a yvactme: Gbnrapcku
EnekTpoHeH katanor: 3abpaHeHo
M3nckBa ce yCbBBbPLUEHCTBAH UNN KBaNnnMMuUUUpaH enekTpoHeH Nognuc nnu nevar (CbrnacHo
onpeneneHunara B PernameHT (EC) Ne 910/2014)
BapuaHTtu: 3abpaHeHo
KpaeH cpok 3a nonyyaBaHe Ha odepTu: 11/11/2024 23:59:59 (UTC+02:00)
N3TOYHOEBPOMNENCKO BpeMe, LIEHTParIHOEBPOMNENCKO NIATHO BpemMe
MpoAbmMKMTENHOCT, Npe3 KOATO odepTaTa TpsibBa aa octaHe BanugHa: 10 Meceun
MHdopmauumsna 3a obuwecTBeHaTa nopbukKa:
[aTta Ha oTtBapsHe: 12/11/2024 15:00:00 (UTC+02:00) naro4HoeBpONENCKO BpeEME,
LeHTpanHOeBPONEencKo NSATHO Bpeme
MsacTto: EnekTpoHHaTa cuctema
JonbnHutenHa nHgopmMauma: Hactoswara npouenypa € nsusano efiekTPoHHa U BCUYKK
OENCTBMSA CBbP3aHN C 00SBSIBAHETO M 1M NPOBEXAAHETO M We 6baaT U3BbpLLBaHN Ypes
EnekTpoHHaTa cuctema, 4OCTbMHA Ha CriedHns enekTpoHeH aapec: https://cop.mh.
government.bg/
YcnoBus Ha gorosopa:
M3nbnHeHneTo Ha goroeBopa TpsibBa Aa ce U3BbpLUBA B paMKUTE Ha NporpamMu 3a cb3gaBaHe
Ha 3awwmTeHn paboTHu mecTta: He
EnekTpoHHO dhakTypupaHe: PaspeLueHo
LLle ce n3nonsea enekTpoOHHO NopbYBaHe: He
LLle ce nsnonssa enekTpoHHO NnaLjaHe: He
durHaHCOBO cnopasyMeHue: Becnukn KonuyecTtsa, NOCOYEHN B cneyudukauusaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPeAMET Ha Bb3fnaraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH n3bop No paMKoBO criopasdymMeHue, no nokaHa Ha nevyebHute
3aBefeHNsi — Bb3MOXUTENMW, NOCOYEHM B HACTOosIWaTa AOKYMeHTaums. B pamkute Ha
NpoBeXOaHUTe BbTPELLHM KOHKYPEHTHU n3bopu, we 6baaTt 3asiBsaBaHn KONM4ecTsa,
CbObBpa3HO TeKyLUUTE HYXON Ha BCSKO NevebHo 3aBeaeHue, KaTto nevyebHOTO 3aBeaeHne —
Bb30XUTESN HE € ANbXHO Aa 3asBu 3a JOCTaBKa LUAnoTO AOroOBOPEHO KONMYECTBO, a MMma
npaBo fa 3asaBsiBa KONIMYECTBA CbINacHO AENCTBUTENHUTE CU HYXOWN, HO HE noBeye oT
aoroBopeHoTo. Crnepf ckrnoYBaHe Ha KOHKPEeTEH A0roBOp, Bb3HUKBAT 3a4b/KeHUsATa 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBeHUTE NekapCTBEHN NPOLYKTH.

5.1.15. TexHuKu
PamkoBoO cnopa3symeHue:
PamkoBO cnopasymMeHue ¢ NogHOBsSIBaHE Ha cbCTe3aTenHaTa npoueaypa
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MakcumaneH 6pon yyactHuum: 100

O6ocHOBKa Ha cpoka Ha OeNCTBME Ha paMKOBOTO crnopasymMmeHune: CKto4eHOTO Bb3 OCHOBA Ha
HacToswaTa obLiecTBeHa Nopbyka paMKoOBO CMOPa3yMeHMe, Le € CbC CPOK Ha U3MbITHEHNE
00 OBe rofuHu, CYMTaHO OT AaTaTta Ha CKnoYBaHeTo My. CpOKbT Ha JOrOBOPUTE, CKITHOYEHU
cnea NpoBeAeH BbTPELLEH KOHKYPEHTEH M300p NO paMKOBOTO criopa3yMeHue oT nedebHnTe
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 NnoBeYe OT e[Ha roguHa - Korato no AoroBopa He ca n3veprnaHn BCUYKN KONMYecTBa OT
nekpcrteeHute npoayktn n LUOMNC3 He e cknioyni HOBO paMKOBO CriopasyMeHue 3a TAX.
JonbnHUTENHO NOKpUTUE OT KynyBada: Bbanoxutenute - ne4ebHn 3aBeeHnst 3a 60nHU4YHa
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 NpoaykTn. HactoswaTa npouenypa obxealla 3asgsBeHUTE 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 obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrtpoHHaTa cucrtema.

UHdopmauma 3a AMHaMU4YHaTa cucTemMa 3a NOoKynKu:

Hsama guHammnyHa cuctema 3a noKyrmnku

EnekTpoHeH Tbpr: oa

EnekTpoHeH Tbpr ce npoBexaa Ha cnegHusa agpec: https://cop.mh.government.bg/
Onucanue: M360pbT Ha M3NBAHUTENM MO CbOTBETHUTE HOMEHKIATYPU, BKIOYEHN B
pPaMKOBOTO criopa3ymeHue e 6bae M3BbPLLEH Crnes NpoBeXaaHe Ha eNeKTPOHEH Thpr 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 N3BpaHmMs
KpUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpOHHUA Thpr we 6baat
AONYyCHAaTU y4aCTHULMTE, YUNTO NPeanoXKEHNA OTFOBapsAT Ha M3MCKBaAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna uano v Hyna net npouexTta). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsiBaHe Ha LueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS y4aCTHUMK C MPOLIEHTa Ha cTbhkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NMPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUS Thpr, 4OMNyCHATUTE
yyacTHMUMTE Nosy4vaBaT NoKaHa, B KOSITO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NMbpBOHavanHaTa oueHka Ha odepTuTe M. ENeKTpoHHNSA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cnea AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OQUH YYaCTHUK, e MOXe [a BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHata KbM MOMEHTA Hal-HUCKaTa LieHa. ENeKTPOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. [OdonbnHuTenHa nHcgpopmauus, meguauusa v npepasrnexanaHe (ooxansaHe)
OpraHusauus, oTroBapsiwia 3a npepasrnexagaHeTto (o6xansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuuaTa
MHdopmaums 3a KpanHUTe CpokoBe 3a npepasrnexgaHe: Ha ocHoBaHue yn. 197, an. 1, 1. 1
ot 30I1, xxanbu moraT ga ce nogasart B JeceT JHEBEH CPOK OT U3TUYAHETO Ha CPoKa Mo Yn.
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100, an. 3 ot 30I1 - cpeLuy pelleHNeTO 3a OTKpMBaHE Ha npoleaypaTa u/unu peweH1MeTo 3a
ogobpsiBaHe Ha NPOMeHU B ycroBusaTa no obsiBeHaTa npoueaypa

5.1. O6ocobeHa nosunuyusa: LOT-0003
3arnasue: O6ocobeHa no3uumst Ne 3, BknioyBalla 58 HomeHknaTypu
Onucanue: ATC INN Form Package Quantity Note LO1FAO1 Rituximab napeHTepanHa mg
282500 concentrate for solution for infusion MKB L10 LO1FAO1 Rituximab napeHTepanHa mg
4607500 concentrate for solution for infusion MKB C82,C83,C91,M31 LO1FAO1 Rituximab
napeHTepanHa mg 347500 concentrate for solution for infusion MKB M05,M06 LO1FCO01
Daratumumab napeHTepanHa mg 3039200 Concentrate for solution for infusion LO1FCO01
Daratumumab napeHTepanHta vial 5160 Solution for injection LO1FCO02 Isatuximab
napeHtepanHa mg 1774400 LO1FDO1 Trastuzumab napeHtepanHa mg 1690080 Powder for
concentrate for solution for infusion LO1FD02 Pertuzumab napeHtepanHa mg 4166380
LO1FDO03 Trastuzumab Emtansine napeHTepanHa mg 938794 LO1FD04 Trastuzumab
deruxtecan napeHTepanHa mg 1579964 LO1FEO1 Cetuximab napeHTepanHa mg 5500200
LO1FEO2 Panitumumab napeHTepanHa mg 3383200 LO1FFO1 Nivolumab napeHTepanHa mg
4681420 LO1FF02 Pembrolizumab napeHtepanHa mg 7020000 LO1FF04 Avelumab
napeHTepanHa mg 4473760 LO1FF05 Atezolizumab napeHTepanHa mg 11009600
Concentrate for solution for infusion LO1FF06 Cemiplimab napeHtepanHa mg 1099600
LO1FGO01 Bevacizumab napeHtepanHa mg 20117557 LO1FG02 Ramucirumab napeHTeparnHa
mg 1923700 LO1FX02 Gemtuzumab ozogamicin napeHTepanHa mg 1840 LO1FX04
Ipilimumab napeHTepanHa mg 247900 LO1FX05 Brentuximab vedotin napeHTepanHa mg
230200 LO1FX07 blinatumomab napeHTepanHa mcg 25949 LO1FX12 Tafasitamab
napeHTepanHa mg 7130000 LO1FX13 Enfortumab vedotin napeHTepanHa mg 400000
LO1FX14 Polatuzumab vedotin napeHTepanHa mg 296640 LO1FX17 Sacituzumab govitecan
napeHTepanHa mg 3230200 LO1FX18Amivantamab napeHTepanHa mg 1294800 L01XA01
Cisplatin napeHTepanHa mg 2428560 L01XA02 Carboplatin napeHTepanHa mg 11481220
LO1XAO03 Oxaliplatin napeHTepanHa mg 5172800 L01XC02 Rituximab napeHTepanHa mg
8882000 solution for injection LO1XCO03 Trastuzumab napeHtepanHa mg 10372200 Solution
for injection LO1XC15 Obinutuzumab napeHTepanHa mg 2384000 LO1XC26 Inotuzumab
ozogamicin napeHTepanHa mg 270 LO1XC28 Durvalumab napeHtepanHa mg 2760320
LO1XE12 Vandetanib nepopanHa tBbpaa mg 8148400 LO1XE39 Midostaurin nepopanHa
TBbpaa mg 1498960 LO1XE42 Ribociclib nepopanHa tBbpaga mg 125189000 LO1XE43
Brigatinib nepopanna tBbpaa mg 7171440 LO1XFO03 Bexarotene nepopanHa TBbpAaa mg
8902500 L01XG01 Bortezomib napeHTepanHa mg 50575 LO1XG02 Carfilzomib
napeHtepanHa mg 512920 L01XG03 Ixazomib nepopanHa TBbpaa mg 20506 L01XJ01
Vismodegib nepopanHa 18bpaa mg 14266140 LO1XKO01 Olaparib nepopanHa TBbpaa mg
132372440 Film coated tablet LO1XK04 Talazoparib nepopanHa tBbpaa mg 39450 L01XX23
Mitotane nepopanHa TBbpaa mg 17385000 LO1XX24 Pegaspargase napeHtepanHa U
3285000 LO1XX35 Anagrelide nepopanHa 1Bbpaa mg 478500 LO1XX41 Eribulin
napeHtepanHa mg 11264 L01XX44 Aflibercept napeHTepanHa mg 695440 LO1XX52
venetoclax nepopanHa TBbpaa mg 53547200 LO1XX73 Sotorasib nepopanHa 1Bbpaa mg
42506880 L01XX75 Tebentafusp napeHtepanHa mcg 85900 LO1XY01 Daunorubicin,
cytarabine napeHTepanHa vial 896 LO1XY02 Pertuzumab, trastuzumab napeHtepanHa vial
1424 1200 mg/600 mg LO1XY02 Pertuzumab, trastuzumab napeHTepanHa vial 12176 600 mg
/600 mg
BbTpelweH ngeHtudukatop: 420247

5.1.1. Uen
EctecTtBO Ha nopbykarta: [JocTtaBku
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OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU
HonbnHuTtenHa knacudpukauuna (cpv): 33652000 AHTUHEONNACTUYHU cpeacTBa u
UMyHOMOAynaTtopu

5.1.2. MsacTo Ha n3nbriHeHue
MoweHckn agpec: bvnrapus, rp. Codus, MNnowan Ceeta Hepgens Ne 5
Npaa: Codums
MoweHckn koa: 1000
AOMUHUCTPaTUBHO-TEpUTOPHUanHa eanHmua Ha gbpxasata (NUTS): Cocusa (ctonmua) (BG411
)
Obpxaea: bvnrapusa
HonbnHutenHa nHgopmaums: ,NUTS: BG Bwnrapua“

5.1.3. OyakBaHa NpoAbLIIKUTENHOCT
HavanHa paTta: 16/12/2024
Cpok: 2 NlognHm

5.1.4. TopHoBsiBaHe
MakcumaneH 6pon nogHoBsaBaHus: 0

5.1.5. CToMHOCT
MporHo3Ha cTonHocT, 6e3 ga ce Bkntousa A0C: 1 466 521 685,77 BGN

5.1.6. O6wa uHdopmauma
3anaseHo y4yacTtue:
Y4yacTneTo He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha obLLecTBeEHa Nopbyka, KOMTO HE € hnHaHcupaH cbe cpeacTtea ot EC
MopbykaTa nonaga B NPUIOXHOTO nose Ha Cnopa3yMeHneTo 3a AbpkaBHUTe nopbyku (CAM)
:ha
HonbnHuTtenHa nHdopmaums: OnpegeneHnte U3NbNHUTENM MO PAaMKOBOTO Cropa3yMeHne He
AbIhKaT rapaHumnsa 3a U3NbfHEHME NPU CKNtoYBaHe My. [apaHumaTa 3a U3NbIIHEHWE Ha BCEKU
KOHKPEeTEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELUEH KOHKYPEHTEH M360op, Bb3 OCHOBA Ha
CKIMIOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH O0C, B cny4yai Ye JoroBopa e Ha CTOMHOCT paBHa Ui
Hag 50 000 n.., 6e3 Bkn. JOC. 3a gorosopu nog 50 000 nB. 6e3 BkntoveH AC, rapaHumsa 3a
N3NbITHEHNE He Ce U3MCKBA.

5.1.7. CrpaTerm4yeckm obwecTBEHN NOPBYKHN
Llen Ha cTpaTernyecknTe obLiecTBEHN NOpbYKM: HAMa cTpaTernyecka obLiecTeseHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepumm 3a ekonorocbobpasHu
00LEecTBEHM NOPBUKM

5.1.8. KpuTtepuu 3a OCTBLNHOCT
Kputepum 3a gOCTBNHOCTTA 3a NuuaTa C YBpeXaaHUsa He ca BKNtoYeHn, a obocHoBKkaTa e
cnegHata
O6ocHoBKa: JlekapcTBeHUTE NpoAYyKTU ca O6EKT Ha perynaumsi No OTHOLLEHNE Ha OnakoBaHe,
NINCTOBKN N Ha4YMH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce U3NON3BAT M OT NnLA C YBpPEXAaHus, ce
cnasBaT M3UCKBaAHWSITA Ha €BPOMNENCKOTO 3aKOHOA4ATECNTBO B Ta3u obnacT, npeaBua KOeTo He
e Heo6xoaMMO fa ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBHMHOCT 3a nvua ¢

yBpeXaaHus.

5.1.9. KpuTtepuu 3a nogbop
Kputepun:

625615-2024 Page 18/38



Bua: VlkoHoMmn4yecko 1 oMHaAHCOBO CLCTOSHNE

HanmeHoBaHwue: Ha ocHoBaHue yun. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuyuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHMMarneH obopoT B cchepata, nonagalla B obxeata Ha nopbykarta, n3dmcrneH Ha 6asa
roauwHuTe obopoTy.

OnuncaHune Ha kputepua 3a noabop: PeannanpaHnat MuHuManeH obopoT B cdepaTa,
nonagawa B obxsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe 06opoTH, cneaea ga e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/u B 060cobeHnTe no3numum, 3a KoATo/KOUTo ce nogasa odeptaTa. Nog
MUHMMarneH obopoT B cchepara, nonagalla B obxsata Ha nopbykarta, crieaBa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHu NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxBalla 1 No-kpaTbk Nepmod B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH Unu e 3anodHan AenHocTTa cu. [lokyMeHTUTEe 3a NOCTaBeHNs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHEe B XO4a Ha npoueayparta uinm oT y4acTHuKa
onpeaeneH 3a U3NbfHUTEN Npeaun CKNYBaHe Ha AOroBopa, B criydanTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 1. 2 ot 30T, cnpaBka 3a obopoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHuns nepnog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKknapupa ¢
nonwvneBaHe Ha yacT IV, pasgen b ot EE[OIT.

M3nonaesaHe Ha TO3u KpuTepun: 3nonssaHu

Kputepun:

Bua: N'ogHoCT 3a ynpaxHsBaHe Ha npodecrnoHanHara 4enHocT

HavmeHoBaHue: YyacTHUUuTe cnegsa ga ca BNUcaHu B TbProBCKUSA PErmcTbp u/unmv B
CbOTBETEH NpodecroHareH perncTbp, a 3a YyaecTpaHHu nuua - B aHanormyHu permcTpm
CblMacHO 3aKOHOAATEeNICTBOTO Ha AbpXaBaTta YreHKa, B KOATO ca YCTaHOBEHMW.

OnucaHue Ha kpuTepua 3a nogbop: YyacTHUuuTe B obLecTBeHaTa nopbyka Tpsabea aa
npuTexxasaT paspeLleHne 3a NPoM3BOACTBO, N3gafeHo Nno peaa Ha 3akoHa 3a NnekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha egpo C NNekapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa ¢ nonbnBaHe Ha 4vacT |V,
6ykea ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMeEpP 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
Npou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vnu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU 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 yYacTHUKa onpeaeneH 3a U3nbiHUTen, npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unu npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a npons3BoaCcTBO, 3ganeHo no pena Ha 3J1MXM
UNK 3a TbProBus Ha eapo C NeKkapCTBEHU NPOAYKTU UK yOOCTOBEPEHUE 3a permctpaums 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noXxntenaT He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, MPaBoTo
3a TbProBus C fiekapCTBEHU NPOAYKTU UNW pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa JOCTbM MO cnyebeH NbT unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTE MoraT aa
6baaT ocurypeHn Ypes npsik n 6esnnateH gocTbn A0 HauMoHanHuTe 6asmn gaHHM Ha
ObpXaBUTE YNEHKN.

M3nonsBaHe Ha TO3u KpuTepun: N3nonasaHn

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
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Bua: LleHa

HanmeHoBaHue: lkoHOMUYECKN Han-u3rogHaTa odepTta ce onpenens Bb3 OCHOBa Ha Hau-
HMCKaTa LeHa cne nNpoBeAeH eNeKTPOHEH Tbpr. To3n KpuTepuin ce npunara u Nnpy BbTPELLHO
KOHKYPEHTHUTE n3bopun oT neyebHuTe 3aBeaeHus.

Onucanue: 1. Cnea npoBeXxaaHeTo Ha eNeKTPOHHUSA ThPr 3a BCEKN NEKApCTBEH NPOAYKT, e
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHue npuv cna3BaHe Ha cnegHuTe
npaeuna: 3a Bcska HOMeHkKNaTypa, oT TexHudeckaTta cneymdukaums, 3a U3nbIHUTENN NO
PaMKOBOTO CropasyMeHue Le ce onpeaensaT y4aCTHUKbT NPeasioxku Han-H1UCka LeHa u
BCUYKM OpYrv y4acTHUUK, Npeanoxunu ueHa, koaTto e 4o 10 % no-BMcoka oT Han-HUCKaTa
npegnoXeHa ueHa. Bb3noxutenar He NoCcTaBs orpaHMyeHne 3a MakcumaneH 6pon
N3NbITHUTENN NO HOMEHKNaTypa. B cnyyan, 4Ye 3a fageHa HOMEHKNaTypa € Hanuue camo
€0VH Y4aCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHMATa 3a OTCTpaHABaHe, MOCOYEHN B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
eHO NpeanoXxeHune, KOETO OTroBapsi Ha NpeaBapuTenHo ob6sBeHNTe yCrioBusa Ha
BB3MOXMTENS 32 U3NBIIHUTEN Ha CbOTBETHATa HOMEHKNATypa, ce onpeaens Toesa nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBexaaH OT NiedebHnTe 3aBeaeHuns, 3a U3NbIHUTEN
we 6bae onpedeneH KNacMpaHuaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEANoXeHne e
Han-HUCKO.

5.1.11. [JokymeHTauus 3a Bb3naraHe Ha obwecTBeHa Nopbyka
E3nun, Ha KonTo AoKyMeHTaumaTa 3a obecTBeHaTa nopbyka € ouumnanHo JOCTbNHA:
6bnrapcku
Agpec Ha AoKyMeHTaumsiTa 3a obuiecTBeHaTa nopbyka: https://cop.mh.government.bg/
Ad hoc kaHan 3a KOMyHuKauuA:
HanmeHosanue: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopbUka
YcnoBus 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3agbiKUTENHO
Appec 3a nogaBaHe: https://cop.mh.government.bg/
E3nun, Ha kouTo MmoraT ga ce nogasaT opepTn unm 3asBrieHns 3a yvyactme: Gbnrapcku
EnekTpoHeH katanor: 3abpaHeHo
M3nckBa ce yCbBBbPLUEHCTBAH UNKU KBaNnnMuUUUpaH enekTpoHeH Nognuc nnu nevar (CbrnacHo
onpenenerHunata B PernameHT (EC) Ne 910/2014)
BapuaHTtu: 3abpaHeHo
KpaeH cpok 3a nonyyaBaHe Ha odepTtu: 11/11/2024 23:59:59 (UTC+02:00)
NM3TOYHOEBPOMNENCKO BpeMe, LIEHTPanHOEeBPOMNENCKO NIATHO Bpeme
MpoAbmMKMTENHOCT, Npe3 KOATO odepTaTa TpsibBa aa octaHe BanuaHa: 10 Meceum
MHdopmauumsna 3a obwecTBeHaTa nopbukKa:
[aTta Ha oTtBapsHe: 12/11/2024 15:00:00 (UTC+02:00) n3aro4HoeBpONENCKO BpeEME,
LeHTpanHOeBPONencKo NSTHO Bpeme
MscTo: EnektpoHHaTa cuctema
JonbnHutenHa nHgopmMauma: Hactoswara npouenypa e nsusano efiekTpPoHHa U BCUYKK
OENCTBMSA CBbP3aHN C 00ABSIBAHETO M 1M NPOBEXAAHETO M Wwe 6baaT U3BbpLLBaHN Ypes
EnekTpoHHaTa cuctema, 4OCTbMHA Ha CriedHns enekTpoHeH aapec: https://cop.mh.
government.bg/
YcnoBus Ha gorosopa:
M3nbnHeHneTo Ha goroeBopa TpsibBa ga ce U3BbpLUBA B paMKUTE Ha NporpamMu 3a cb3gaBaHe
Ha 3awwmTeHn paboTHu mecTta: He
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EnekTpoHHO hakTypupaHe: PaspelueHo

LLle ce nsnonssa enekTPoOHHO NopbYBaHE: HE

LLle ce nsnonssa enekTpoHHO NnaLjaHe: He

durHaHCOBO cnopasyMeHune: Becmykn konudecTsa, NOCOYEHN B cneyudukaumnsaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPeAMET Ha Bb3faraHe B paMKuTe Ha
BbTpELUEH KOHKYPEHTEH n3bop No paMKOBO criopasdymMeHune, No nokaHa Ha nevyebHute
3aBeeHNs1 — Bb3MOXUTENMW, NOCOYEHM B HACTOsILAaTa OKyMeHTaums. B pamkuTe Ha
NpoBeXAaHUTe BbTPELLHM KOHKYPEHTHU 13bopu, we 6baaTt 3asiBaBaHn KONNMYeCcTBa,
CbOOpa3HO TEKYLUUTE HYXOWN Ha BCSKO NevyebHo 3aBeaeHne, KaTto nevyebHOTo 3aBeaeHne —
BBb3MOXMTESN HE € ANBbXHO Aa 3asBK 3a 40CTaBka LsnoTo 4OroBOPEHO KONNYECTBO, a nma
npaBeo fa 3asaBsiBa KONIMYECTBA CbINACHO AENCTBUTENHUTE CU HYXOWN, HO HE NoBeye oT
porosopeHoTo. Cnep ckrtoyBaHe Ha KOHKpEeTEH JOroBop, Bb3HMKBAT 3a4b/KEeHUsTa 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBEeHUTE NIEKapCTBEHN MPOLYKTHU.

5.1.15. TexHuKu
PamkoBo cnopasymeHue:
PamkoBo cnopasymeHue ¢ NogHOBsIBaHE Ha cbCTe3aTenHarta npowueaypa
MakcumaneH 6pon yyactHmum: 100
O6ocHOBKa Ha cpoka Ha AeNCTBME HAa PaMKOBOTO cnopasymeHune: CKoYeHOTO Bb3 OCHOBA Ha
HacTosWwaTa obecTBeHa NopbYka paMKOBO CropasyMeHMe, e € CbC CPOK Ha U3NbITHEHME
00 OBE rofuHKN, CYATaHO OT AaTaTta Ha ckroyYBaHeTo My. CpoKbT Ha AOrOBOPUTE, CKIOYEHN
cnep npoBefeH BbTPELLEH KOHKYPEHTEH M300p N0 paMKOBOTO CnopasyMeHue OT nevyebHute
3aBefeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe ga HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakcumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa roguHa - KoraTo no AoroBopa He ca n3yepnaHum BCUYKM KONn4yecTsa oT
nekpcreeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
JonbnHUTENHO NOKpUTUE OT KynyBaya: Bbanoxutenute - nedebHu 3aBeaeHnst 3a 60nHUYHaA
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBegeHUs 3a
6onHn4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnelwHa 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 EnekrpoHHaTa
cucTemMa 3a nekapcrteBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTN OT MO3NTUBHMA NekapCTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnMYeH eneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOoAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbmpaHe Ha 3asBku B nepuoaa mecew, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
MUHdopmauma 3a guHaMMYHaTa cMcTemMa 3a NOKYNKU:
Hama aMHammyHa cuctema 3a noKymnku
EnekTpoHeH Tbpr: aa
EnekTpoHeH Tbpr ce npoBexga Ha cnegHusa agpec: https://cop.mh.government.bg/
Onucanue: N360pbT Ha N3MBAHUTENN NO CbOTBETHUTE HOMEHKIATYPW, BKITHOYEHU B
PaMKOBOTO CropasymeHue e 6bae U3BbpLUEH cred NpoBeXaaHe Ha eNeKTPOHEH Tbpr Mo
pena Ha un. 89-91 ot 30I1, upes EnektpoHHaTta cuctema. NposexagaHeTo Ha eNeKTPOHHNSA
THPr LWe ce npeaxoxaa OT NbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C n3bpaHus
KpuUTEepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactve B eNeKTpoHHUA Thpr we 6baaT
AONyCcHaTW y4aCcTHULMTE, YAUTO NPEASIOKEHNST OTFOBapAT Ha M3MCKBAHUSTA HA Bb3NOXUTENS,
NOCOYEHN B HacTosILLaTa JOKYMEHTaUns. ENeKTpoHHUAT Tbpr, e ce NpoBexaa CbC CTbIKa 3a
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HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uyano n Hyna net npoueHTa). lNpunaraxeTo
Ha cTbrkaTa, BOAM [0 HaMmansiBaHe Ha LieHaTta 3a eaMHuua Msapka, npeanoxeHa ot
CbOTBETHMS YH4aCTHUK C NPOLeHTa Ha cTbnkaTa. [pun cnegsallo npunaraHe Ha CcTbnkarta,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eNeKTPOHHUSA Tbpr LeHa. [1pean ctapTvpaHe Ha enekTPOHHUS Tbpr, JOoNyCHaTUTe
yyacTHULUMTE nony4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHaYanHaTa OoueHKa Ha odepTuTe M. ENeKTpoHHMA Thpr LWe 3anoyvHe He no-paHo oT
2 paboTHW OHK, cref AataTa 3a uanpallaHe Ha nokaHarta. B pamkute Ha npoBexpaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKM eONH YYaCTHUK, e MOXe Aa BXK4a BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Thpr Wwe
MPUKIOYM C HACTbMBaHE Ha YachbT M JaTaTta NocoYeHM B NOKaHaTa.

5.1.16. [donbnHutenHa nHcgpopmauusa, Meamauumsa u npepasrnexaaHe (o6xxansaHe)
OpraHnsaums, oTroBapsiLia 3a npepasrnexgaHeTo (obxansaHeTo): Komvcua 3a 3awimra Ha
KOHKypeHuunsaTa
NHdopmauus 3a kpanHUTe cpokoBe 3a npepasrnexagaHe: Ha ocHoBaHuve vn. 197, an. 1, 1. 1
ot 30I1, »xanbu moraT ga ce nogasart B AeceT QHEBEH CPOK OT U3TMYAHETO Ha CPOoKa Mo ur.
100, an. 3 ot 30I1 - cpeluy peleHNeTo 3a OTKpMBaHE Ha npoleaypaTta u/unm pelweHmeTo 3a
onobpsiBaHe Ha NPOMeEHU B ycroBusaTa no obsiseHaTa npoueaypa

5.1. O6ocobeHa no3suuua: LOT-0004
3arnaeue: O6ocobeHa nosmumsa Ne 4, BkntoyBalla 38 HOMeHKNaTypu
Onucanue: ATC INN Form Package Quantity Note LO2AEO1 Buserelin umnnaHt mg 2646
LO2AEO2 Leuprorelin napeHTepanHa mg 450 powder and solvent for solution for injection
LO2AEO03 Goserelin nmnnaHt mg 576 LO2AEQ4 Triptorelin napeHTepanHa mg 200 solution for
injection LO2BA01 Tamoxifen nepopanHa 18bpaa mg 3000 LO2BA03 Fulvestrant
napeHtepanHa mg 509900 LO2BB03 Bicalutamide nepopanHa 1Bbpaa mg 41200 L02BB04
Enzalutamide nepopanHa TBbpaa mg 81643136 LO2BB0S Apalutamide nepoparnHa TBbpaa g
55000 L02BB06 Darolutamide nepopanHa TBbpaa mg 119654400 LO2BGO03 anastrozole
nepoparnHa tBbpaa mg 1200 L02BG04 Letrozole nepopanHa 1Bbpaa mg 3000 LO2BG06
Exemestane nepopanHa tBbpaa mg 30000 LO2BX03 Abiraterone nepopanHa TBbpga mg
238086400 LO3AAO2 Filgrastim napeHTepanHa mg 565852 LO3AA13 Pedfilgrastim
napeHtepanHa mg 127709 LO3AA14 Lipegdfilgrastim napeHtepanHa mg 117564 LO3AX03
Mycobacterium bovis BCG nHtpakasutanHa mg 529989 LO3AX16 Plerixafor napeHTepanHa
mg 3140 LO4AA06 Mycophenolic acid nepopanHa 1Bbpaa mg 22707000 LO4AA10 Sirolimus
nepoparnHa tBbpaa mg 23700 LO4AA18 Everolimus nepopanHa TBbpaa mg 156600 LO4AA26
Belimumab napeHTepanHa mg 8000 LO4AA37 baricitinib nepopanHa TBbpga mg 2000
LO4ABO1 Etanercept napeHtepanHa mg 33000 LO4ABO2 Infliximab napeHTepanHa mg 32000
LO4ACO02 Basiliximab napeHTepanHa mg 7806 LO4AC05 Ustekinumab napeHTepanHa mg
17550 LO4ACO7 Tocilizumab napeHTepanHa mg 17000 solution for injection LO4ACO7
Tocilizumab napeHTepanHa mg 181600 concentrate for solution for infusion LO4AC16
Guselkumab napeHtepanHa mg 31200 LO4ADO1 Ciclosporin nepopanHa TBbpaa mg
17012000 LO4ADO1 Ciclosporin nepopanHa TedHa mg 960000 LO4ADO02 Tacrolimus
nepoparnHa TBbpaa mg 22200 tablet LO4ADO02 Tacrolimus nepopanHa 18bpaa mg 30000
LO4AX04 Lenalidomide nepopanHa 1Bbpaa mg 807750 C90 LO4AX04 Lenalidomide
nepoparnHa tBbpaa mg 2448095 C90,D46 LO4AX06 Pomalidomide nepopanHa TBbpAa mg
67464
BbTpelweH naeHtndpukatop: 420254

5.1.1. Uen
EcTtectBO Ha nopbykarta: [loctaBku
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OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU
HonbnHuTtenHa knacudpukauuna (cpv): 33652000 AHTUHEONNACTUYHU cpeacTBa u
UMyHOMOAynaTtopu

5.1.2. MsacTo Ha n3nbriHeHue
MoweHckn agpec: bvnrapus, rp. Codus, MNnowan Ceeta Hepgens Ne 5
Npaa: Codums
MoweHckn koa: 1000
AOMUHUCTPaTUBHO-TEpUTOPHUanHa eanHmua Ha gbpxasata (NUTS): Cocusa (ctonmua) (BG411
)
Obpxaea: bvnrapusa
HonbnHutenHa nHgopmaums: ,NUTS: BG Bwnrapua“

5.1.3. OyakBaHa NpoAbLIIKUTENHOCT
HavanHa paTta: 16/12/2024
Cpok: 2 NlognHm

5.1.4. TopHoBsiBaHe
MakcumaneH 6pon nogHoBsaBaHus: 0

5.1.5. CToMHOCT
MporHo3Ha cTonHocT, 6e3 aa ce Bkntousa A0C: 237 367 165,42 BGN

5.1.6. O6wa uHdopmauma
3anaseHo y4yacTtue:
Y4yacTneTo He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha obLLecTBeEHa Nopbyka, KOMTO HE € hnHaHcupaH cbe cpeacTtea ot EC
MopbykaTa nonaga B NPUIOXHOTO nose Ha Cnopa3yMeHneTo 3a AbpkaBHUTe nopbyku (CAM)
:ha
HonbnHuTtenHa nHdopmaums: OnpegeneHnte U3NbNHUTENM MO PAaMKOBOTO Cropa3yMeHne He
AbIhKaT rapaHumnsa 3a U3NbfHEHME NPU CKNtoYBaHe My. [apaHumaTa 3a U3NbIIHEHWE Ha BCEKU
KOHKPEeTEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELUEH KOHKYPEHTEH M360op, Bb3 OCHOBA Ha
CKIMIOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH O0C, B cny4yai Ye JoroBopa e Ha CTOMHOCT paBHa Ui
Hag 50 000 n.., 6e3 Bkn. JOC. 3a gorosopu nog 50 000 nB. 6e3 BkntoveH AC, rapaHumsa 3a
N3NbITHEHNE He Ce U3MCKBA.

5.1.7. CrpaTerm4yeckm obwecTBEHN NOPBYKHN
Llen Ha cTpaTernyecknTe obLiecTBEHN NOpbYKM: HAMa cTpaTernyecka obLiecTeseHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepumm 3a ekonorocbobpasHu
00LEecTBEHM NOPBUKM

5.1.8. KpuTtepuu 3a OCTBLNHOCT
Kputepum 3a gOCTBNHOCTTA 3a NuuaTa C YBpeXaaHUsa He ca BKNtoYeHn, a obocHoBKkaTa e
cnegHata
O6ocHoBKa: JlekapcTBeHUTE NpoAYyKTU ca O6EKT Ha perynaumsi No OTHOLLEHNE Ha OnakoBaHe,
NINCTOBKN N Ha4YMH Ha ynoTpeba. Tbil KaTo CbLUUTE Ce U3NON3BAT M OT NnLA C YBpPEXAaHus, ce
cnasBaT M3UCKBaAHWSITA Ha €BPOMNENCKOTO 3aKOHOA4ATECNTBO B Ta3u obnacT, npeaBua KOeTo He
e Heo6xoaMMO fa ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBHMHOCT 3a nvua ¢

yBpeXaaHus.

5.1.9. KpuTtepuu 3a nogbop
Kputepun:
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Bua: VlkoHoMmn4yecko 1 oMHaAHCOBO CLCTOSHNE

HanmeHoBaHwue: Ha ocHoBaHue yun. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyactHuyuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHMMarneH obopoT B cchepata, nonagalla B obxeata Ha nopbykarta, n3dmcrneH Ha 6asa
roauwHuTe obopoTy.

OnuncaHune Ha kputepua 3a noabop: PeannanpaHnat MuHuManeH obopoT B cdepaTa,
nonagawa B obxsaTta Ha nopbykaTa, n34ncneH Ha 6asa rogmwHnTe 06opoTH, cneaea ga e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKnaTypa/u B 060cobeHnTe no3numum, 3a KoATo/KOUTo ce nogasa odeptaTa. Nog
MUHMMarneH obopoT B cchepara, nonagalla B obxsata Ha nopbykarta, crieaBa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHu NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe fa obxBalla 1 No-kpaTbk Nepmod B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH Unu e 3anodHan AenHocTTa cu. [lokyMeHTUTEe 3a NOCTaBeHNs
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHEe B XO4a Ha npoueayparta uinm oT y4acTHuKa
onpeaeneH 3a U3NbfHUTEN Npeaun CKNYBaHe Ha AOroBopa, B criydanTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 1. 2 ot 30T, cnpaBka 3a obopoTa B cdhepaTa, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHuns nepnog. CboTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce AeKknapupa ¢
nonwvneBaHe Ha yacT IV, pasgen b ot EE[OIT.

M3nonaesaHe Ha TO3u KpuTepun: 3nonssaHu

Kputepun:

Bua: N'ogHoCT 3a ynpaxHsBaHe Ha npodecrnoHanHara 4enHocT

HavmeHoBaHue: YyacTHUUuTe cnegsa ga ca BNUcaHu B TbProBCKUSA PErmcTbp u/unmv B
CbOTBETEH NpodecroHareH perncTbp, a 3a YyaecTpaHHu nuua - B aHanormyHu permcTpm
CblMacHO 3aKOHOAATEeNICTBOTO Ha AbpXaBaTta YreHKa, B KOATO ca YCTaHOBEHMW.

OnucaHue Ha kpuTepua 3a nogbop: YyacTHUuuTe B obLecTBeHaTa nopbyka Tpsabea aa
npuTexxasaT paspeLleHne 3a NPoM3BOACTBO, N3gafeHo Nno peaa Ha 3akoHa 3a NnekapcTBeHuTe
NpoAyKTU B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no yn. 196, an. 1 ot 3JIMXM) nnu 3a
TbProBus Ha egpo C NNekapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a perucTpauuns 3a TbproBus
Ha efpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlueHne 3a BHOC (cnyyauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa ¢ nonbnBaHe Ha 4vacT |V,
6ykea ,A“ ot EE[JOl, kaTo ce noco4yBa: HOMeEpP 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
Npou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vnu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU 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 yYacTHUKa onpeaeneH 3a U3nbiHUTen, npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unu npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMMe Ha BanuaHo paspeLleHne 3a npons3BoaCcTBO, 3ganeHo no pena Ha 3J1MXM
UNK 3a TbProBus Ha eapo C NeKkapCTBEHU NPOAYKTU UK yOOCTOBEPEHUE 3a permctpaums 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noXxntenaT He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, MPaBoTo
3a TbProBus C fiekapCTBEHU NPOAYKTU UNW pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa JOCTbM MO cnyebeH NbT unu Ypes nyoervyeH perucTbp, UNn KoraTo CbLUMTE MoraT aa
6baaT ocurypeHn Ypes npsik n 6esnnateH gocTbn A0 HauMoHanHuTe 6asmn gaHHM Ha
ObpXaBUTE YNEHKN.

M3nonsBaHe Ha TO3u KpuTepun: N3nonasaHn

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
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Bua: LleHa

HanmeHoBaHue: lkoHOMUYECKN Han-u3rogHaTa odepTta ce onpenens Bb3 OCHOBa Ha Hau-
HMCKaTa LeHa cne nNpoBeAeH eNeKTPOHEH Tbpr. To3n KpuTepuin ce npunara u Nnpy BbTPELLHO
KOHKYPEHTHUTE n3bopun oT neyebHuTe 3aBeaeHus.

Onucanue: 1. Cnea npoBeXxaaHeTo Ha eNeKTPOHHUSA ThPr 3a BCEKN NEKApCTBEH NPOAYKT, e
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHue npuv cna3BaHe Ha cnegHuTe
npaeuna: 3a Bcska HOMeHkKNaTypa, oT TexHudeckaTta cneymdukaums, 3a U3nbIHUTENN NO
PaMKOBOTO CropasyMeHue Le ce onpeaensaT y4aCTHUKbT NPeasioxku Han-H1UCka LeHa u
BCUYKM OpYrv y4acTHUUK, Npeanoxunu ueHa, koaTto e 4o 10 % no-BMcoka oT Han-HUCKaTa
npegnoXeHa ueHa. Bb3noxutenar He NoCcTaBs orpaHMyeHne 3a MakcumaneH 6pon
N3NbITHUTENN NO HOMEHKNaTypa. B cnyyan, 4Ye 3a fageHa HOMEHKNaTypa € Hanuue camo
€0VH Y4aCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHMATa 3a OTCTpaHABaHe, MOCOYEHN B
HacTosLWwaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
eHO NpeanoXxeHune, KOETO OTroBapsi Ha NpeaBapuTenHo ob6sBeHNTe yCrioBusa Ha
BB3MOXMTENS 32 U3NBIIHUTEN Ha CbOTBETHATa HOMEHKNATypa, ce onpeaens Toesa nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBexaaH OT NiedebHnTe 3aBeaeHuns, 3a U3NbIHUTEN
we 6bae onpedeneH KNacMpaHuaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPEANoXeHne e
Han-HUCKO.

5.1.11. [JokymeHTauus 3a Bb3naraHe Ha obwecTBeHa Nopbyka
E3nun, Ha KonTo AoKyMeHTaumaTa 3a obecTBeHaTa nopbyka € ouumnanHo JOCTbNHA:
6bnrapcku
Agpec Ha AoKyMeHTaumsiTa 3a obuiecTBeHaTa nopbyka: https://cop.mh.government.bg/
Ad hoc kaHan 3a KOMyHuKauuA:
HanmeHosanue: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopbUka
YcnoBus 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3agbiKUTENHO
Appec 3a nogaBaHe: https://cop.mh.government.bg/
E3nun, Ha kouTo MmoraT ga ce nogasaT opepTn unm 3asBrieHns 3a yvyactme: Gbnrapcku
EnekTpoHeH katanor: 3abpaHeHo
M3nckBa ce yCbBBbPLUEHCTBAH UNKU KBaNnnMuUUUpaH enekTpoHeH Nognuc nnu nevar (CbrnacHo
onpenenerHunata B PernameHT (EC) Ne 910/2014)
BapuaHTtu: 3abpaHeHo
KpaeH cpok 3a nonyyaBaHe Ha odepTtu: 11/11/2024 23:59:59 (UTC+02:00)
NM3TOYHOEBPOMNENCKO BpeMe, LIEHTPanHOEeBPOMNENCKO NIATHO Bpeme
MpoAbmMKMTENHOCT, Npe3 KOATO odepTaTa TpsibBa aa octaHe BanuaHa: 10 Meceum
MHdopmauumsna 3a obwecTBeHaTa nopbukKa:
[aTta Ha oTtBapsHe: 12/11/2024 15:00:00 (UTC+02:00) n3aro4HoeBpONENCKO BpeEME,
LeHTpanHOeBPONencKo NSTHO Bpeme
MscTo: EnektpoHHaTa cuctema
JonbnHutenHa nHgopmMauma: Hactoswara npouenypa e nsusano efiekTpPoHHa U BCUYKK
OENCTBMSA CBbP3aHN C 00ABSIBAHETO M 1M NPOBEXAAHETO M Wwe 6baaT U3BbpLLBaHN Ypes
EnekTpoHHaTa cuctema, 4OCTbMHA Ha CriedHns enekTpoHeH aapec: https://cop.mh.
government.bg/
YcnoBus Ha gorosopa:
M3nbnHeHneTo Ha goroeBopa TpsibBa ga ce U3BbpLUBA B paMKUTE Ha NporpamMu 3a cb3gaBaHe
Ha 3awwmTeHn paboTHu mecTta: He
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EnekTpoHHO hakTypupaHe: PaspelueHo

LLle ce nsnonssa enekTPoOHHO NopbYBaHE: HE

LLle ce nsnonssa enekTpoHHO NnaLjaHe: He

durHaHCOBO cnopasyMeHune: Becmykn konudecTsa, NOCOYEHN B cneyudukaumnsaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPeAMET Ha Bb3faraHe B paMKuTe Ha
BbTpELUEH KOHKYPEHTEH n3bop No paMKOBO criopasdymMeHune, No nokaHa Ha nevyebHute
3aBeeHNs1 — Bb3MOXUTENMW, NOCOYEHM B HACTOsILAaTa OKyMeHTaums. B pamkuTe Ha
NpoBeXAaHUTe BbTPELLHM KOHKYPEHTHU 13bopu, we 6baaTt 3asiBaBaHn KONNMYeCcTBa,
CbOOpa3HO TEKYLUUTE HYXOWN Ha BCSKO NevyebHo 3aBeaeHne, KaTto nevyebHOTo 3aBeaeHne —
BBb3MOXMTESN HE € ANBbXHO Aa 3asBK 3a 40CTaBka LsnoTo 4OroBOPEHO KONNYECTBO, a nma
npaBeo fa 3asaBsiBa KONIMYECTBA CbINACHO AENCTBUTENHUTE CU HYXOWN, HO HE NoBeye oT
porosopeHoTo. Cnep ckrtoyBaHe Ha KOHKpEeTEH JOroBop, Bb3HMKBAT 3a4b/KEeHUsTa 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBEeHUTE NIEKapCTBEHN MPOLYKTHU.

5.1.15. TexHuKu
PamkoBo cnopasymeHue:
PamkoBo cnopasymeHue ¢ NogHOBsIBaHE Ha cbCTe3aTenHarta npowueaypa
MakcumaneH 6pon yyactHmum: 100
O6ocHOBKa Ha cpoka Ha AeNCTBME HAa PaMKOBOTO cnopasymeHune: CKoYeHOTO Bb3 OCHOBA Ha
HacTosWwaTa obecTBeHa NopbYka paMKOBO CropasyMeHMe, e € CbC CPOK Ha U3NbITHEHME
00 OBE rofuHKN, CYATaHO OT AaTaTta Ha ckroyYBaHeTo My. CpoKbT Ha AOrOBOPUTE, CKIOYEHN
cnep npoBefeH BbTPELLEH KOHKYPEHTEH M300p N0 paMKOBOTO CnopasyMeHue OT nevyebHute
3aBefeHus no un. 1 ot NMMC Ne 146/2015 r. moxxe ga HaagxBbpnsa KpamHUs CPOK Ha
CKMIOYEHOTO PaMKOBO crniopasymMmeHne. MakcumManHusT CPoK, C KOMTO MoraT Aa ro HaaxBbpnaT
€ He NoBeYe OT efHa roguHa - KoraTo no AoroBopa He ca n3yepnaHum BCUYKM KONn4yecTsa oT
nekpcreeHute npoayktn n LUIOMNC3 He e ckniouni HOBO paMKOBO Criopa3yMeHue 3a TAX.
JonbnHUTENHO NOKpUTUE OT KynyBaya: Bbanoxutenute - nedebHu 3aBeaeHnst 3a 60nHUYHaA
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTte 3aBeaeHus (3J13), neyebHn 3aBegeHUs 3a
6onHn4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnelwHa 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 EnekrpoHHaTa
cucTemMa 3a nekapcrteBeHu npoaykTu. MNpegmeT Ha BbanaraHe yYpes LIOMNC3 ca gocrtaBku Ha
CTOKWN — NNeKapCTBEHN NPOAYKTN OT MO3NTUBHMA NekapCTBEH cnUCHK no yn. 262 ot 3JTMXM,
BMMCaHN B NyGnMYeH eneKkTPoHEH PerncTbp KbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOoAyKTU. HacToswaTa npoueaypa obxeawla 3asgBeHuTe ot
NnocoYeHnTe No-gony nevyebHu 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbmpaHe Ha 3asBku B nepuoaa mecew, pespyapu un mecel, mapt 2024 r.
MoapobeH cnucbk Ha neyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.
MUHdopmauma 3a guHaMMYHaTa cMcTemMa 3a NOKYNKU:
Hama aMHammyHa cuctema 3a noKymnku
EnekTpoHeH Tbpr: aa
EnekTpoHeH Tbpr ce npoBexga Ha cnegHusa agpec: https://cop.mh.government.bg/
Onucanue: N360pbT Ha N3MBAHUTENN NO CbOTBETHUTE HOMEHKIATYPW, BKITHOYEHU B
PaMKOBOTO CropasymeHue e 6bae U3BbpLUEH cred NpoBeXaaHe Ha eNeKTPOHEH Tbpr Mo
pena Ha un. 89-91 ot 30I1, upes EnektpoHHaTta cuctema. NposexagaHeTo Ha eNeKTPOHHNSA
THPr LWe ce npeaxoxaa OT NbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C n3bpaHus
KpuUTEepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactve B eNeKTpoHHUA Thpr we 6baaT
AONyCcHaTW y4aCcTHULMTE, YAUTO NPEASIOKEHNST OTFOBapAT Ha M3MCKBAHUSTA HA Bb3NOXUTENS,
NOCOYEHN B HacTosILLaTa JOKYMEHTaUns. ENeKTpoHHUAT Tbpr, e ce NpoBexaa CbC CTbIKa 3a

625615-2024 Page 26/38


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

HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uyano n Hyna net npoueHTa). lNpunaraxeTo
Ha cTbrkaTa, BOAM [0 HaMmansiBaHe Ha LieHaTta 3a eaMHuua Msapka, npeanoxeHa ot
CbOTBETHMS YH4aCTHUK C NPOLeHTa Ha cTbnkaTa. [pun cnegsallo npunaraHe Ha CcTbnkarta,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6a3a Beye HamaneHarta OT y4acTHUKa B
eNeKTPOHHUSA Tbpr LeHa. [1pean ctapTvpaHe Ha enekTPOHHUS Tbpr, JOoNyCHaTUTe
yyacTHULUMTE nony4aBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHaYanHaTa OoueHKa Ha odepTuTe M. ENeKTpoHHMA Thpr LWe 3anoyvHe He no-paHo oT
2 paboTHW OHK, cref AataTa 3a uanpallaHe Ha nokaHarta. B pamkute Ha npoBexpaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKM eONH YYaCTHUK, e MOXe Aa BXK4a BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Thpr Wwe
MPUKIOYM C HACTbMBaHE Ha YachbT M JaTaTta NocoYeHM B NOKaHaTa.

5.1.16. [donbnHutenHa nHcgpopmauusa, Meamauumsa u npepasrnexaaHe (o6xxansaHe)
OpraHnsaums, oTroBapsiLia 3a npepasrnexgaHeTo (obxansaHeTo): Komvcua 3a 3awimra Ha
KOHKypeHuunsaTa
NHdopmauus 3a kpanHUTe cpokoBe 3a npepasrnexagaHe: Ha ocHoBaHuve vn. 197, an. 1, 1. 1
ot 30I1, »xanbu moraT ga ce nogasart B AeceT QHEBEH CPOK OT U3TMYAHETO Ha CPOoKa Mo ur.
100, an. 3 ot 30I1 - cpeluy peleHNeTo 3a OTKpMBaHE Ha npoleaypaTta u/unm pelweHmeTo 3a
onobpsiBaHe Ha NPOMeEHU B ycroBusaTa no obsiseHaTa npoueaypa

5.1. O6ocobeHa nosuuua: LOT-0005
3arnaeue: O6ocobeHa nosmumsa Ne 5, BkntouBaia 35 HOMeHkNaTypu
Onucanue: ATC INN Form Package Quantity Note B02BX04 Romiplostim napeHTepanHa mcg
1587900 B02BXO05 Eltrombopag nepopanHa 1Bbpaa mg 7181080 BO3XA01 erythropoietin
(Epoetin alfa) napeHTepanHa U 1380326800 BO3XA01 Erythropoietin(Epoetin beta)
napeHtepanHa U 387361280 BO3XA01 Erythropoietin(Epoetin zeta) napeHtepanna U
134380400 BO3XA02 Darbepoetin alfa napeHtepanHa mcg 4117850 BO3XA03 Methoxy
polyethylene glycol-epoetin beta napeHTtepanHa mcg 590825 BO3XA06 Luspatercept
napeHtepanHa mg 28000 HO1CBO02 Octreotide napeHTepanHa mg 186824 Powder and
solvent for suspension for injection HO1CBO02 Octreotide napeHTepanHa mg 21495 solution for
injection HO2AB02 Dexamethasone napeHtepanHa mg 18422951 HO2AB02 Dexamethasone
nepopasnHa tBbpaa mg 413790 JO6BA02 Immunoglobulins, normal human, for intravascular
adm. MNMapeHTepanHa mg 39119520 MO5BA08 Zoledronic acid napeHTepanHa mg 126588
MO05BX04 Denosumab napeHtepanHa mg 10748224 120 mg NO2AAO01 Morphine
napeHtepanHa mg 11839500 NO2AAO01 Morphine nepopanHa TBbpaa mg 13989120 NO2AA05
Oxycodone nepopanHa tBbpaa mg 59489050 NO2AA08 Dihydrocodeine nepopanHa TBbpaa
mg 22663984 NO2AA55 Oxycodone, Naloxone nepopanHa TBbpaa mg oxycodone 29226625
NO2ABO02 Pethidine napeHTepanHa mg 22338750 NO2ABO3 Fentanyl HasanHa Full spray
27040 NO2ABO03 Fentanyl nepopanHa tBbpaa mg 7898 100 mcg NO2ABO03 Fentanyl
nepopanHa tBbpaa mg 14080 133 mcg NO2ABO03 Fentanyl TpaHcaepmanHa mcg/h 10667050
NO2AEO1 Buprenorphine TpaHcaepmanHa mcg/h 7724185 NO2AX02 Tramadol napeHTepanHa
mg 91776300 NO2AX02 Tramadol nepoparnHa TBbpaa mg 72561266 VO3ACO01 Deferoxamine
napeHtepanHa mg 3935000 VO3ACO02 Deferiprone nepopanHa TBbpga mg 2930000 VO3AC02
Deferiprone nepopanHa tedHa mg 3200000 VO3ACO03 Deferasirox nepopanHa TBbpaa mg
1944000 Dispersible tablet VO3ACO03 Deferasirox nepopanHa tTBbpga mg 13307400 Film-
coated tablet VO3AF01 Mesna napeHtepanHa mg 45023000 VO3AF03 Calcium folinate
napeHTepanHa mg 66732820
BbTpeweH naeHtndpukatop: 420260

5.1.1. Uen
EcTtectBO Ha nopbykarta: [loctaBku

625615-2024 Page 27/38



OcHoBHa knacudgukaums (cpv): 33600000 dapmaneBTUYHN NPOAYKTU

HonbnHutenHa knacudpukauuna (cpv): 33621300 MNpenapaTtu npotme aHemus, 33642100
XopMOHM OT xunocmaaTta, oT xunotanamyca n nogobHu, 33642200 KopTtukocteponau 3a
cuctemHa ynotpeba, 33651500 MimyHocepymun n umyHornobynuum, 33632100
[MpoTBOBBL3NANUTESHM U NPOTMBOPEBMATUYHN MeankameHTn, 33661200 BonkoycnokonTenHu
, 33690000 Pa3Hn meankameHTun

5.1.2. MsacTo Ha U3nbJIHEHUe
MoweHckn agpec: Bvnrapus, rp. Codus, MNnowan Ceeta Hegens Ne 5
Npaa: Codus
MoweHckn koa: 1000
AOMUHUCTpaTUBHO-TepUTOpManHa eguHuua Ha abpxasata (NUTS): Codusa (ctonuua) (BG411
)
ObpxaBa: bburrapua
HOonbnHutenHa nigopmaumsa: ,NUTS: BG Bwnrapus”

5.1.3. OyakBaHa NpoABLIMKUTENTHOCT
Hauanna pgarta: 16/12/2024
Cpok: 2 NoguHu

5.1.4. NMopHoBsiBaHe
MakcumaneH 6pon nogHoBsiBaHus: 0

5.1.5. CtomHocT
MporHosHa cTonHocT, 6e3 aa ce Bkntousa A0C: 111 638 951,32 BGN

5.1.6. OO6wa nHcpopmauusn
3anaseHo yyacTue:
YyacTmeTo He e 3anaseHo.
lMpoekT 3a Bb3naraHe Ha obLecTBeHa NopbYka, KOMTO He e UHaHcKMpaH cbe cpeacTtea oT EC
lMopbykaTa nonaga B NPUoXHOTO nosne Ha CnopasyMeHneTo 3a AbpxXaBHUTe nopbyku (CAMM)
: ha
HonbnHutenHa nHgopmauma: OnpegeneHnTe N3NbAHUTENN NO PAMKOBOTO Criopa3yMeHne He
ObIDKaT rapaHums 3a U3NbIIHEHME NPU CKtoYBaHe My. MapaHuuaTa 3a U3NbIIHEHNE Ha BCEKN
KOHKpeTEeH A0roBop, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Jorosopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH AC, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
Hag 50 000 nB., 6e3 Bkn. AC. 3a porosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbJIHEHNE HEe Ce U3MCKBA.

5.1.7. CrpaTernyeckm obwecTBEHN NOPBUKHU
Llen Ha cTpaTternyeckuTe obLiecTBeHn NOpbYkM: Hama cTpaTermyecka obuecTBeHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepumm 3a ekonorocbobpasHu
o6LLEeCTBEHM NOPBYKM

5.1.8. KpuTtepuu 3a gocTbnHOCT
KpuTepum 3a 4OCTBNHOCTTA 3a Nnuuarta ¢ yBpexaaHus He ca BKIoYeHn, a obocHoBKaTa e
cnepgHarta
O6ocHoBka: JlekapcTBeHMTe NPoAyKTM ca 06eKT Ha perynaums no oTHOLEHWe Ha OnakoBaHe,
NIUCTOBKN N Ha4YMH Ha ynoTpeba. Tbil KaTo CbLUNTE Ce U3NON3BaT M OT Nnua C yBpexaaHus, ce
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cnasBaT U3UCKBaHMSATA Ha eBPONECKOTO 3aKOHOAATECTBO B Ta3u 06nacT, npeasua KOeTo He
e HeobXoaMMo a ce NOCTaBAT AOMBbIHUTENHN KPUTEPUM 3a AOCTBIHOCT 3a Nvua ¢

yBpexXxaaHuA.

5.1.9. KpuTtepun 3a nogbop
Kputepumn:
Bua: VlkoHoMmn4yecko 1 oMHaAHCOBO ChLCTOSAHUE
HanmeHoBaHwue: Ha ocHoBaHue yun. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyactHuyuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMnM (OMHaAHCOBM FOAMHM a ca peanuaupanu
MUHMMarneH obopoT B chepata, nonagalla B obxsata Ha nopbykaTta, n3umcrneH Ha 6asa
roguwHuTe o6opoTHu.
OnucaHune Ha Kputepua 3a noabop: PeannanpaHnat MuHMManeH obopoT B cdepaTa,
nonagawlia B o6xeaTa Ha nopbykaTa, u3dncneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NpPOrHo3HaTa/HNTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHKNaTypa/u B 06ocobeHnTe no3nunm, 3a KOATO/KOUTO ce noaasa odepTaTta. Noa
MUHMMarneH obopoT B cchepata, nonagalla B obxsata Ha nopbykaTta, creasa ga ce pasbuvpa
060pOT peanuampaH OT TbProBus C nekapcTBeHn NpoaykTn. CbrnacHo yn. 62, an. 3 ot 30T,
MHopMaumsaTa Moxe Aa obxBalla 1 No-kpaTbk Nepmoa B 3aBMCUMOCT OT AaTaTa, Ha KOATO
YYaCTHUKBT € Cb3JafeH unun e 3anodHan genHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHns
KpUTEPUIA, KOUTO Ce NPeaCTaBAT NpPU NOUCKBaHe B XO4a Ha npoueaypara uinm oT y4acTHuKa
onpeaeneH 3a U3NbiHUTEN Npeaun CKNYBaHe Ha AoroBopa, B crydanTe Ha yn. 67, an. 5 unu
yn. 112, an. 1, 7. 2 ot 30T, cnpaBka 3a obopoTa B chepata, nonagawia B obxsarta Ha
nopbykaTa 3a nocoyeHuns nepmog. CboTBETCTBMETO C NOCTABEHUS KPUTEPUI Ce AeKknapupa C
nonwvnesaHe Ha yacT |V, pasgen b ot EEJOIT.
M3nonsesaHe Ha TO3u KpuTepun: 3nona3saHu

Kputepun:

Bua: 'ogHoCT 3a ynpaxHsasaHe Ha npodecnoHanHara 4enHocT

HaunmeHoBaHue: YyacTHMuuTe creaBa Aa ca BNMCaHU B TbProBCKUS PerncTop u/vnuv B
CbOTBETEH NpodecroHareH perucTbp, a 3a YyxaecTpaHHu nuua - B aHanorm4yHu permcTpm
CbINacHO 3aKOHOAATEeNCTBOTO Ha Abp)KaBaTta YNeHKa, B KOATO Ca YCTaHOBEHM.

OnucaHune Ha kputepua 3a noabop: YuyacTHuumTe B obLiecTBeHaTa nopbyka Tpsibea ga
npuTexasaT paspeLleHne 3a NPOM3BOACTBO, U34afeHo No pefa Ha 3aKkoHa 3a NekapcTBeHUTe
NpoAyKTu B XymaHHaTta meauumHa (3J1MXM) (B cnyvaute no un. 196, an. 1 ot 3JIMNMXM) nnu 3a
TbProBUA Ha €po C NeKapcTBEHN MPOAYKTU UMW YAOCTOBEPEHME 3a perncTpauns 3a Tbprosus
Ha eapo C nekapcTBeHn nNpoayktu (crnyvante no yn. 195, an. 1 n an. 2 ot 3M1MXM), unu
paspeLlueHne 3a BHOC (cnydauTe no yn. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3JTNXM. CboTBETCTBMETO C NOCTABEHUSA KpUTEPUI Ce Aeknapupa c nonbneaHe Ha 4vacT |V,
6yksa ,A“ ot EE[OI, kaTo ce noco4ysa: HOMep 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
nNpov3BoACTBO, n3gageHo no pega Ha 3J1MXM vunu 3a TbproBusa Ha efpo C fekapcTBeHU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a perncTpaums 3a TbproBust Ha efpo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l AOKyMEHTBLT, KONTO Ce NpeAcTaBs OT ydacTHWKa onpedeneH 3a usnbnHuTen, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHne Unv rnpu nouckBaHe B xoda Ha npouegypaTta e:
3aBepeHO Komnue Ha BanvaHo paspelleHne 3a Npou3BoacTBo, u3gageHo no pega Ha 3IMXM
UNK 3a TbProBus Ha eapo C NekapCTBEHU NPOAYKTU UK yAOCTOBEPEHUE 3a permctpaums 3a
TbProBUSA Ha e4po C NeKapCTBEHN MPOAYKTU, UK paspeLleHne 3a BHOC. Bbanoxntensar He
N31CKBa 3aBEPEHO KOMue Ha paspeLleHneTo Unu Ha Apyr JOKYMEHT, yOOCTOBepsiBaLL, NPaBoTo
3a TbProBus C NeKapCcTBEeHN NPOAYKTM UIK paspeLLeHne 3a NPon3BOACTBO UITM BHOC, KOraTo
“Ma JOCTbM MO crnyxebeH NbT unu Ypes nyorvyeH perncTbp, UNn KoraTo CbLUMTE MoraT aa
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6baaT ocurypeHn ypes npsik n 6esnnarteH gocTbn A0 HaumMoHanHuTe 6asun gaHHM Ha
ObpXXaBUTE YNEHKMN.
M3nonaesaHe Ha TO3u KpuTepun: 3nona3saHu

5.1.10. Kputepuwu 3a Bb3naraHe
KpuTtepuin:
Bua: LleHa
HanmeHoBaHwue: VMikoHoMmun4yeckn Han-u3rogHarta oepra ce onpeerns Bb3 OCHOBA Ha Han-
HUCKaTa LieHa cnepj npoBefeH enekTPOHEeH Tbpr. TO3n KpuTepuin ce npunara v npyu BbTPeLLHO
KOHKYpPEHTHUTE n3bopu oT nevyebHUTe 3aBefeHus.
Onucanue: 1. Cnep npoBexaaHeTo Ha eNekTPOHHWUS TbPr 3a BCEKU NeKapCTBEH NPOAYKT, Lie
6baaT onpeaeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHue npuv cna3BaHe Ha cnegHuTe
npasuna: 3a BcAka HOMeHKNaTtypa, oT TexHudeckaTa cneuudukaums, 3a n3nbiHUTENMN No
PaMKOBOTO CropasyMeHue Le ce onpeaenaT y4acTHUKbT NPeasioxurl Han-H1Ucka LeHa u
BCUYKM APYIY y4acTHULW, NPEAnoXunu LueHa, kosato e 4o 10 % no-Bucoka oT Har-HucKaTa
npeanoxeHa ueHa. Bb3noxutensart He NocTaBsa orpaHuyeHne 3a MakcumaneH 6pon
N3NBbAHWUTENN NO HOMeHKNaTypa. B cnyyan, Yye 3a JageHa HOMeHKNaTypa e Hanuvue camo
e0VH YYaCTHUK, 3a KOWTO He ca Hanuue oCHoBaHuATa 3a OTCTpaHABaHe, NoCOYEHU B
HacTosiLaTa AOKYMEHTaUmMs; KONTO OTroBaps Ha KputepuuTe 3a Nnoabop; nnu e Hanvue camo
e HO NpeanoXxeHvne, KOETO OTroBaps Ha nNpeaBapuUTenHo obsBeHNTe yCrioBusa Ha
Bb3NOXWUTENSA 3a UNBIHWUTEN Ha CbOTBETHAaTa HOMEHKNaTypa, ce onpegens Tosa nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n36op, NpoBexaaH oT redebHuTe 3aBedeHus, 3a U3NbIHUTEN
e 6bae onpeaeneH KnacupaHUaT Ha MbPBO MSACTO YYaCTHUK, YNETO LIEHOBO NPearnoxXeHne e
Han-HUCKO.

5.1.11. [dokymeHTauus 3a Bb3naraHe Ha obLecTBeHa NopbykKa
E3unum, Ha KouTo goKyMeHTauumsTa 3a obLiecTBeHaTa Nopbyka e ouumnanHo OCTbNHA:
Obnrapckm
Agpec Ha JokyMeHTaumsaTa 3a obuiectseHaTa nopbyka: https://cop.mh.government.bg/
Ad hoc kaHan 3a KOMyHUMKauuA:
HanmeHoBanwue: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. YcnoBwusA 3a Bb3naraHe Ha obuiecTBeHa NopbUka
YcnoBus 3a nogaBaHe:
EnekTtpoHHO nogaBaHe: 3agb/mKUTENHO
Appec 3a nogaBaHe: https://cop.mh.government.bg/
E3nun, Ha konto morat ga ce nogasat opepTu Unn 3asiBNeHns 3a yvactue: 6bnrapckm
EnektpoHeH kaTtanor: 3abpaHeHo
M3unckBa ce yCbBbPLUEHCTBAH UK KBanMUunpaH enekTpoHeH Nognuc unm nevat (CbrinacHo
onpenenerHunara B PernameHT (EC) Ne 910/2014)
BapunaHnTtu: 3abpaHeHo
KpaeH cpok 3a nonyyaBaHe Ha odepTtun: 11/11/2024 23:59:59 (UTC+02:00)
N3TOYHOEBPOMEWNCKO BpEME, LIeHTPaNHOEBPOMNENCKO NSATHO BpeMe
MpoAbmMKUTENHOCT, Npe3 KOATO odepTaTa TpsibBa ga octaHe BanuaHa: 10 Meceum
MHdbopmauuma 3a obwecTtBeHaTa NnopbYkKa:
[aTta Ha oTtBapsHe: 12/11/2024 15:00:00 (UTC+02:00) n3aro4HoeBpONENCKO BpeEME,
LEeHTpanHoOeBPONENCKO NATHO BpemMe
MscTo: EnektpoHHaTa cuctema
HonbnHuTtenHa nHgopmaumsa: HactoswaTa npoueaypa € U3Lano enekTpoHHa U BCUYKK
OEeNncTBusA CBbP3aHN C 06sIBABAHETO M 1 NPOBEXOAHETO N We 6baaT M3BbPLLBAHM Ypes
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EnekTpoHHaTa cuctema, OCTbMHA Ha CneaHns enekTpoHeH agpec: hitps://cop.mh.
government.bg/

YcnoBua Ha goroBopa:

M3nbnHeHneTo Ha goroBopa TpsibBa Aa ce u3BbpLUBa B pamMKUTE Ha NporpamMu 3a Cb3gaBaHe
Ha 3awuTeHn paboTHn mecTa: He

EnekTpoHHO dhakTypupaHe: PaspelueHo

LLle ce nsnonasa enekTPoHHO NOpbYBaHE: HE

LLle ce nsnonssa enekTpoHHO NnaLjaHe: He

durHaHCOBO cnopa3ymeHue: Becnykn konmyecTsa, NocodeHn B cneundurkaumata Ha
EnekTpoHHaTa cuctema, ca ,,0pMeEHTMPOBBYHM” U Ca NPeaMET Ha Bb3naraHe B pamKkuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamKOBO cropasymMeHue, No nokaHa Ha nevyebHuTte
3aBefeHnst — Bb3NOXUTENN, MOCOYEHN B HAcTosALWaTa AOKyMeHTauma. B pamkute Ha
NpoBeXaaHNTe BbTPELLHN KOHKYPEHTHM n3bopu, e 6baat 3asBsiBaHN KONMYECTBA,
CbOoOpas3HO TEKYLLUMTE HYXKAM Ha BCSAKO ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
BB3MOXMTEN HE € ANBXKHO Aa 3asBY 3a A4OCTaBka LsiNoTO 4OroBOPEHO KONMMYECTBO, a nma
npaBo Aa 3asaBsiBa KONIMYECTBA CbIMacHO ENCTBUTENHUTE CU HYXXOWN, HO HE NnoBeYe OT
AoroBopeHoTo. Cnep cknoyYBaHe Ha KOHKPETEH LOroBOp, Bb3HMKBAT 3a4b/KEHUSATA 3a
3asBsABaHe, AOCTaBKa W 3annallaHe Ha JOCTaBEeHUTE NIeKapCTBEHN NPOAYKTH.

5.1.15. TexHuKun
PamkoBO cnopa3ymeHue:
PamkoBo cnopasymeHue ¢ NOAHOBsIBaHE Ha cbCTe3aTtenHarta npoueaypa
MakcumaneH 6pon yyactHuum: 100
O6ocHOBKa Ha cpoka Ha OeNCTBME Ha PpaMKOBOTO crnopasymMmeHune: CKto4eHOTO Bb3 OCHOBA Ha
HacToswaTa obLiecTBeHa Nopbyka paMKoBO CMOpa3yMeHMe, e € CbC CPOK Ha U3MbITHEHNE
00 OBe rofuHu, CYMTaHOo OT AaTaTta Ha CKoYBaHeTo My. CpOKbT Ha JOrOBOPUTE, CKITHOYEHU
cnea NpoBeAeH BbTPELLEH KOHKYPEeHTEH M300p NO paMKOBOTO criopasymeHue oT nedyebHuTe
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. moxe aa HaaxBbPIS KparHUSA CPOK Ha
CKITHO4EHOTO PaMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO Morat Aa ro HaaxBbpnsiT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHn BCUYKN KONMYeCcTBa OT
nekpcteeHuTe npoayktn n LIOMC3 He e ckniovmn HOBO pamMKOBO crnopasyMeHue 3a TAX.
JonbnHUTENHO NOKPUTUE OT KynyBada: Bbanoxutenute - ne4yebHu 3aBegeHnst 3a 60nHU4YHa
nomoty no 4n. 9 ot 3akoHa 3a neyebHute 3aBeneHnsa (3J13), neyebHn 3aBegeHns 3a
6onHnyHa nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnewHa MeauUmMHCKa NomMoLy, fevyedHu
3aBefeHuns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBefgeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTema 3a nekapcreeHu npoaykTu. MNMpegmeT Ha BbanaraHe ype3 LIOMNMC3 ca goctaBkm Ha
CTOKM — fleKapCTBEHU NPOAYKTU OT M03NTUBHMS NeKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHu B Ny6nu4eH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LeHn 1
penmbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npoueaypa obxesala 3asaBeHUTe OT
nocoYyeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel pbespyapu n meceu, mapt 2024 .
MoapobeH cnuchbk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [JoOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cucrtema.
UHdopmauumsa 3a aMHaMM4YHaTa cuctemMma 3a NnoKynKu:
Hsama guHammnyHa cuctema 3a nokymnku
EnekTpoHeH Tbpr: aa
EnekTpoHeH Tbpr ce npoBexaa Ha cnegHus agpec: https://cop.mh.government.bg/
Onucanue: M360pbT Ha M3NBAHUTENM MO CbOTBETHUTE HOMEHKIATYPU, BKIOYEHN B
pPaMKOBOTO cropa3ymeHue e 6bae M3BbPLLEH Cref NpoBeXaaHe Ha eNeKTPOHEH Thbpr Mo
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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 N3BpaHmMs
KpuUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpOHHUA Thpr we 6baat
AONYyCHAaTU y4aCTHULMTE, YUNTO NPeanoXeHNa OTrOBapsT Ha M3MCKBaAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna usano v Hyna net npouexTta). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsiBaHe Ha LueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS y4aCTHMK C MPOLIEHTa Ha cTbhKkaTa. [1pu cnegBallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKA B
€NeKTPOHHMA Tbpr ueHa. MNpeaun ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4ONyCHATUTE
yyacTHMUMTE Nofy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NbpBOHavanHaTa oueHka Ha odpepTuTe M. ENeKTpoHHNA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYaCTHUK, e MOXe [a BUXKA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHaTa KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. [OdonbnHuTenHa nHcgpopmauus, meguauusa v npepasrnexanaHe (ooxansaHe)
OpraHusauus, oTroBapsiwia 3a npepasrnexagaHeTto (obxansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuusaTa
MHdopmaums 3a KpanHUTe CpokoBe 3a npepasrnexgaHe: Ha ocHoBaHue yn. 197, an. 1, 1. 1
ot 30I1, xxanbu moraT ga ce nogasart B JeceT JHEBEH CPOK OT U3TUYAHETO Ha CPOoKa Mo Yn.
100, an. 3 ot 30T - cpeLy pelleHeTOo 3a OTKPUBAHE Ha npoueayparta u/unu peLeHmeTo 3a
ogobpsiBaHe Ha NPOMeHU B ycrnoBusaTa rno obsiBeHaTa npoueaypa

5.1. O6ocobeHa nosuuus: LOT-0006
3arnaeue: O6ocobeHa nosmums Ne 6, BkntoyBalla 19 HoMeHknaTypu
Onucanue: ATC INN Form Package Quantity Note BO2BB01 Human fibrinogen napeHtepanHa
g 3081 B02BD01 Human Prothrombin Complex napeHntepanHa IU 2704040 B02BDO1
Coagulation factor IX, Il, VIl and X in combination napeHtepanHa IU 2219200 B02BD02
Coagulation factor VIII (Damoctocog alfa pegol) napeHTtepanHa IU 300000 B02BD02
coagulation factor VIII (efmoroctocog alfa) napentepanna IU 1310000 B02BD02 Coagulation
factor VIII (lonoctocog alfa) napeHtepanna IU 300000 B02BD02 Coagulation factor VI
(Moroctocog alfa) napeHtepanHa IU 1310000 BO2BD02 Coagulation factor VIII (Octocog alfa)
napeHTepanHa IU 1600000 B02BD02 Coagulation factor VIII (rurioctocog alfa pegol)
napeHTepanHa IlU 700000 B02BDO02 Coagulation Factor VIII (Simoctocog Alfa) napeHTeparnHa
IU 700000 B02BD02 Coagulation Factor VIII (Turoctocog Alfa) napeHtepanHa IU 1900000
B02BD02 Human coagulation factor VIII napeHtepanHa IU 3660800 BO2BDO03 factor VIl
inhibitor bypassyng activity napeHtepanHa IU 810000 B02BD04 Coagulation factor IX
napeHTepanHa IU 1548160 B02BD04 Coagulation factor IX napeHtepanHa IU 500000
recombinant B0O2BD04 Coagulation factor IX (nonacog alfa) napentepanta IU 750000
B02BD04 Coagulation factor IX (nonacog beta pegol) napeHTtepanHa IU 325000 BO2BD06
Coagulation factor VIII, Factor von Willebrand napeHtepantHa IU refers to VWF 1453000
B02BDO08 Eptacog alfa (activated) napeHtepanHa KIU 290345
BbTpewweH ngeHtudukatop: 420265

5.1.1. Uen
EcTtecTtBO Ha nopbykata: [loctaBku
OcHoBHa knacudgukaums (cpv): 33600000 PapmaneBTUYHN NPOAYKTU
HonbnHutenHa knacudukaums (cpv): 33621200 KpbBocnupatlum
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5.1.2. MsacTo Ha n3nbrIHeHue
MoweHckn agpec: Bvnrapus, rp. Codus, MNnowan Ceeta Hegena Ne 5
Npaa: Codums
MoweHckn koa: 1000
AOoMUHUCTpaTUBHO-TepUTOpManHa eguHuua Ha abpxasarta (NUTS): Codus (ctonuua) (BG411
)
Obpxaea: bvnrapusa
HonbnHutenHa nigopmauma: ,NUTS: BG Bvnrapus“

5.1.3. OuakBaHa NPOABLIMKUTESNTHOCT
HavanHa pata: 16/12/2024
Cpok: 2 loguHm

5.1.4. MNMopgHoBsABaHe
MakcumaneH 6pon nogHoBsaBaHus: 0

5.1.5. CtomHocT
MporHo3Ha cTonHocT, 6e3 aa ce Bkntoyusa A0C: 24 178 560,38 BGN

5.1.6. O6wa uHdopmauua
3anaseHo y4yacTtue:
Y4yacTneTo He e 3anaseHo.
[MpoekT 3a Bb3naraHe Ha obLlecTBeHa Nopbyka, KOMTO He € hnHaHcupaH cbe cpeacTtea ot EC
MopbykaTa nonaga B NpUIOXHOTO none Ha CnopasyMeHneTo 3a AbpXaBHuTe nopbyku (CAMM)
ha
HonbnHuTtenHa nHdopmaums: OnpegeneHnte U3NbNHUTENM MO PaMKOBOTO CropasyMeHne He
AbIhKaT rapaHumnsa 3a U3nbrHEHME NPU CKNtoYBaHe My. MapaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKPETEH [I0roBOp, CKMOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH M360op, Bb3 OCHOBA Ha
CKIMHOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
obLiecTBeHa nopbyka, 6e3 BkntoveH [0C, B cny4yai Ye JoroBopa e Ha CTOMHOCT paBHa Ui
Hag 50 000 n.., 6e3 Bkn. JOC. 3a gorosopu nog 50 000 nB. 6e3 BkntoveH OOC, rapaHums 3a
N3NbITHEHNE He Ce N3MCKBA.

5.1.7. CrpaTerm4yeckm obwecTBEHN NOPBYKHU
Llen Ha cTpaTernyecknTe obLiecTBeHN NopbykM: Hama cTpaTernyecka obLiecTeseHa nopbyka
Kputepum 3a ekonorocbobpasHa nopbyka: Hama kputepum 3a ekonorocbobpasHu
o6LLEeCTBEHM NOPBYKM

5.1.8. KpuTtepum 3a 0OCTHLNHOCT
Kputepum 3a gOCTBNHOCTTA 3a NuuaTa C YBpeXaaHusa He ca BKNtoYeHn, a obocHoBKkaTa e
cnegHarta
O6ocHoBKa: JlekapcTBeHUTE NPOoAYKTU ca OBEKT Ha perynaumsi No OTHOLLEHNE Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbi KaTo CbLUUTE Ce U3NON3BAT M OT NnLa C YBpeXaaHus, ce
cnasBaT M3UCKBaAHWSITA Ha €BPOMNENCKOTO 3aKOHOA4ATECNTBO B Ta3u obnacT, npeaBua KOeTo He
e Heo6xoaMMO [a ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢
yBpeXaaHus.

5.1.9. Kputepuum 3a nogbop
Kputepun:
Bua: IkoHOMMYecko 1 oMHaHCOBO CbCTOSAHNE
HanmeHoBaHwue: Ha ocHoBaHue un. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyacTHuyuTe B
npouenyparta 3a nocrnegHuTe Tpy NPUKIIOYUNN PUHAHCOBU rOAMHM Aa ca peanusvpani

625615-2024 Page 33/38



MUHUMAaneH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykaTta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.

OnucaHue Ha kpuTepus 3a nogbop: PeanuanpaHmat MuHumaneH obopoT B cdepara,
nonagauwia B o6xBaTa Ha nopbykaTa, n3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTE CTOMHOCT/M Ha CbOTBETHaTa/HUTE
HOMeHknaTtypa/v B o6ocobeHnTe no3numnm, 3a KOATO/KOUTO ce noaasa odepTaTa. oa
MUHUMarneH obopoT B cdhepaTta, nonagalla B o6xeaTta Ha nopbykarta, cneisa ga ce pasbupa
000pOoT peanuanpaH OT TbProBus € nekapcTBeHn npoayktn. CvrnacHo un. 62, an. 3 ot 30T,
NMHpopMaumsaTa Moxe fa obxBalla 1 No-KkpaTbK NeEpMoa B 3aBUCUMOCT OT AaTarta, Ha KOsITO
YYaCTHUKBT € Cb34aeH Unu e 3anoyHan gevHocTTa cu. [IokyMeHTUTe 3a NoCTaBeHUs
KpUTEPUIN, KOUTO Ce NPeACTaBAT NPW NOMCKBaHE B XOA4a Ha npoueaypaTa Unm oT y4acTHUKa
onpenerneH 3a N3NbiAHUTEN 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, nonagawia B ob6xsarta Ha
nopbykaTa 3a nocoyeHnsa nepmog. CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa C
nonbriBaHe Ha vacT |V, pasgen b ot EEJOIN.

M3non3BaHe Ha TO3M KpuTepun: M3nonssaHu

Kputepumn:

Bua: NogHoOCT 3a ynpaxHsiBaHe Ha npodecrnoHanHata 4enHocT

HanmeHoBaHwue: YyacTHUUuTE crnegsa Aa ca BNucaHu B TbProBCKUSA PErMCTbP U/unu B
CbOTBETEH NpOodEeCMOHarneH PerncTbp, a 3a YyXaecTpaHHM nvua - B aHanorm4yHu permcTpm
CbIIacHO 3aKOHOA4ATEeNICTBOTO Ha AbpKaBaTta YNeHKa, B KOSATO Ca YCTaHOBEHM.

OnucaHune Ha kpuTepus 3a nogbdop: YyacTHuMuuTe B 0bLecTBeHaTa nopbyka Tpsbea aa
npuTexasaTt paspeLleHue 3a NpoM3BOACTBO, U3A4aAeHO No peda Ha 3akoHa 3a NekapCcTBeHuTe
nNpoaykTu B XymaHHata meguumHa (3JTMXM) (B cnyyauTe no un. 196, an. 1 ot 3/1MXM) unu 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU U yOOCTOBEPEHME 3a pPercTpauuns 3a TbproBus
Ha egpo C nekapcTBeHn Npoayktu (cnydamte no yn. 195, an. 1 n an. 2 ot 3J1MXM), nnu
paspeLlueHne 3a BHOC (cnyydauTe no 4n. 196, an. 2 ot 3J1MXM) — nsgageHu no pega Ha
3IMXM. CbOoTBETCTBMETO C MOCTABEHMUS KPUTEPUI Ce AeKnapupa ¢ nonbiBaHe Ha vacT |V,
oykea ,A“ ot EE[JOIN, kaTo ce noco4Ba: HOMep U faTa Ha U3gaBaHe Ha pa3peLleHneTo 3a
NPOM3BOACTBO, n3gageHo no peaa Ha 3J1MNXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a PErncTpaums 3a TbproBus Ha epo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeACcTaBs OT y4aCTHUKA onpeaeneH 3a U3nbrHuTesn, npean
Aa 6bae CKMYeHO paMKOBO CnopasyMeHune Uinm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanugHo paspelleHne 3a Npon3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpsiBaLL, MPaBOTO
3a TbProBusi C NNekapcTBEHN NPOAYKTU UNK paspeLleHne 3a NPon3BoACTBO UK BHOC, KOraTto
“Ma JOCTbM MO cryXebeH NbT Unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

M3non3BaHe Ha TO3M KpuTepun: M3nonssaHu

5.1.10. KpuTepuu 3a Bb3naraHe
Kputepun:
Bua: Lena
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HanmeHoBaHue: lkoHOMMYECKN Han-n3rogHaTa odepTta ce onpenens Bb3 OCHOBA Ha Hau-
HUCKaTa LeHa cnep npoBefeH eneKkTPOHEH Tbpr. TO3m KpUTepui ce npunara v npy BbTPELLHO
KOHKYPEHTHUTE M360opun OT nevyebHuTe 3aBefeHus.

Onucanue: 1. Cnep npoBexgaHeTo Ha ENEKTPOHHUS ThPr 3@ BCEKW NIEKAPCTBEH NPOAYKT, Lie
6baaT onpeaeneHn N3NbAHUTENM NO PAaMKOBO CropasyMeHne nNpu cna3saHe Ha crneaHuTe
npasuna: 3a BCska HOMEHKNaTypa, oT TexHmyeckaTa cneumdmkaums, 3a U3anbHUTENM No
PaMKOBOTO CMopasyMeHue e ce onpeaensaT y4aCcTHUKbT NPeaioxXun Han-H1ucka LeHa m
BCUYKM OPYrM y4acTHULUK, Npeanoxunu LeHa, koaTto e o 10 % no-BMcoka OT Han-HucKkaTa
npeanoXxeHa ueHa. Bb3noxutenar He NOCTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4ye 3a gageHa HOMEHKNaTypa e Hanvue caMmo
€0M1H YYaCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHusATa 3a OTCTpaHsABaHe, NOCOYEHU B
HacTosLaTa JOKYMEeHTauus; KOWTO OTroBapsi Ha KputepuuTe 3a nogdbop; Unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHUTE yCroBUSA Ha
Bb310XKUTENSA 3a U3NBIIHUTEN Ha CbOTBETHATA HOMEHKMATypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUA N360p, NpoBeXaaH OT nedebHnTe 3aBeaeHns, 3a U3MbIHUTEN
we 6bae onpeneneH KnacupaHuaT Ha NbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Hal-HUCKO.

5.1.11. [JokymeHTauus 3a Bb3naraHe Ha ob6wecTBeHa nopbyka
E3nun, Ha KouTo goKyMeHTauuaTa 3a obuiecTBeHaTa nopbyka € opuumanHo A0CTbNHA:
OGbnrapckm
Appec Ha gokyMeHTauumsaTa 3a obuiectBeHaTa nopbyka: https://cop.mh.government.bg/
Ad hoc kaHan 3a KOMyHMKaUuA:
HanmeHoBanwue: LIOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. YcnoBus 3a Bb3naraHe Ha obwecTBeHa nopb4ka
YcnoBusa 3a nogaBaHe:
EnekTpoHHO nogaBaHe: 3aabimKUTENHO
Appec 3a nogasaHe: https://cop.mh.government.bg/
E3nuu, Ha kouTo moraT ga ce nogasaT opepTn uUnu 3asBreHns 3a yvyactme: Gbnrapcku
EnekTpoHeH katanor: 3abpaHeHo
M3nckBa ce yCbBBbPLUEHCTBAH UNN KBaNnnMuUuMpaH enekTpoHeH Nnognuc nnun nevar (CbrnacHo
onpegeneHusta B PernameHTt (EC) Ne 910/2014)
BapunaHnTtu: 3abpaHeHo
KpaeH cpok 3a nonyyvasaHe Ha odepTtu: 11/11/2024 23:59:59 (UTC+02:00)
N3TOYHOEBPOMNENCKO BpEME, LIEHTPaNHOEBPOMNENCKO NIATHO BpeEME
MpoaobrmKkMTENHOCT, Npe3 KoATo odepTaTa TpsibBa Aa octaHe BanuaHa: 10 Meceun
MHdopmaumsna 3a obuwecTBeHaTa nopbukKa:
[aTta Ha oTtBapsHe: 12/11/2024 15:00:00 (UTC+02:00) n3aro4HoeBponemncko speme,
LeHTpanHoeBpONencko NsTHO Bpeme
MsacTo: EnektpoHHaTa cuctema
HdonbnHutenHa nHgopmauma: Hactoswara npouenypa € nsusano enekTpoHHa U BCUYKK
OENCTBUS CBbp3aHn ¢ 0O6ABABAHETO M 1 NPOBEXAAHETO M e ObaaT N3BbPLUBAHN Ype3
EnekTpoHHaTa cuctema, 4OCTbMNHA Ha crieaHns enekTpoHeH agpec: https://cop.mh.
government.bg/
YcnoBus Ha goroBopa:
M3nbnHeHneTo Ha goroBopa TpsibBa Aa ce u3BbpLUBa B pamMKUTe Ha Nporpamu 3a Cb3gaBaHe
Ha 3awnTeHn paboTHn mecTa: He
EnekTpoHHO hakTypupaHe: PaspelueHo
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LLle ce nanonaea enekTpoHHO NopbyYBaHe: He

LLle ce nanonaea eneKkTpoHHO NnaLlaHe: He

®uHaHcoBO crnopasymeHue: Beuukm konnyecTsa, NocoyeHu B cneumdurkaumsita Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 ca NPEeAMET Ha Bb3anaraHe B paMKuTe Ha
BbTpELUEH KOHKYPEHTEH 1360p MO paMKOBO criopasdyMeHue, Mo nokaHa Ha neyvebHuTe
3aBefeHNs — Bb3IOXMTENN, MOCOYEHUN B HacTosLaTa AOKyMeHTaums. B pamkute Ha
NPOBEXAaHUTE BbTPELLHN KOHKYPEeHTHM n3bopu, Le 6baaT 3asiBiBaHM KONMYECTBa,
CbOoOpas3HO TEKYLLUMTE HYXKAM Ha BCSAKO ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
BBH3NOXMTEN HE € ONTbXKHO [a 3asBM 3a 40CTaBKa LisiNoTo JOTOBOPEHO KONMMYECTBO, a MMa
npaBo [a 3asBsiBa KONIMYECTBA CbITACHO AENCTBUTENHUTE CU HYXXOWN, HO HE NoBeye OT
poroBopeHoTo. Cref ckniovBaHe Ha KOHKPETEH JOTOBOP, Bb3HUKBAT 3a4blHKeHUsATa 3a
3asBsBaHe, OCTaBKa 1 3annallaHe Ha JOCTaBEHUTE NIeKapCTBEHM NPOAYKTH.

5.1.15. TexHuKuM
PamkoBo cnopa3symeHue:
PamkoBo cnopasymeHue ¢ NOAHOBsIBaHe Ha cbCTe3aTternHara npoueaypa
MakcumaneH 6pon yyactHuum: 100
O6ocHOBKa Ha cpoka Ha OeNCTBME Ha PpaMKOBOTO crniopasymMmeHune: CKto4eHOTO Bb3 OCHOBA Ha
HacToswaTa obLiecTBeHa Nopbyka paMKoBO CMOpa3yMeHMe, e € CbC CPOK Ha U3MbITHEHNE
00 OBe rouHu, CYMTaHOo OT AaTaTta Ha CKoYBaHeTo My. CpOKbT Ha JOrOBOPUTE, CKITHOYEHU
cnea NpoBeAeH BbTPELLEH KOHKYPEeHTEH M300op No paMKOBOTO criopasymMeHue oT nedebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. moxe aa HaaxBbPIS KparHUSA CPOK Ha
CKITHO4EHOTO pamMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHu BCUYKN KONMYeCcTBa OT
nekpcteeHuTe npoayktn n LIOMC3 He e ckniovmn HOBO pamMKOBO cropasyMeHue 3a TAX.
JonbnHUTENHO NOKpUTUE OT KynyBada: Bbanoxutenute - ne4yebHu 3aBegeHnst 3a 6onHu4Ha
nomoty no 4n. 9 ot 3akoHa 3a neyebHuTe 3aseneHnsa (3J13), neyebHn 3aBegeHns 3a
6onHnyHa nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnewHa MeauUMHCKa NomMoLy, nevyebHu
3aBefeHuns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, kouTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTema 3a nekapcrteeHu npoaykTu. MNMpegmeT Ha BbanaraHe ype3 LIOMNC3 ca goctaBkm Ha
CTOKM — fleKapCTBEHU NPOAYKTU OT M03NTUBHMS NeKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHu B Ny6nunyeH enekTpoHeH perncTbp kbM HaumoHanHusa cbBeT No LeHn 1
peumbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npouenypa obxealla 3asgsBeHUTe OT
nocoYyeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel pbespyapu n mecey, mapt 2024 .
MoapobeH cnuckbk Ha neyebHUTE 3aBeaeHNst ce Cbabpxa B [JOkyMeHTaumsiTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cucrtema.
UHdopmaumsa 3a aMHaMM4YHaTa cucTemMa 3a NoKynKu:
Hsama guHammnyHa cuctema 3a noKymnku
EnekTpoHeH Tbpr: aa
EnekTpoHeH Tbpr ce npoBexaa Ha cnegHus agpec: https://cop.mh.government.bg/
Onucanue: M360pbT Ha M3NBAHUTENM MO CbOTBETHUTE HOMEHKIATYPU, BKIOYEHN B
pPaMKOBOTO criopa3ymMeHue e 6bae M3BbPLUEH Cres NpoBeXaaHe Ha eNeKTPOHEH Thpr 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 U3BpaHus
KpuUTEepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpoHHUA Thpr we 6baat
AONYyCHAaTU y4aCTHULMTE, YUNTO NPeanioKEHNA OTFOBapAT Ha M3MCKBAHMATA Ha Bb3NOXUTENS,
NOCOYEHN B HacTosLaTa AOKyMeHTaums. ENeKTpoHHUAT Thpr, e ce npoBexaa CbC CTbMKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uysano n Hyna net npoueHTa). NMpunaraxeTo
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Ha cTbnkaTa, BOAM 4O HamarsiBaHe Ha LieHaTa 3a eavHuua Mspka, npeanoxeHa ot
CbOTBETHMS Y4aCTHUK C NPOLEHTa Ha cTbhkaTa. MNpy cnegpallo npunaraHe Ha cTbhkara,
NPOLEHTBLT Ha CTbMKaTa ce ns3yncnsisa Ha 6asa Beye HamaneHaTa OT y4acTHUKa B
eNeKTPOHHUS Tbpr LeHa. [MNpean ctapTMpaHe Ha eNeKTPOHHUS Tbpr, 4oMNycHaTUTE
yyYacTHMLMTE MonyyYaBaT nokaHa, B KOSITO € NOCOYEeHO BPEMEHHOTO UM KracupaHe, B pesynTaT
Ha NMbpBOHaYanHaTa oueHka Ha ohepTUTe UM. ENEKTPOHHMSA TP Le 3anoyHe He No-paHo oT
2 paboTHM OHK, crieq AaTaTa 3a u3npallaHe Ha nokaHata. B pamkute Ha npoBexgaHeTo Ha
€NEKTPOHHUS TbPr, BCEKM €MH YYaCTHUK, LLIe MOXe Aa BUXAa BPEMEHHOTO CU KnacupaHe B
Tbpra, KakTo 1 npeanoxeHata KbM MOMEHTa Ha-HUCKaTa LeHa. ENekTpoHHUAT Tbpr we
MPUKIIOYM C HACTbMNBAHE Ha YacbT M AaTaTa NoCoYEHN B MOKaHaTa.

5.1.16. [OdonbnHuTenHa nHcgpopmauus, Meguauusa v npepasrnexanaHe (obxansaHe)
OpraHusauus, oTroBapsiLia 3a npepasrnexagaHeTto (o6xansaHeTo): Komucusa 3a 3awmta Ha
KOHKypeHuusaTa
MHdopmaums 3a KpanHUTe CpokoBe 3a npepasrnexgaHe: Ha ocHoBaHue yn. 197, an. 1, 1. 1
ot 30I1, »xanbn moraT ga ce nogasaTt B AeCeT AHEBEH CPOK OT U3TUYAHETO Ha CpoKa No Y.
100, an. 3 ot 30T - cpeLyy peLleHMeTo 3a OTKPUBaAHE Ha Npoueayparta u/unu peLeHmeTo 3a
opnobpsBaHe Ha NPOMEHU B yCroBMsTa No obsiBeHaTa npoueaypa

8. OpraHusauum

8.1. ORG-0001
OdomumanHo HammeHoBanne: MUHUCTEPCTBO HA 30PABEOITA3BAHETO - LUEHTPAJIEH
OPI'AH 3A MNOKYTIKU
PernctpaumoHeH Homep: 0006953170000
MoweHckn agpec: nn. CBETA HELEJTA Ne.5
Npaa: rp.Codpus
MoweHckn koa: 1000
AOMUHUCTpaTUBHO-TEpUTOpUanHa eguHuua Ha abpxasata (NUTS): Codusa (ctonuua) (BG411
)
ObpxaBa: bburrapua
3BeHo 3a koHTakT: PymaHa CtaBpesBa CtaBpeBa
EnekTpoHHa nowa: rstavreva@mbh.government.bg
TenedoH: +359 29301314
dakc: +359 29811833
WHTepHeT agpec: https://cop.mh.government.bg/
Mpodoun Ha kynyBaya: http://cop.mh.government.bg/
Ponu Ha Ta3n opraHmsauus:
Kynysa4
LleHTpaneH opraH 3a nNokymnku, Bbanarail 06LLeCcTBEHN NOPBYKN NN CKIHOYBALL, PaMKOBU
crnopasymMeHus 3a CTPOUTENCTBO, OCTaBKM UMW yCRyrn, NpegHasHayveHn 3a gpyru Kynysayim

8.1. ORG-0002
OdmumanHo HaunmeHoBaHuMe: Komucus 3a 3awmra Ha KOHKypeHumsTa
PernctpaumoHeH Homep: 000698612
MoweHckn agpec: 6yn. Butowa Ne 18
Npaa: Cocus
MoweHckm koa: 1000
Ovpxasa: bbnrapus
3BeHO 3a KOHTakKT: Komncus 3a 3awmTa Ha KOHKypeHuusaTa
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EnekTpoHHa nowa: delovodstvo@cpc.bg

TenedoH: +359 29356113

dakc: +359 29807315

NHTepHeT agpec: http://www.cpc.bg

Ponwu Ha Ta3u opraHmsauus:

OpraHnsaums, oTroBapsiLia 3a npepasrnexagaHeTo (obxansaHeTo)

10. NMpomsiHa
Bepcus Ha npeamwHoTo 065BReHne, koeTo TpsibBa aa 6bae NpOMeEHEHO

8a69037b-5¢17-4220-89b4-35d0eed01cd5-01
OcHoBHa npuyMHa 3a npomsiHaTa

MonpaBka Ha rpeLukn, AonycHaTh OT KynyBaya
OnucaHune

1. CTbnkaTa 3a HamansiBaHe Ha LieHaTa nNpu NpoBeXOaHETO ENIEKTPOHEH ThPr Ce HamarsiBa
oT 0,5% Ha 0,05% (Hyna usino, Hyna neT npoueHTa) 2. [loCTaBeHOTO OT Bb3NOXUTENS
N3NCKBaHe Ha OCHOBaHWe 4n. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyacTHuuuTe B
npouenyparta 3a nocrneaHnTe Tpyu NPUKIIOYUNN PUHAHCOBU roAMHM Aa ca peanuavnpani
MUHUManeH obopoT B cepaTa, nonagalla B obxeara Ha nopbuykaTa, n34mcrieH Ha 6asa
roguMwHuTe obopoTK, KakTo crneasa: PeanuanpaHuaT MyuHuMmaneH obopoT B cdepara,
nonagatila B obxeaTa Ha nopbykaTa, n3dncreH Ha 6asa rogmwHnTe o6opoTu, crieaea oa e
paBeH Ha 1 % OT NporHo3HaTa CTOMHOCT Ha cboTBeTHaTa ob6ocobeHa No3mums, 3a KOATO ce
nogaea odeptarta. Ce npoMeHs Ha: PeanuanpaHusaTt MuHMManeH obopoT B cdepara,
nonagauwia B o6xeaTa Ha nopbykaTa, u3dncneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTe CTOMHOCT/U Ha CbOTBETHATa/HUTE
HoMeHKnaTtypa/v B o6ocobeHnTe no3mumm, 3a KOSTO/KOUMTO ce nogasa ogepTaTa. [lpomeHuTe
ce OoTHacAT o BCMYkM ob6ocobeHn nosmumn. BbB Bpb3ka ¢ HanpaBeHUTE NPOMEHUN ce
NPOMeHAT 1: KparHuaT cpok 3a nogaBaHe Ha odepTtn o1 28.10.2024 r. Ha 11.11.2024 1. n
[atarta Ha oTBapsiHe Ha odepTnTe oT 29.10.2024 r. Ha 12.11.2024 r.

10.1. MpomsHa
[okymeHTaumaTa 3a obLiecTBeHaTa nopbyka e npomeHeHa Ha: 14/10/2024

UHdopmauusa 3a ob6aBneHneTo

NaeHTndpukarop/sepcnsa Ha obsasneHneTo: 4cc15be7-cade-46f4-b7f5-d394860102c8 - 01
Bug Ha dopmynsapa: CbcTesaTtenHa npoueaypa

Bug o6sasnenune: O6aBneHne 3a nopbyka Unm KOHLECUSA — CTaHAAPTEH PEXUM

MoaBua Ha obsaBneHneTo: 16

[aTa Ha uanpaluaHe Ha nssectuneto: 14/10/2024 17:11:31 (UTC+03:00) n3ato4HOEBPONENCKO
NATHO Bpeme

E3numn, Ha KOUTO HACTOALLOTO M3BECTUE € OPULMANHO JOCTBMHO: Bbnrapckm

Homep Ha nybnukyBaHe Ha 06aBneHneTo: 625615-2024

Homep Ha 6posi Ha OB S: 202/2024

[ata Ha ny6nuvkyBaHe: 16/10/2024
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