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YACT 1
I''TABA I. IPEJMET HA OBIIECTBEHATA ITOPBYKA

1. MIPEJMET.
Obexm Ha HACcTOSIIATAa OOIIECTBEHA MOPHUYKA € "TOCTABKUTE Ha CTOKH, OCBIIIECTBSIBAHH Ype3 MOKYIKa"
0 CMUCHJIA Ha Wi 3, ait. 1, T. 2 oT 3akoH 3a obmecTBenn nmopbuku (30I1).
Ipeamer: OTkpuTa npoueaypa 3a cKirouBane Ha PamkoBu criopasymenus 3a nepuoaa 01.01.2020 r.
n0 31.12.2021 r. ype3 EnekTpoHHaTa cucTeMa, 3a 3aKylyBaHE Ha MPOTUBOTYMOPHHU JIEKAPCTBEHHU
MPOJYKTH 32 HYKJIUTE Ha JieueOHUTe 3aBeieHus B Pemyonuka bearapus

2. OBOCOBEHU NO3UIIMU U HOMEKJIATYPU

Ha ocnomanue ui. 2, an. 1 or Ilocranosinenne Ne 146 ot 9.06.2015 r. 3a ch3gaBaHe Ha
LlenTpanen opran 3a nmokynku B cexrop "3apaseomnasane” (IIMC Ne 146/2015 r.), MUHUCTBPBT Ha
3npaBeonasBaHeTo € LleHTpaneH opraH 3a MOKYNKH B CEKTOp ,,3apaBeoma3Bane (LIOIIC3). B
U3IIBJIHEHUE Ha BB3JIOKEHUTE MY (YHKIMU M Ha ocHoBaHWe wi. 5, T. 1 ot [IMC Ne 146/2015 r.
MUHHCTBPBT Ha 3/JpaBeola3BaHeTo nposee, upe3 Enexkrponnara cucrema "llpouenypa no croupane
Ha 3asBKU 3a CKJIIouBaHe Ha PamkoBu cnopaszymenus 3a nepuoaa ot 01.01.2020 r. go 31.12.2021 r.,
ype3 EnexkTpoHHaTa cucTema 3a 3aKyllyBaHE Ha JIEKApPCTBEHM NPOJYKTU 3a HYXIUTE Ha JieueOHUTE
3aBenieHns B PemmyOnuka brirapus.". B nmpoBenenara nponenypa ca csOpanu 3asBku ot 203 geueOnu
3aBeJIeHUs, TocoueHH mo-pony. C 1esn onTMMU3MpaHe Ha Ipolieca Ha Bb3JlaraHe Ha OOILECTBEHUTE
MOPBUYKU CHOpaHHTE 3asBKH Ca Pa3IpeIeICH! U TPYIUPAHU B HIKOJIKO OTACITHI OOIIECTBEHH MIOPBYKH.

Hacrosimata oOmiectBeHa mHopbuka ce 0OsBsiBa 3a 3asABEHUTE OT JICUEOHUTE 3aBeIEHUS
JIEKapCTBEHUTE MPOAYKTH, BKIOUEHU B "CHHcCbhbKa Ha MPOTUBOTYMOPHUTE JIEKAPCTBEHU MPOJYKTH 3a
neueHue no amOyinaropHu npoueaypu Ne 6 "CUCTEMHO JIE€KapCTBEHO JIEUCHHE NP 3JI0KaYeCTBEHU
CONMAHM  TYMOpPM W XeMarojornyHu  3abomsBanuss” u  Ne 7 [ AmOynaropHo
HaOJroieHe/AUcaHcepu3alys MpU 3JI0KaYeCTBEHU 3a00JsBaHMsI U MPU BPOJEHU XEMAaTOJOTHYHU
3a0omaBanns” 1 KMHAYHE IeTekn Ne 240, 242, 243, 244, 245, 246, 248, 249, 250.1, 250.2, 251.1,
251.2 u 252, Ha HEOOXOOUMHUTE E€PUTPO- M TPAHYJIOLUTHUTE KOJOHUCTUMYIUpAIIU (PAKTOPU U
oudochonaru”, momrepkan or HanmoHamHaTa 3paBHAOCHTYPUTEIIHA Kaca Ha CIICAHUS €JIEKTPOHEH
anpec: https://www.nhif.bg/page/1466 .

JlekapcTBeHHTE TMPOJYKTH, BKIIIOYEHH B HACTOSIIATA IMpOIeaypa ca obocobeHn B 2 (1Be)
CaMOCTOSITENTHU MO3UIMH. BBB Besika 000co0€Ha MO3UIMSL C€ ChABPKAT CAMOCTOSITETIHO 000c00eHU
HOMEHKJIATYpH Ha JICKQpPCTBEHU MPOJIYKTH B 3aBHCUMOCT OT TsxHarta rpyma mo ATC (Anartomo-
tepaneBTuueH kox), INN (MexayHapoqHO HEMATEeHTHO HAUMEHOBAHWE), HAYMH Ha TMPHIOKCHUE
(Hampumep: epopanHa, HapaHTepaaHa Win Ap. popma, B CbOTBETCTBHE C TOCOUYEHOTO B TexHUUYecKaTa
cneunpukanus) u 3alenexka (3a mnpuwioxumute ciaydau). Ilocouenutre B TexHuyeckara
crenuQuKanus JeKapCTBEH! NMPOAYKTH ca BKitoueHU B [Ipunoxxenue 2 Ha [lo3uTuBHUS NekapcTBEH
CHUCBK IO 4wi. 262, an. 6, T. 2 oT 3aKOHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeEIULMHA
(3JIIIXM)(napuuaHn 3a kpatko [1JIC, [Ipunoxenue Ne 2), Bnucanu B myOJIMUYeH €IEKTPOHEH PETUCTBP
KbM HarmoHanHus chbBeT 10 EHU U peuMOypcHpaHe Ha JIEKapcTBEHU MpoaykTH. Ha ocHoBaHue uil.
30 or IlpaBunHuKa 3a mpuiaraHe Ha 3akoHa 3a OOIIECTBEHa MOpPBHYKA, BCEKU €IUH YYACTHUK B
nporenypaTra, MOXe Ja NpeACTaBU INPEeAJIOKEHHE 3a €JHa WIM TOoBeYe OT HOMEHKJIATypHTe B
000co0eHUTe MO3UILIMH, BKJIOUYEHU B IpeAMeTa Ha oOlecTBeHaTa MOPbUKa, KAKTO U 3a €Ha, T0Beue
WM BCUYKHA 000COOEHU MO3UIINH.

2. BB3JIOKUTEJL

Ha ocnoBanue ui. 4 ot [IMC Ne 146/2015 r., LIOIIC3 e onpaBOMOIIEHUAT OpraH Aa IJIaHHupa,
MOATOTBSI W TPOBEXKJA MPOLEIYpH 3a Bb3JaraHe Ha OOUIECTBEHM NOPBUYKHM — MpeAMET Ha
MOCTAaHOBJICHUETO U J1a CKJII0UBA PAMKOBH CIIOPAa3yMEHUs OT UMETO Ha JiedeOHUTE 3aBeJieHre 1o wi. 1
or IIMC Ne 146/2015 r., 4pe3 wu3MNONA3BaHE HaA OHJANH eJEKTPOHHA IuTaTgopMa, HapedeHa
EnexTtpoHHaTta cucremMa 3a 3aKylyBaHE Ha JIEKAPDCTBEHH MPOIYKTH 3a HYXKIUTE Ha JeueOHUTe
3aBeneHus B PenyOnuka bwnrapus (Enextponna cucrema).
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Ha ocnoBanue un. 5, amn. 2, 1. 17 ot 30Il, MUHUCTBPBT Ha 3APaBEONA3BAHETO € MyOIUYCH
BB3JI0KUTEN, B KauecTBOTO My Ha [[OIIC3.

3. IEHEBHMU 3ABEJIEHUS — Bb3J1OKUTEJIN

Ceranacao uwi. 1 ot [IMC Ne 146/2015 1., ¢ MOCTaHOBIEHHETO CE€ OMPEACTAT (HYHKIUUTE U
otHomeHusaTa Ha [IOIIC3 ¢ BB3IOKUTEINUTE - JICYCOHU 3aBEJCHHUS 32 OOJHMYHA ITOMOI 1O 9wi. 9 oT
3akoHa 3a yieueOHuTe 3aBencHus (3J13), meucOHM 3aBejcHUS 32 OOJHUYHA IMTOMOII IO WiI. 5, ai. 1 ot
3JI3, meHTpoBe 3a CIelIHa MEAUITMHCKA TTOMOIII, JICYCOHH 3aBEACHHS 3a CTallMOHApPHA IICHXHUATPUYHA
oMot o wi. 5, an. 1 ot 3JI3 u neueOuu 3aBeaeHus no wi. 10, 1. 3, 3a u 36 ot 3JI3, 3a UMKUTO HYX AU
11e ce npoBexaar oomecteHUTE MOopbuku oT L{OIIC3, kakTo 1 00EKTUTE HA OOIIECTBEHUTE TIOPHYUKH.

[Tpenmer Ha Bb3narane upe3 L[OIIC3 ca nocraBkuM Ha CTOKM — JIEKAPCTBEHU IPOAYKTHU OT
[To3uTHBHUS JeKapCTBEH CUCHK 1Mo Wi. 262 ot 3JIIIXM, Bnrcanu B myOIuYeH €IEKTPOHEH PETUCTHP
KkbM HarmoHnaiiHus CbBeT 1O LIEHU U PeUMOYpCHpaHe Ha JIEKAPCTBEHH MPOAYKTH.

Hacrosimiata mporenypa oOxBalia 4acT OT IMOCOYEHHUTE IMMO-J0JY JICYSOHUTE 3aBEIACHMS,
3asiBIJIA MTPOTUBOTYMOPHHUTE JICKAPCTBEHU MPOIYKTH 3a JICUCHHE 10 aMOylIaTopHH mponeaypu Ne 6
"CUCTEMHO JICKapCTBEHO JICUEHHWE IIPU 3JIOKAYECTBEHH COJUIHU TYMOPH W XEMATOJIOTHYHU
3abonsBanms” w Ne 7 [ AmOynaropHo HaOdrofeHue/IMCHIaHCepU3alus TPH  3JI0KAYECTBEHU
3a00J1IBaHUs U TIPH BPOJICHH XE€MATOJIOTMYHM 3a00/IIBaHUS U KIMHUYHU MbTeku Ne 240, 242, 243,
244, 245, 246, 248, 249, 250.1, 250.2, 251.1, 251.2 wu 252, Ha HEOOXOAMMHTE CPUTPO- U
TPaHyJIOIUTHUTE KOJIOHUCTUMYNHUpamu ¢akropu U OudocPoHaTH B paMKUTE Ha MpOBeICHA
npoiieaypa 3a cbOupane Ha 3asiBKH, upe3 EnexTpoHHara cucrema, KakTo Clie/Ba:

Bropa MmHOTONIpOdMTHA GonHuUIa 3a akTuBHO JeueHue - Copus EAJl, Codus

Bropa cnenmanusupana akynepo-ruHeKoJIornyHa 0oIHUIA 3a akTUBHO JiedueHue [leitHoBo
EAJL, rp. Codust

Jletcka crienuanu3upana OOJHUIIA 32 J10JIEKYBaHE U MPOABIDKUTEIHO JeueHue Ha 6enoapoOHu
6oxecrn - Iapuna Hoanna EOOJI, rp. TpsiBHa

Kommiiekcen onkonornueH uentsp - Bpana EOO/L, rp. Bpaua

Kommiekcen onkonoruuer nueHtwsp - byprac EOO/, rp. Byprac

Kommnekcen onkonoruuen 1eHTsp - Benmuko TepHoso EOO/], rp. Benuko TepHOBO
Kommnekcen onkonoruueH neHtsp - [Inosnus EOO/, rp. [Inosaus

Kommiekcen onkonoruuen neHtsp - Pyce EOO/, rp. Pyce

Kommnekcen onkonoruueH neHtsp - Crapa 3aropa EOO/L, rp. Crapa 3aropa
Kommnekcen onkonoruuen neHtsp - lllymen EOO/, rp. Hlymen

Muoronpodunna 6omHuIa 3a akTuBHO JeueHue CB. Muna - [InosauB EOO/L, rp. [lnoBaus
MHoronpoduiiHa 0omHHUIA 32 akTUBHO JiedeHue - Aiitoc EOO/], rp. Aiiroc
MHuoronpodunHa 6oaHuUIA 3a aKTUBHO JeueHue - Apauno EOO/], rp. Apauno
MHoronpoduiiHa 0oHUIIA 32 aKTUBHO JiedeHue - AceHoBrpaag EOO/I, rp. AceHoBrpaj
MuoronpoduinHa 6o1HUIA 32 akTUBHO JiedeHue - bamunk EOO/JL , rp. bamunk
Muoronpodunna 6omHuIa 3a akTHUBHO JeueHue - benene EOO/, rp. benene
Muoronpodunna 6onHMUIA 32 akTUBHO JiedeHue - bepkosuia EOO/I, rp. bepkosuiia

MuoronpodunHa 601HUIIA 32 aKTUBHO JiedeHue - biaroesrpan AJl, rp. biaroesrpan
Msoronpoduina 0omHHUIA 32 aKTUBHO JiedeHue - boresrpag EOO/], rp. boresrpan
MuoronpodunHa 6oaHMIIa 3a akTUBHO JeueHue - bsna Cnatuna EOO/, rp. bsna Crnatuna

Muoronpoduina 0oHHUIA 32 aKTUBHO JiedeHue - Bapua EOO/L, rp. BapHa kbM
MuHUCTEPCTBO HA TPAHCIOPTA

Muoronpoduina 0omHHUIA 32 aKTUBHO JiedeHue - Benmunrpag EOO/, rp. Benunrpan
Muoronpodunna 6onaHuIa 3a akTUBHO Jeuenue - ['ymssauu EOO/L, rp. 'ynaauu

MuoronpodunHa 60o1HUIA 32 akTUBHO JiedeHue - Jlesurn EA]JL, rp. JleBun
Muoronpoduina 00JHUIA 32 aKTUBHO JiedeHue - Jloopuu AJl, rp. Hobpuu
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Msoronpoduina 00THHUIA 32 aKTUBHO JiedeHue - Jlokrop Jumutsp YakmakoB - PagHeBo
EOO/I, rp. PanueBo

MuoronpoduiHa OOTHHIIA 32 aKTHBHO JieueHue - 1-p Atanac dadposcku AJl, rp. Kepmxamu

MHuoronpoduiaHa 6oaHuUIA 32 akTHBHO JiedeHue J[-p bpartan lykepor A/l, rp. CmoinsH

MHuoronpoduinHa 6onHuIa 3a akTuBHO JedeHue J[-p Kupo I[TomoB EOO/I, rp. Kapioso

Muoronpoduina O0oHUIIA 32 aKTUBHO JiedeHue - 1-p Hukomna Bacune AJl, rp. Kioctenann

MuoronpoduinHa 6onHuIa 32 akTUBHO JiedeHue J[-p Ctamen Unue AJl, rp. MoHnTaHa

Muoronpoduiaa 60THUIIA 32 aKTHBHO JiedeHue - 1-p Croituo Xpucrtos EOO/, rp. CeBnueno

MHuoronpoduinHa 6onHMIIA 32 akTHBHO JiedeHue - [[-p Teonocu Butanor EOO/I, rp. TpsBHa

Muoronpodwina 6onHuIa 3a aktuBHO jeueHue [[-p Tora BenkoBa AJl, rp. 'abpoBo

Muoronpoduiaa 6omHHUIA 32 akTHBHO JedeHue - Jlynoo EOO/], rp. dynoBo

MuoronpoduinHa 6onHMIa 32 akTUBHO JiedeHue EAJL, rp. ['bap00BO

Muoronpodwina 6omHuIa 3a akTuBHO Jedenue - Enun [lenua EOO/, rp. Enun [enun

MHuoronpoduinHa 6oaHMIA 32 akTUBHO JiedeHue - XKuBot+ EOO/I, rp. Kpymosrpan

Muoronpoduina 6omHUIA 32 akTUBHO JiedeHue - MiBan CxennepoB EOO/L, I'ome lemues

Muoronpodunna 6omHuIa 3a akTUBHO JeueHue - Ucnepux EOO/], rp. Ucnepux

Muoronpodunna 6oaHHIIA 32 aKTUBHO JeueHue - Uxtuman EOO/,
rp. UxTuman

Muoronpodunna 6omHuIa 3a akTUBHO JeueHue - Kasappua EOO/], rp. KaBapua

Muoronpodwmiaa OomHHIA 32 akTHBHO JeueHue - Kapanodbar EOO/], rp. Kapuobar

Mmuoronpodunna 6omHuIa 3a akTHUBHO JeueHue - Kuesxxa EOO/], rp. Kuexa

Muoronpodwina 0oHUIA 32 akTUBHO Jiedenue - Jlykosutr EOO/], rp. JIykoBur

Muoronpodunna 6omHuIa 32 akTUBHO JedeHue - Hukomon EOO/,
rp. Huxonon

Muoronpodwiaa 6oaHHUIA 32 aKTHBHO JeueHue - [lamukenn EOO/], rp. [TaBnukenun

MHuoronpoduiHa 60o1HHUIA 32 aKTUBHO JiedeHue - [Tazapmkuk AJl, rp. [Tazapmxuk

MHuoronpoduiHa 6oTHHUIA 32 aKTHBHO JeueHue - [Tupmon AJl, rp. [Tupmon

Mmuoronpodunna 6omHuIA 32 akTUBHO JeueHue - [lomopue EOO/, rp. I[lomopue

MHuoronpogunHa 6oaHMIIa 3a akTUBHO JeueHue - [Tonoso EOO/, rp. [lonoso

Msoronpoduina 6onHuNa 3a akTuBHO JedeHue [Ipod. n-p Acen lllonos EOO/, rp.
3narorpaj

MHoronpoduina 0oHUIA 32 aKTUBHO JeyeHue - [Ipod. n-p Koncrantun Yo EOO/], rp.
Manan

MuoronpoduiHa 60oaHUIA 32 akTUBHO JiedueHue - [Ipod. a-p [1apackes CtossnoB A/l, rp.
JloBeu

MHuoronpoduinna 6oaHuUIa 3a akTUBHO JeueHue - [IspBomait EOO/], rp. [IspBoMmaii

Msoronpoduina 0omHUIA 32 aKTUBHO JiedeHue - Paznor EOO/,
rp. Pasnor

Muoronpodunna 6oaHHIIA 32 aKTHUBHO JeueHue - PakoBcku EOO/, rp. PakoBcku

Muoronpodunna 6onHMIA 32 akTUBHO JiedeHue Paxuna Aurenosa A[Jl, rp. [lepaux

Muoronpoduina 6onHuIA 32 akTUBHO JiedeHue - CamokoB EOO/I, rp. CamokoB

Muoronpoduina 6omHuna 3a akTuBHO JedeHue C. Exatepuna - Jlumurposrpag EOO/]

Muoronpodunna 6onHuIa 3a akTuBHO jJeueHue C. MBan Puncku EOO/, rp. T'opHa
OpsixoBuIia

Muoronpodunna 6omHuIa 3a akTUBHO JeueHue CB. [lanteneiimon -Ambon A/l

Muoronpoduina 6onHuna 3a aktuBHO JedeHue Cs. Iletka bearapcka EOO/], rp. Hosa
3aropa

Muoronpodunna 6omHuia 3a akTuBHO JeueHne Caera [letka AJl, rp. Bugun

Muoronpodunna 6omHua 3a akTuBHO JeueHue Cetu MBan Puwicku EOO/, rp. dynuuna
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Muoronpoduina 6omHuIa 3a akTUBHO JiedeHne Cseru MBan Pusncku - Koznmonyit EOO/,
rp. Koznonyit

Muoronpoduina 00JHHUIIA 32 aKTUBHO JiedeHue - Ceetu Hukomnaii Yynorsoper - Jlom
EOO/I, rp. JIom

Muoronpoduina 6omHUIA 32 akTHBHO JedeHue - Ceunenrpany EOO/], rp. CBuiieHrpan

Muoronpoduina 6omHuna 3a akTUBHO Jiedenue - Ceore EOO/L, rp. CBore

MuoronpodunHa 6onHuIa 3a akTuBHO JiedeHue Cepreii PocroBiie EOO/], rp.
Momumnirpaz

MHuoronpoduiaHa 601HUIA 32 aKTHBHO JiedeHue - Cumuctpa A/l, rp. Cunuctpa

Muoronpoduina O0JHUIIA 32 aKTUBHO JiedeHue - TereBeH - 1-p Anren [lemes EOO/, rp.
Teresen

Muoronpoduina 6omHUIA 32 aKTHBHO JeueHue - Tposa EOO/, rp. Tposin

MHuoromnpoduiaHa 601HUIA 32 akTHBHO JieueHue - Tyrpakan EOO/I, rp. Tyrpakan

MHuoronpoduiHa O0THHIIA 32 aKTHBHO JieueHue - Topropume AJl, rp. Trprosuiie

MHuoronpoduiHa O0THUIIA 32 aKTHBHO JeueHue - Xapmaunu EOO/], rp. Xapmannu

MHoromnpoduiHa 60THUIA 32 aKTHBHO JiedeHue - XackoBo AJl, rp. XackoBo

MHuoronpoduiHa O0THHUIIA 32 AKTHBHO JiedueHue - Xpucto bores A/, rp. Bpana

Muoronpodunna 6oaHMIIa 32 aKTUBHO JeueHue - Yepsen opsr EOO/L, rp. Uepsen Opsir

Muoronpodwina 0omHUIIA 32 aKTUBHO JiedeHue - Yupman EOO/L, rp. Ynupnan

Muoronpodunna 6omaHuIa 32 akTUBHO JeueHue - llymen A/, rp. llymen

MHuoromnpoduiaHa 601HUIA 32 aKTHBHO JiedeHue IOrozanamgna 6omauna OO/, rp.
CaHnpgancku

Muoronpodunna 6onaHuIa 32 akTUBHO JeueHue byprac AJl, rp. byprac

Muoronpodwiaa 6onHHUIA 32 akTHBHO JeueHue a1-p Jumutsp [MaBnosuuy EOO/, rp. Cuimos

MHuoronpoduiaHa 6oaHMIA 32 akTHBHO JiedeHue J[-p MiBan Cenmumuncku - CniuBern AJl, Tp.
CinuBen

Muoronpodunna 6omHuia 3a akTuBHO Jeuenue J[-p Xpucto Cramboncku EOO/, rp.
Kazannbk

MHoronpoduiHa 00JHUIIA 32 aKTUBHO JiedeHue 1o 6enoapoOHu 6onectu Caeta Codust
EAJL, rp. Codus

MHoronpodwiHa O0THHUIIA 32 aKTUBHO JICYSHHE TI0 HEBPOJIOTHs 1 icuxuarpus - Ceetu Haym
EA/L, rp. Codus

Muoronpodunna 6onauIa 3a akTuBHO JiedeHue CB. Ban Puncku - Pasrpang AJl, rp. Pasrpag

MsoronpoduiHa 0oHUIA 32 aKTUBHO JiedeHne CBeta AHHa - Bapua AJl, rp. Bapha

MHuoronpogunna 6onaHuIa 3a akTUBHO JeueHue Ceetu MBan Puiicku EOO/L, rp. EnxoBo

Muoronpodunna 6omHuIa 3a aktuBHO jJeueHue Ceeru [lanteneiimon EOO/], rp. [InoBaus

MHuoronpoduina Gonruna 3a akTHBHO Jedenue Llapuia Moanna - Iposamust EOOL, p.
IIpoBanus

Msoronpoduina 0onHUIA 32 akTUBHO JedeHue FOnus Bpescka - bsana EOO/, rp. bsna

MuoronpoduiHa obiactHa 6omHUIA 32 akTUBHO JedeHue J[-p Ct. Uepkesor AJl, rp.
Benuko TepHOBO

MHuoronpoduinHa TpancrioptHa 6onauma - [ImoBaus

Hanmonanna crienmanusupana 0oHuIa 3a pu3nkanHa Tepanus u pexadunmurtanus EAJ, rp.
Codus

Ilera mHOTONpOGMIHA GosHUIA 3a akTUBHO JeueHue - Copus EAJL, rp. Codus

[IppBa crienmanu3upana aKymepo-riHeKOJI0OrnyHa OOTHHIIA 33 aKTHBHO JieueHHe CBeTa
Codus EAJL, rp. Codus

Crenman3upana OOJTHUIIA 32 aKTUBHO JICYCHUE 3 ITHEBMO-(DTH3HATPpUIHH 3200 ISIBAaHUS J-P
Jumutsp I'pamatuxos- Pyce EOO/L, rp. Pyce
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Crennanu3upana OOJTHHIIA 32 aKTHBHO JieueHue Ha Oenoapobuu 6onectu - [lepuuk EOO/,
rp. [lepHuk

Criennanu3upana OOJTHHIIA 32 aKTHBHO JieueHue Ha OenoapoOuu 6omnectu - Tpossa EOO/, rp.
Tposin

Criennanu3upana OOJTHUIIA 32 aKTHBHO JICUEHUE Ha OHKOJIOrmuHU 3a0omnsaBanus EOO/L, Tp.
Codus

Cnennanu3upana O0JHUIA 32 AKTUBHO JICYCHHE Ha OHKOJIOTHYHHM 3a00isiBanus - Codust
obmact EOO/L, rp. Codus

Cnennanu3upana OOJHHUIIA 32 AKTUBHO JICYEHHE Ha THEBMO-()TU3UATPUIHH 3200 IsIBaHNUS -
Bbyprac EOO/], Byprac

Crnenpanu3upana OOJTHUIIA 32 aKTUBHO JICYCHUE HAa THEBMO-(TH3UATPUYHU 3a00JIIBaHUS -
Bpana EOO/], rp. Bpana

Crnenpanu3upana OOJTHUIIA 32 aKTUBHO JICYCHUE Ha THEBMO-(TH3UATPUYHU 3a00JIIBaHUS -
XackoBo EOOQO/], rp. XackoBo

Crnennanu3upana O0JIHUIA 32 aKTUBHO JICYCHHE Ha XeMaToslornuHu 3adbossBanus EA/L, rp.
Codus

Cnennanu3upana OOJHUIIA 32 AKTUBHO JICYEHHE 110 aKyIIEPCTBO M THHEKOJIOTHs - MaitunH
nom EAJL rp. Codus

Crenpanu3upana OOJTHUIIA 32 aKTUBHO JICYCHUE 110 BBTPEIIHU OoJiecTh - TormosnoBrpan
EOO/, rp. Tononosrpan

Crnenmanu3upana OOJTHHIIA 32 aKTUBHO JICYSHHUE 110 1eTcKu Oonectu - [Ipod. IBan Mutes
EAJL, rp. Codus

Crnenmanu3upana OOJTHHIIA 32 aKTUBHO JICYCHUE 110 HH()EKIIMO3HH U TTapa3uTHH 00JIEeCTH -
npod. iBan Kupos EAJL, rp. Codus

Crenmanu3upana 00JTHUIIA 32 aKTUBHO JiedeHne 1o onkosnorus EAJL, rp. Codus

Crneuunanusupana O0JIHHIIA 32 aKTUBHO JieueHue no onkonoruss Cetu Muna EOO/] - rp.
bnaroesrpan

Crnenunanu3upana OOJHHIIA 32 aKTUBHO JISYCHHUE TI0 OHKOJIorus - XackoBo EOO/, rp.
XacKoBO

Crnenuanu3upana 00JTHHIIA 32 aKTHUBHO JiedeHue 1o opronenus IIpod. boituo boituer EA]],
rp. Codus

Crennanu3upana OOJHHIIA 32 AKTUBHO JICUEHUE 110 THEBMO-(PTU3HATPUIHH 3a00ISIBAaHUS -
Bapua EOO/], rp. Bapna

Creranu3upana OOJHHIIA 32 aKTHBHO JICYCHUE 110 ITHEBMO-(PTU3HATPUYHH 3200 IIBAaHUS -
Codus obnact EOOJ]

Crnennanu3upana O0JHUIA 32 AKTUBHO JICYEHHE TI0 TPABMOTOJIOTHS, OPTONIEANS M CIOPTHA
menuiuHa - npod. a-p Jumutsp Hloines EAJ, rp. Codus / kxbm MUHUCTEPCTBO HA
OU3NYECKOTO BB3IIMTAHUE U CITOPTA

Crnennanusupana O0JTHHIIA 32 JOJIEKyBaHE, MPOIBIDKUTEHO JICUSHHE U peXaOuIuTaIus 3a
nHeBModTu3narpuyan 3abonsanns Cera [letka bwarapcka EOO/I, rp. Benunrpan

Crnenunanu3upana O0JHHIIA 32 MPOIBIDKUTENHO JICYCHHE U PEXaOUIUTAIIHS 110 BHTPEIIHH
6osectu - Meznpa EOO/]

Crnenuanu3upana 00JHHIIA 32 TPOIBIDKUTETHO JIeueHue Ha 6enoapoOHu Oonectu - Poman
EOO/, rp. Poman

Crnennanusupana 0onHuna 3a pexabumuranus - Tysnara EOO/, rp. baruunk

Crnenuanu3upasa 0OJHUIIA IO aKyIIEPCTBO U THHEKOJIOTUS 3a aKTUBHO JieueHue Ilpod. n-p
Jumutep CramatoB - Bapua EOQO/], rp. Bapna

Crenanu3upana 00JHHUIIA IO OYHU O0JiecTH 3a akTUBHO JiedueHue Bapua EOO/], rp. Bapna

Creunanusupana O0JIHHIIA 10 MHEBMO(TU3UATPUYHH 3a00JIIBaHUA 32 JJOJIEKyBaHe,
IPOABIDKUTENHO JedeHue u pexadbunuranus Lap @epaunang I EOO/], c. Uckpen, obumna
Csore
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YHHUBepcUTEeTCKa MHOTONpOoQHiIHa OOTHHIIA 32 aKTUBHO JiedeHue - Anekcanaposcka EAJI,
rp. Codust

YHuBepcuTeTcKa MHOTONpoQuiIHa 60JHMIIA 32 aKTUBHO JieueHue - Kaner AJl, rp. Pyce

YHuBepcurercka MHOTONpodrIIHAa OOJIHUIIA 32 aKTUBHO JiedueHue - [Imoaus AJl

YHUBepCUTETCKa MHOTONPOQHITHA OOJTHHIIA 33 aKTHBHO JieueHue - [Ipod. n-p CrosH
Kupxosuu AJl, rp. Crapa 3aropa

VYHuBepcurercka MHOTONpodriHa 6osiHUIIA 32 akTUBHO jieueHne Cera AuHa Codus AJl,
rp. Codus

YHuBepcurercka MHOTOnpodriiHa 6osHMIIA 3a akTUBHO jJedueHnne Ceru ['eopru EAJL, Tp.
IInoBous

VHHBEpCUTETCKa MHOTONPOodHIHA GOTHULA 32 aKTUBHO J1edenue 1lapuia Moanna - UCYJI
EAJL, rp. Codus

YHuBepcurercka MHOTonpoduiiHa 6oHUIA 32 akTUBHO Jieuenue 1-p . Ctpancku EAJL, rp.
[IneBen

YHuBepcuTeTcka MHOTOnpodmiHa OOJTHMIA 32 aKTUBHO JIEYCHHUE U criemHa Meannuaa H. 1.
[Muporo EAJL, rp. Codus

Vuusepcutercka ITspsa MBAJI Codus CB. Moan Kpberuten EAJ]

YHUBepcUTETCKa Clieluain3upana O0IHUIA 3a aKTUBHO JICUSCHHE IO €HJ0KPUHOJIOTUS AKa[.
Wsan [lenueB EAJ, rp. Codust

LenTbp 3a KOxKHO-BeHEepUUecKU 3a0omnsaBanus - Benmuko TeproBo EOO/, rp. Bennko
TBpHOBO

LleHTHp 3a KOXKHO-BEeHEpHUECKH 3a0osBanus - Bpana EOO/I, rp. Bpama

Hentwp 3a ncuxuvno 3apase - bnaroesrpag EOO/, rp. bnaroesrpan

Hentwp 3a ncuxuuxo 3apase - Benuko Tepaoso EOO/, rp. Benuko TspHOBO

Hentwp 3a ncuxuuno 3apase - [Inopaus EOO/, rp. [InoBaus

HenTsp 3a ncuxuuno 3apase - [Ipod. n-p Ban Temxos EOO/L, Byprac

LenTsp 3a ncuxuuno 3apase - Pyce EOO/, rp. Pyce

Hentwp 3a ncuxuyno 3apase - Cmonssn EOOJ, rp. Cmonsin

IenTsp 3a ncuxuuHo 3apase - Crapa 3aropa EOO/, rp. Crapa 3aropa

HenTsp 3a ncuxuyHo 31apase - XackoBo EOO/I, rp. XackoBo

Lentwp 3a ncuxuuxo 3apase A-p [lersp Cranues - Joopuu EOO/I, Ho6puy

Lentwp 3a ncuxuyno 3apase npo¢. H. Hlunkosencku EOO/, rp. Codus

UerBbpTa MHOTONIpOdUITHA OoHUIIA 32 akTUBHO JieueHue - Copus EA]JL, rp. Codus

»MHoronpoduiHa 6o1HMIA 32 akTUBHO JiedueHue [Ipodecop moxtop ['eopru 3narapcku
EOO/, rp. benorpagunk

bomnauna Jlo3zenen

Boennomenununcka akagemus - Codust

JAMCT [, rp. Ilnesen

JIIb - bsama

AIIb - KapByHa

AI1Ib - Kapiaykoso

HIIb - JIoBeu

AIIb - HoBu Mckbp

HIIb - ITatanenuia

HIIb - CeBnueBo

AIIb - [apes 6pon

AIIb - IlepoBa xopus

JbpxaBHa ncuxuarpuyHa 6onauna J[-p I'eopru Kucsos

JbpxaBHa ncuxuarpuyHa 6omHUIA - Kbpmkamu
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MenunuHcky nHCTUTYT HAa MBP

MmuoromnpoduiHa 00HHIIA 32 aKTUBHO JiedeHne — Me3apa

MHuoronpoduiaa GoTHUIIA 32 AKTUBHO JedeHne Hanmonanna kapauonorundna 6omaunma EAJL,
rp. Codust

Hannonanna Muoronpoduinna Tpancnoptaa borauna [ap bopuc III - Codus

Crennanu3upana OOJTHUIIA 32 AKTUBHO JieueHue Ha Oenoapoonu 6onectu - ['abpoBo EOO/,
rp. ['abposo

Crienmanu3upana OOJTHUIIA 32 aKTUBHO JICYEHHE Ha OHKOJIOTHYHH 3a0omsBanus J[-p Mapko
AntonoB MapkoB - Bapua EOO/I, rp. Bapna

Crienmanu3upana OOJIHUIIA 32 AKTUBHO JICYCHHUE Ha THEBMO-(THU3NATPUIHU 3a0osaBanus [-p
Tperiman EOO/], rp. Bennko TspHOBO

Crienmanu3upana OOJTHUIIA 32 AKTUBHO JICYCHHUE Ha THEBMO-()TH3UATPUYHU 3a00JIBaHUS -
biaroesrpag EOO/]

Crennanu3upana OOJTHUIIA 32 AKTHBHO JICUEHHUE TI0 OPTOIEIUS U TpaBMaToorus Buroina
EOO/], rp. Codus

YHuBepcurercka MHOTOnpodriHa 0osHuIa 3a akTuBHO jeuenue CB. Ban Puncku EAJ,
Codus

YHuBepcutercka MHOronpoguiHa 0onHuLa 3a akTUBHO JiedueHue Csera Exarepuna EAJL, rp.
Codus

LICMII - bnaroesrpan

LCMII - byprac

LCMII - Bapna

LCMII - Benuko TspHOBO

LICMII - Bugun

LICMII - Bpana

LICMII - I'abposo

LCMII - {o6puu

LCMII - Kbpoxanu

LICMII - Kroctenaun

LICMII - JloBeu

LICMII - MonTana

LCMII - IMazapmxuk

LCMII - Ilepuuk

LICMII - I1neBen

LCMII - ITnoBaus

LCMII - Pasrpan

LCMII - Pyce

HCMII - Cunuctpa

LICMII - CnuBen

LCMII - Cmonsu

LHCMII - Codus

LICMII - Crapa 3aropa

LICMII - Teprosuiue

LICMII - XackoBo

HCMII - lymen

LICMII - SIm6on
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4. IPABHU OCHOBAHUS 3A OTKPUBAHE W [ITIPOBEXJAHE HA
MMPOLHEAYPATA

Br3noxkurensaT o0sSBsBa HACTOAIIATa MPOLEAypa 3a Bb3jIaraHe Ha OOIMIECTBEHA MOpPHYKA Ha
ocHoBanue uwi. 18, an. 1, 1. 1 mun. 19, ai. 1 ot 30I1.

Hacrosiata npornenypa € oTkpura 1o Buj, o cMuchbia Ha wi. 73, ain. 1 ot 30I1 u B3 ocHOBa
Ha Hes e ObJaT CKIIOYEHH PAMKOBH CIOpPa3yMEHHMsl 3a 3aKyllyBaHE Ha JIEKAapCTBEHH HMPOAYKTH 3a
HYXXJIUTE Ha JiedeOHuTe 3aBeicHus B PenyOnuka beiarapus, mpu ciazBane Ha wi. 81, an. 1 u uin. 95, ai.
2, 1.2 ot 3011

Ha ocnoBanue § 137 (B cuiia ot 18.10.2018 r.) ot [Ipexonnute u 3aKIOYUTEITHA PA3IOpe 10U
KbM 3aKOHA 3a U3MCHCHHE M JIONBIHCHHE Ha 3aKOHA 3a O0IECTBEHHUTE MOPBUKH, 10 | stHyapu 2021 r.
[EHTPATHUTE OPraHu 3a MOKYIKU MPOBEKAAT MPOLECAYPH 32 Bh3JIaraHe Ha OOIIECTBCHH MMOPHYKU Upe3
Ch3JaJIEHUTE OT TSIX IUIaTHOPMHU MO JOCETAIIHUS Pell, C U3KII0UEHNE Ha 3aIbJKEHUATa o Wwi. 35 u 36
ot 30I1, xouto ot 1 HoemBpu 2019 r. ce u3BBpmBaT Ype3 miaTdopmara o wi. 39a, an. 1 ot 30I1
(mapuuan 3a kparkoct §137 ot I1331J]3011).

Hacrosimiata npouenypa € u3isiiio eIeKTpOHHA U BCUYKH IEUCTBUSI CBbP3aHU C O0SBSIBAHETO U
U TPOBEXKIAHETO M Lie ObIaT u3BBbpLIBaHU upe3 EnekTpoHHaTa cUcCTeMa, NOCThIIHA Ha CJEIHUS
eNleKTpoHeH azpec: https://cop.mh.government.bg/

B®3 ocHoBa Ha Hactosmiata npoineaypa LIOIIC3 me ckitouBa paMKOBU CIIOpa3syMEHHUS 4pe3
M3MO0JI3BaHE HA €JIEKTPOHHU CPEACTBA 32 KOMYHHUKAIIMS B ChOTBETCTBHE C M3UCKBaHUATA MO Wi. 39 ot
30I1 (na ocnoBanue §137 ot [133U/I30II) u mpu u3moON3BaHE HA ENEKTPOHEH THPI, KOMTO IIe ce
npoBexaa 1o peaa Ha wi. 89-91 ot 3011

Cnex ckiro4YBaHe Ha PAMKOBH CIOpPa3yMEHHs JIEUEOHHTE 3aBEACHUS-BB3JIOKHUTEIH IIIe
CKJIFOUBAT KOHKPETHH JOTOBOPHU 3a JOCTaBKAa Ha JIEKAPCTBEHU MPOAYKTH CJIEJ] M3BBPIIBAHE Ha
BBTpPEILEH KOHKYPEHTEH U300p B ciiydauTe Ha wi. 82, an. 3 ot 3011 u npoBexnane Ha eNEKTPOHEH ThPT
pu crasBade Ha pena 1mo wi. 89-91 ot 3011 wnm qombaBaHe Ha oepraTa OT H3MBIHUTENS B CIIYIaUTe
Ha wiI. 82, an. 2 ot 30I1.

5. CTOMHOCT HA OBIIECTBEHATA ITOPBYKA M MOTHUBHU 3A M3EOP HA
HNPOLHEAYPATA

3a onpenensHe Ha IPOrHO3HATa CTOMHOCT Ha O0IIeCTBeHaTa MOpbhUKa, P Ca3zBaHe Ha wi. 21
ot 3011, Ha ocHoBanue 4. 5, an. 1, T. 1 ot [IMC Ne 146/2015 r. Bb3710KHUTENS € OTKPUI MPOLIETypa O
cbOrpaHe Ha 3asBKHM 3a CKJIIOYBAHE HA PAMKOBH CIIOpPa3yMEHHUs 3a 3aKyllyBaHE Ha JIEKAPCTBEHU
MPOJYKTH 33 HYKIUTE Ha JIedeOHUTE 3aBEACHUsI, pEeTUCTpUpaHu B EnekTpoHHaTa cucteMa U MoJaiu
3asiBKa. JleueOHUTE 3aBeACHMSI TOCOUEHH B HACTOSIIATa TJOKYMEHTALUs ca 3asBUIM HEOOXOIUMUTE UM
konuuecTBa JekapctBeHn nponyktu ot IUJIC, Tlpunoxenne Ne 2 3a ckirouBaHe Ha PaMkoBH
cnopazymenust ot LIOIIC3, upe3 EnexTpoHHaTa cucreMa 3a 3aKyIlyBaHe Ha JIEKapCTBEHU MPOIYKTH 3a
HYXXJIUTe Ha nedeOHuTe 3aBeAeHus B Pemyonuka boiarapus 3a nepuon ot 01.01.2020 r. mo 31.12.2021
r. Bp3 ocHOBa Ha paMKOBUTE CIOpa3yMEHHS 1€ C€ CKIIFOUBAT KOHKPETHU JOTOBOPHU OT JE€UEeOHUTE
3aBeJCHUS, IOCOYEHU B HACTOSIIaTa TOKYMEHTALIHSL.

OO01maTa NporHo3Ha CTOHOCT HA HACTOSAIIATA 00lecTBeHa MOPbYKa Bb3au3a Ha 1 080
909 890,52 neBa 6e3 BkJI. JI/IC nau croiinocTTa B pasmep Ha 1 297 091 868,63 sneBa ¢ Bra. JA/IC.

[TporHo3HUTE CTOWHOCTH Ha OTAETHUTE O00OCOOEHH MO3UMIMH M HOMEHKIATypH, ca B
cpoTBeTCTBUE ¢ akTyasHus KbM 02.08.2019 r. Ilo3uTuBeH nekapcTBeH cnuchk, [Ipumoxenne Ne 2 u
NPEBAPUTEIIHO 3asBEHUTE OT JIeYeOHUTE 3aBEJCHHMS KOJIMYECTBAa MPOTUBOTYMOPHHU JIEKAPCTBEHU
MPOAYKTU 3a JieueHue 1o amOynatopau mnporeaypu Ne 6 "CucTeMHO JE€KapCTBEHO JICUEHUE TIPH
37I0KAQYECTBEHU COJMJIHM TYMOPM U XeMaTojoruyHu 3abonsBanus" u Ne 7 , AmOymaTopHO
Ha0Jt0/IeHNe/qUCTIaHCepU3alisl IPU 3JI0KaYeCTBEHH 3a00JIsIBAaHUS U IPU BPOJIEHU XEMAaTOJIOIMYHU
3a00sgBaHus M KIUHUUHK TbTekn Ne 240, 242, 243, 244, 245, 246, 248, 249, 250.1, 250.2, 251.1,
251.2 wm 252, Ha HEOOXOAUMHTE EPUTPO- U TPAHYJIOLUTHUTE KOJOHHCTUMYJHpAIId (HaKTOpH U
oudochonaTH, KakTO cienBa:
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OBOCOBEHA 1IO3UIIUA Ne 1

IO MNPOLEAYPA 3A 3AKYIIYBAHE HA

MNPOTUBOTYMOPHHU JIEKAPCTBEHHU NPOAYKTHU 3A HYKJIUTE HA JIEYEGHUTE
3ABEJEHUSA B PEITYBJIUKA BbJII'APUST
OO6mra mporHo3Ha croiHOCT B pazmep Ha 594 955 260,08 nea 6e3 Bki. JJAC wnmm croitHOCTTA B

azmep Ha 713 946 312,10 neBa ¢ Bra. JJJIC.

ATC INN Konnuectso/
HE00X0aUM [Iporuo3na
(Anaromo- | (Mexnynapoan | Hauun Ha . .
Opoli MSIpPKH | CTOWHOCT B | 3a0enexka
TEPAINICBTHUY (0] HEIIATCHTHO | IMIPUJIOKCHUC *
nekapctBenu | sieBa ¢ JJIC
€H KOJI) HaWMEHOBAHHE)
MNPOAYKTH
B02BX04 Romiplostim napenTepanna | 1978000 9524398,35
B02BX05 | Eltrombopag fiepopasiia 2545800 6869306,68
TBBPAA
BoaxA01 | Srythropoietin | repamma | 1440363640 | 12070247,30
(Epoetin alfa)
BO3XAQ1 | Ervthropoietin( | o epanna | 581226800 | 4870680,58
Epoetin beta)
BO3XAQ1 | Ervthropoietin( | o epanna | 394183200 | 3303255,22
Epoetin zeta)
BO3XA02 Darbepoetin alfa | mapentepanna | 3047186 8741224,80
Methoxy
BoaxA03 | Polvethylene | errepamna | 619875 2000460,60
glycol-epoetin
beta
Powder  and
HO1CB02 | Octreotide napentepanna | 122604 a524521,99 | Solvent for
suspension for
injection
HO02AB02 Dexamethasone | mapentepanna | 11868994 1175030,41
Immunoglobulin
S, normal
JO6BAO02 human, for | mapentepanna | 24526250 1261139,78 50 mg/ml
intravascular
adm.
Immunoglobulin
S, normal
JO6BA02 human, for | mapentepanna | 32838000 2927639,05 100mg/mi
intravascular
adm.
LO1AAOL %ﬁc"’phosf’h""m mapenteparna | 39039322 | 2058153,06
LOIAA02 | Chlorambucil | TePoPaIHa 230212 114323,28
TBbpJA
LO1AA06 Ifosfamide napenrepanHa | 28479000 2688987,18
LO1AAQ9 Bendamustine napentepanHa | 1163000 3548708,42
LO1AX03 | Temozolomide | [POP&IHa 7759180 1480296,36
TBbpJA
LO1BAO4 Pemetrexed napentepanHa | 3516200 7475652,17
L01BB02 Mercaptopurine fepopasiia 4478600 169201,51
TBbpJA
LO1BB05 Fludarabine napentepantHa | 162300 383053,97
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L01BB06 Clofarabine napeHTepanHa | 18720 1799525,52
L01BBO7 Nelarabine napentepanHa | 240500 561527,82
Solution ~ for
LO1BCO1 Cytarabine napenrepanHa | 10835000 232302,40 injection 50
mg/ ml
Suspension for
L01BCO1 Cytarabine napentepanda | 3000 196419,00 injection 50
mg/ml
Solution  for
L01BCO1 Cytarabine napentepanda | 3300000 105336,00 injection/infusi
on 100 mg/ml
L01BCO02 Fluorouracil napenTepanna | 196701131 987439,68
L01BCO05 Gemcitabine napenrepanHa | 38262600 1496067,66
LO1BCO6 | Capecitabine | "cpopaina 846635700 | 1303818,98
TBBHPJA
L01BCO7 Azacitidine napenTepanta | 1669200 12057633,12
Tegafur,
LO1BC53 Gir%]eracil, MepopaiHa | 53500 402396,51 20 mgi58
Oteracil TBBpAA mg/15,8 mg
Lo1BCs9 | 'Mluridine/Tipi | mepopamia | 15400, 722073850 | 15 mg/6,14 mg
racil TBBpJIA
Lo1BCs9 | 'Mluridine/Tipi | mepopamia | 44699 845772840 | 20 mg/8,19 mg
racil TBBPJIA
LO1CAO4 Vinorelbine napeHTepanHa | 382310 522694,23
L01CBO1 Etoposide napenTepanta | 6152528 777679,54
LO1CDO01 Paclitaxel napeHTepaiHa | /815272 1720688,44
L01CDO02 Docetaxel napenTepanHa | 2908264 1208209,20
LO1CDO04 Cabazitaxel napentepanHa | 90032 11243571,59
Concentrate for
L01DBO1 Doxorubicin napenTepasiHa | 274400 91484,96 solution for
infusion
Powder,
dispersion and
LO1DBO1 | Doxorubicin napentepatna | 127780 2634836,38 | Solvent  for
concentrate for
dispersion for
infusion
LO1DB03 Epirubicin napenrepanHa | 4138050 3586034,13
LO1DB06 Idarubicin napeHTepanHa | 26425 282495,83
L01DBO07 Mitoxantrone napeHtepanHa | 48036 150136,52
L01DB11 Pixantrone napeHTepasHa | 93312 3179429,11
LO1XAO01 Cisplatin napeHrepaiiHa | 2667680 571950,59
LO1XA02 Carboplatin napentepanHa | 9604450 1433656,25
LO1XAO03 Oxaliplatin napeHtepanHa | 4881154 1485823,28
concentrate for
solution for
L01XC02 Rituximab napenTepantHa | 6128000 18203224,00 infusion MKbB

C82,C83,C91,
M31
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solution for

L01XC02 Rituximab napentepansa | 4417000 10744529,18 R
InjECtIOH
Powder for
LO1XCO3 | Trastuzumab | mapenrepansa | 4033140 21147083,96 | Soncentrate for
solution for
infusion
LOLXCO3 | Trastuzumab | mapenrepamna | 8816640 42648582,79 Isn‘jgft'l‘(’)?] for
LO1XCO06 Cetuximab napenTepanHa | 4154934 16029319,88
LO1XCO7 | Bevacizumab | mapentepamua | 24423280 125442606,50
LO1XCO08 Panitumumab napentepansHa | 1704120 12787886,89
LOIXC11 | Ipilimumab napentepanta | 86530 11482786,26
LOLXC12 Sgggﬁﬁ“mab napenreparna | 114950 15297546,00
L01XC13 Pertuzumab napenrepaiHa | 3571900 47182834,46
LoixXC14 | rastuzumab | repamna | 645280 20924662,52
Emtansine
LO1XC15 Obinutuzumab | mapenrepanna | 1254000 8528504,16
LO1XC17 Nivolumab napenTepanHa | 639460 15388285,17
L01XC18 Pembrolizumab | mapentepanna | 1602400 98890673,84
LO1XC19 blinatumomab napenrepanta | 22676 3070200,92
LO1XC21 Ramucirumab napenrepanHa | 1324654 10649887,00
LO1XC24 Daratumumab napentepanHa | 1957000 19395533,45
Lo1xC2e | Inotuzumab napentepansa | 213 4765879,26
0zogamicin
LO1XC27 olaratumab napentepanta | 1202890 7207247,75
LO1XC32 Atezolizumab napentepanta | 7882400 53976941,07
LOIXEOL | Imatinib frepopaiHa 33000000 | 555654,00 C92.1
TBBpJA
LOIXEO2 | Gefitinib fepopasiia 12747200 2902269,75
TBBpJA
joeBA02 | Immunoglobulin) o pamna | 51458880 | 4587764,99 | 100mg/ml
s, normal human
LOIXEOL | Imatinib fepoparHa 73672880 1240503,95
TBBPAA

*3abenexncka: IlpenBu 00CTOATENCTBOTO, Y€ BCUUKH LieHH chabpxkanu ce I1JIC, Ipunoxenue Ne 2
ca o0siBenu ¢ BkitoueH JI/IC, mporHo3HuTe CTOMHOCTH 32 OTJEIIHUTE HOMEHKJIATYPH ca MOCOYEHHU C
BkitodeH JIJIC B Tabaunata no-rope u B TexHndeckara cnenun@ukanus Ha Ipoleaypara ChibpKalia
ce B EnekTpoHHara cucrema.
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OBOCOBEHA 1IIO3UIUAA Ne

2 IO IPOHEAYPA 3A 3AKYIIYBAHE HA

MNPOTUBOTYMOPHHU JIEKAPCTBEHHU NPOAYKTHU 3A HYKJIUTE HA JIEYEGHUTE
3ABEJIEHUSA B PEINIYBJIUKA BbJITAPUSL
O6m1a nporro3Ha ctoiiHocT B pa3mep Ha 485 954 630,44 neBa 6e3 Bki. JIJIC wim cymara B pazmep
Ha 583 145 556,53 aeBa ¢ Bka. JIJIC.

ATC INN KonuuectBo/
(Anatomo- | (Mexnaynaponn | Hauun Ha HGOQXOHHM Ip OVFH03Ha
Opoli MSIpPKH | CTOWHOCT B | 3a0enexka
TepaHeBTI/I‘I (6] HCIIAaTECHTHO npnnomeHHe *
et Koz1) HaUMeHOBaHHE) nekapctBenu | sieBa ¢ JJIC
MNPOAYKTH

LO1XEO3 | Erlotinib ficpopaia 11920500 5128890,49
TBBpPJA

LO1XEO4 | Sunitinib ficpopajiua 3616150 22501457,21
TBBPJIA

LO1XEO5 | Sorafenib ficpopaia 68021760 20056692,09
TBBpPJIA

LO1XEO6 | Dasatinib ficpopajina 2233200 4815382.16
TBBPIA

LOLXEO7 | Lapatinib repopajiia 48462150 5204883,37
TBBPIA

LO1XEO8 | Nilotinib ficpopajina 161446800 | 46252893,73
TBBPIA

LO1XEQ9 Temsirolimus napenrepaiiHa | 70460 3846834,16

LOIXE10 | Everolimus fepopaiia 1291620 16219298,57 | 5mg/10 mg
TBBpPJIA

LO1XE12 | Vandetanib ficpopaitta 6419200 667789376
TBBpPJIA

LO1XE13 | Afatinib ficpopaitta 1683352 5653882,78
TBBpPJIA

LO1XE14 | Bosutinib fiepopajina 10058000 4682622.60
TBbpPJA

LO1XE15 | Vemurafenib ficpopaiiia 50198228 10315585,26
TBbpPJA

LO1XE16 | Crizotinib fiepopajina 11489500 7541018.43
TBbpPJA

LOIXE17 | Axitinib ficpopaiiia 417416 10983379.55
TBbpPJA

LO1XE18 | Ruxolitinib ficpopaiiia 1160920 14291586,92
TBbpPJA

LOLXE21 | Regorafenib fepopaiHa 7132160 10758506,75
TBbpPJA

LO1XE23 | Dabrafenib ficpopajiua 14592803 20184487.85
TBBpJA

LO1XE24 | Ponatinib fiepopajHa 672120 9419403,56
TBBpJA

LO1XE27 | Ibrutinib fiepopajHa 28736400 27670279.56
TBBpJA

LOLXE33 | palbociclib fiepopaiHa 7978075 15658089,12
TBBpJA

LOLXE35 | Osimertinib ficpopaitta 3307200 20982232,75
TBBpJA
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nepopaaHa

LO1XE36 | alectinib 59400000 18156204,00
TBBpPJA
LOIXE1l | Pazopanib fepopaiia 72451360 16345751,33
TBBpPJIA
LO1XX17 Topotecan napentepanna | 20446 378966,61
LO1XX17 | Topotecan fiepopaita 9350 520000,25
TBBpPJIA
LO1XX19 Irinotecan napentepanna | 3414614 1020286,66
LO1XX23 | Mitotane ;ffgﬁ:m‘ 19775000 | 447508,25
L01XX32 Bortezomib napenrepanHa | 36813 3376803,85
LO1XX35 | Anagrelide 1epopaiia 154138 867698,29
TBBpPJIA
LO1XX41 Eribulin napentepanna | 14762 12188882,72
LO1XX43 | Vismodegib ;ffgg:“‘*a 5825580 13506956,76
LO1XX44 | Aflibercept napentepanna | 1060100 7259564,80
LO1XX45 Carfilzomib napenrepasina | 424400 15756274,40
LOIXX50 | Ixazomib frepopaiiia 14235 10802716,16
TBBpPJA
LOIXX52 | venetoclax frepopajiiia 12787512 14081991,84
TBBpPJIA
L02BB04 | Enzalutamide | ' cpopaiHa 39388288 53935564,41
TBBpPJIA
L02BX03 | Abiraterone frepopajiiia 205631400 | 42721774,03
TBBpPJIA
LO3AA02 Filgrastim napearepasina | 47632 5673331,82
LO3AA1L3 Pegfilgrastim napentepanna | 70073 12427329,74
LO3AA14 Lipegfilgrastim | mapentepanna | 29038 5961404,62
L03AB04 'zr;terfem” alfa- | penrepanna | 372844 2061624,79
L03AX03 | Mycobacterium | MHTpaKaBuTaln | 475505 1239929,60
bovis BCG Ha
LO3AX16 Plerixafor napenrepanHa | 2880 1327502,10
LO4ADOL | Ciclosporin fiepopaiHa 6284522 161989,84
TBbpPJA
LO4ADOL | Ciclosporin fiepopaiHa 926000 25314,99
TCUHA
concentrate for
LO1BAO1 Methotrexate napentepanHa | 7640000 252043,60 solution for
infusion
concentrate for
MO5BAO06 | Ibandronic acid | mapentepanna | 10512 232017,36 solution for
infusion
MO5BAO08 | Zoledronic acid | mapentepanna | 155449 890334,15
MO05BX04 | Denosumab napenrepaina | 3957240 18756071,07 120 mg
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NO2AA01 | Morphine napentepaiHa | 9681084 700774,95
NO2AA01 | Morphine fiepopasia 52064520 377266,28
TBBPIA
NO2AA05 | Oxycodone HepopaiHa 53907236 915560,50
TBBPIA
NO2AA08 | Dihydrocodeine | --PoPiHa 25232064 181897,95
TBBpPJIA
NO2AAS5 | OXycodone, fiepopaiHa 30685880 | 2175107,23
Naloxone TBBpJa
NO02AB02 Pethidine napentepanna | 24560413 412614,94
NO2ABO3 | Fentanyl HepopaiHia 22607 2182379,92
TBBPIA
NO2AB03 | Fentanyl ZpaHCﬂepMa“H 10123137 1086212,60
NO2AEO1 | Buprenorphine ZpaHCﬂepMa“H 5410305 781139,84
NO2AX02 Tramadol napeHrepaiiHa | 62265562 607711,89
NO2AX02 | Tramadol f}‘:ﬁ;’g;‘“‘*a 63381264 180826,75
Tramadol, nepopaiHa 37.5 mg/325
NO2AX52 | 5o | rebpra 1181816 227109,58 g
NO2AX52 g;?;r(];?;r:wol ;IBeggg:“Ha 627230 220051,10 75 mg/650 mg
VO3ACO01 | Deferoxamine napenrepanHa | 1571000 16841,12
VO3AC02 | Deferiprone fepopaiia 5500000 42355,50
TBBpJIA
VO3AC02 | Deferiprone fepopajiia 3700000 25185,90
TCUHA
VO3ACO03 | Deferasirox repopaiHa 6241200 808422,64
TBbpPJA
VO03AFO01 Mesna napentepaiiHa | 36844440 1798745,56
VO3AF03 Calcium folinate | mapentepanna | 31037060 3729413,13
LO1XX46 | Olaparib f}fﬁgﬁ;‘m{a 35972040 16554800,44 | Capsule, hard

*3abenexncka: IlpenBug 00CTOATENCTBOTO, Y€ BCUUKH LieHH chabpxany ce I1IJIC, IIpunoxenue Ne 2
ca o0siBenu ¢ BkitoueH JIJIC, mporHo3HuTe CTOMHOCTH 32 OTJECIIHUTE HOMEHKJIATYPH Ca MOCOYEHHU C
BkitodeH /IJIC B Tabauuata no-rope u B TexHndeckara cenn@ukanus Ha Ipoleaypara ChibpKalia
ce B EnekTpoHHara cucrema.

Baxno!!! EnexkTponnara cucrema, nmpaBH aBTOMAaTH3MpaHa aKTyaJu3anus B 0asara
nanHu Ha Egexkrponnara cucremara u Texnuueckara cnenudukanus Ha o0lecTBeHATa
nopbp4Ka, cjael akryaausanusara Ha IIJIC, Ilpnioxenne Ne 2, u3BbpuIBaHa Ha OCHOBaHHe 4I. 18
ot Hapendara 3a yciioBusiTa, NpaBUJIaTa M peJa 3a peryJupaHe U perucTpupaHe HAa LiEHUTe HA
JICKapCTBEHHUTE NMPOAYKTH. B ciydaii, ye nmpu M3BbPIICHATA AKTYAJIH3ALUsl MMa NPOMSIHA HA
LeHa eJMHUIIA MSIPKA HA JIeKapCTBeH NPOAYKTH WJIM /1a/leHa HOMEHKJIATYPa e 3a/IM4eHa, ChII0TO
ce orpa3siBa B Texnmueckara cnenmdukanus Ha o0miecTBeHaTa NMOPbYKA, KATO LieHaTa ce
aKTyaJu3upa, a 3a OTHAJHAJINTE JIeKAPCTBEHM NPOAYKTH Ce MHAMKMpA, Ye ChbLIUTE He ca
HaauyHu B [VIC, Ilpnioxenue Ne 2.

6. CPOK 3A U3ITbJIHEHHUE.
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CKIII04eHUTE Bb3 OCHOBA Ha HACTOAIIATa OOIIECTBEHA MOPHUYKA PAMKOBH CIIOPa3yMEHHUS, IIIe ca
ChC CpoK Ha m3mbiaHeHue 10 31.12.2021 roz., KaTo MbpPBOHAYATHHUAT CPOK, MOXKE J1a ObJIe pa3IMueH B
3aBUCHUMOCT OT JlaTaTa Ha CKJIIOYBAHE Ha KOHKPETHOTO PAMKOBO CIIOPa3yMEHHE.

CpOKBT Ha IOTOBOPHUTE, CKIIOYEHHU OT JieueOHuTe 3aBeaeHus mo wi. 1 ot IIMC Ne 146/2015 r.
¥ TIOCOYCHH B HACTOSIIATa JOKYMEHTAIMs, CJIe]] MPOBEACH BBTPEIICH KOHKYPEHTEH u30op/cien
JOIBbIIBaHE Ha odeprara Ha YY4aCTHHK II0 PAMKOBO cIllopa3yMmeHHe (Bb3 OCHOBA Ha CKIIOYEHHUTE OT
[HOIIC3 paMkoBHU cliopa3yMeHUs) He MO2Ke J1a HaAXBbpJId KpallHUS CPOK Ha CIIOPa3yMEHHUETO.

7. TAPAHIIUSA 3A U3IIBJHEHHUE HA JOI'OBOPA - YCJIOBUSA, PASMEP U
HAUYHMH HA IIVIAIIIAHE

1. Tapanuusara 3a U3MNBIHEHWE HA BCEKHM KOHKPETEH JIOTOBOpP, CKJIIOUEH CJIEe]l MPOBEICH
BBTPEIICH KOHKYPEHTECH W300p/IombiiBaHe Ha odeprara OT YYaCTHHK, Bb3 OCHOBAa Ha CKIIFOYEHO
PaMKOBO cIIOpa3yMeHue € B pa3Mep Ha 3 % OT CTOWHOCTTA Ha JJOTOBOpa 3a OOIIeCTBeHA MOpbhUKa, 0€3
piiroueH JIJIC.

2. lapanmusita ce mpenocTass B €HA OT CIeTHUTE Gopmu:

2.1. mapuyHa cyma;

2.2. GaHKOBA TapaHIus;

2.3. 3acTpaxoBKa, KOATO 00€3leuaBa M3IBJIHEHUETO 4Ype3 MOKPUTHE Ha OTTOBOPHOCTTA Ha
H3ITBJIHUTEIIS.

3. 'apannusta o 1.2.1. 1 1.2.2. MOXe Ja ce MPEJOCTaBU OT UMETO Ha U3IIBIHUTEIA 32 CMETKA
Ha TPETO JIUIE — FapaHT.

4. Yd4acTHHUKBT, ONpEACNieH 3a M3NBJIHHUTEN, W30upa cam ¢opmara Ha TrapaHiusaTa 3a
H3ITBJIHCHHUE.

5. Korato u30paHUsAT M3MBIHUTEN € OOCAMHCHUE, KOCTO HE € FOPHIMYECKO JIMIIC, BCEKH OT
CBHAPYKHHUITUTE B HETO MOXKE J1a € HapeuTeN 1o OaHKOBaTa rapaHIvs, ChOTBETHO BHOCUTEN Ha cymaTa
0 TapaHLUATA WA TUTYJISP Ha 3aCTPaxOBKaTa.

6. YcnoBusiTa 1 CPOKOBETE 32 3aIbpKaHe U OCBOOOXKIaBaHE HA rapaHIUsATa 3a U3ITbIHEHUE ca
yKa3aHU B MPOEKTA Ha JIOTOBOP, KOWTO clieBa a Ob/1e CKII0YEH Bb3 OCHOBA HA KOHKPETHOTO PAMKOBO
CIIOPa3yMEHHE MEXTY JICUeOHOTO 3aBEJICHUE — BH3JIOKUTEI U U3ITBIHUTEIS.

7. Ilpu mpencTaBsiHE Ha TapaHIMATa BB BUJ Ha IUIATEXKHO HapeXkJaHe — MapuyHaTa cyma ce
BHACS II0 CMETKaTa Ha JICYCOHOTO 3aBEICHHE — BH3I0KUTEIIS.

8. Koraro m3nbaHuTenaT n3bepe rapaHiuara 3a u3MbIHEeHHE Aa Obae OaHKOBa rapaHlus WA
3acTpaxoBKa, ToraBa Ts TpsOBa J1a Ob/ie 0e3yCclI0BHA, HEOTMEHMMA M U3UCKyeMa IIPU TbPBO MUCMEHO
IMOMCKBAHE, B KOCTO JICUCOHOTO 3aBEICHHUE - BB3JIOKHUTEH 3asBH, Y€ UBNBIHUTCIAT HE € HM3ITbIHUI
3aIbJKEHUE TI0 IOTOBOPA 3a Bh3JlaraHe Ha 00IIecTBEHATa OPHYKA.

9. JleueObHOTO 3aBeieHHE — BB3JIOKHUTEN OCBOOOKIaBa TapaHIMATAa 3a M3IBJIHEHUE, Oe3 na
JBJDKU JIUXBU 32 TIEPUO/Ia, TTPE3 KOWTO CPE/ICTBATA 3aKOHHO Ca MPECTOSUTH MPU HETO.

OmnpenesieHuTe U3MBJIHUTENIN 10 BCAKO PAMKOBO CIIOPa3yMeHHe He IbJKAT rapaHums 3a
U3IbJIHEHHE NPHU CKJIKYBaHe HA KOHKPETHOTO PAMKOBO CIIOpa3yMeHue.

I'TIABA II. TEXHUYECKHU CIIEHU®UKALINU

1. MUHUMAJIHU TEXHUYECKU U3NCKBAHMUSL:

JlekapcTBeHHTE TPOMYKTH, 32 KOWTO YYAaCTHUIIMTE IIOJaBaT TNPEIJIOKECHHUs TpsOBa 1a
OTrOBapsAT Ha M3UCKBAHUATA HA BB3JIOXKHUTENS M J1a ca ChOOpa3eHU C KOJIMYECTBAaTa, MOCOYCHU B
Enextponnara cucrema.

OblI UBNKBAHUSA KbM INPEJJIATAHUTE JJEKAPCTBEHU INPOJAYKTU:

1. JlekapcTBeHHUTE NpPOAYKTH TpsOBa Ja OTroBapsAT Ha H3HMCKBaHMATA Ha 3aKoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIMHA — TpsOBa J1a MPUTEKaBaT BAJIMIHO pa3pelieHue 3a
yrnoTtpeba B cTpaHara, u3gaaeHo no peaa Ha 3JIIIXM wumu Permament (EO) Ne 726/ 2004 r. Ha
EBpomneiickus napnament u CbBerta /ui. 23, an.1 na 3JIIIXM/.
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2. Ilpu npoBexaaHe Ha MpoLeaypa 3a BbTPEIIeH KOHKYpeHTEH H300p/nombiBane Ha opepraTa
OT YYaCTHHMK 3a CKJIIOYBAHE Ha JOrOBOP MO KOHKPETHO PAMKOBO CIIOpa3yMEHHE, Y4aCTHHIIUTE
MPEJCTABAT JEKIapanus OT IPUTEKATEIIS Ha pa3pelIeHueTo 3a yrnorpeda Ha ChOTBETHHS JIGKAPCTBEH
MPOAYKT, B ChOTBETCTBUE C Wi. 55, ain. 6 oT 3JI[IXM, ye konryecTBaTa 3a JEKApCTBEHUS MTPOAYKT ca
HaIMYHU. JlexnapupaHeTo Ha OOCTOSATENICTBATA MO MPEIXOAHOTO M3pEUYEeHHE HE € HEOoOXOAWMO B
cllyyauTe, KOraro NpUYMHHUTE 3a MPEKPaTABAHETO Ca CBBP3aHM C O€30MacCHOCTTa Ha JIEKapCTBEHMS
IIPOJYKT.

3. IlpuTexxaTenaT Ha pa3pelleHHeTo 3a ynorpeba WM IMPOU3BOAUTENAT Ha JIEKAPCTBEHUS
IIPOJYKT CJIe/IBA Aa ACKJIapupa, 4e € 3al03HaT ¢ U3UCKBAHUATA KbM JIEKAPCTBEHUTE IPOAYKTH, KAKTO U
C IIOCOYEHHUTE B HACTOALIATa MPOLEAYpa KOJMYECTBA 3a TO3M JIEKAPCTBEH MPOJIYKT, KAKTO U Ja
JeKJIapupa, 4e € ChITIACeH JEKapCTBEHUS MPOAYKT J1a Ob/1e oeprpaH OT yuacTHHKA B IIpOIeaypaTa.

4. llenata mo J0roBopa, CKJIIOYEH Bb3 OCHOBA HAa KOHKPETHO PAMKOBO CIIOpa3yMEHHUE €
¢bukcupana, He MOJUICKH Ha MIPOMSHA 3a CpOKa Ha JISHCTBHE HA JJOrOBOpa, OCBEH B cirydauTe Ha 116 ot
30I1.

5. B ciyyaid, uye nipe3 BpeMeTo Ha JIeHCTBUE Ha CbOTBETHUS JOIOBOP CTOMHOCTTA, KOSITO CJIEBa
Jla ce 3aIuiala ¢ MMyOJMYHU CPEICTBA Ha JIEKAPCTBEHU MPOAYKTH OT I103UTHBHUS J1€KapCTBEH CIIUCHK
CTaHe I0-HMCKAa OT JOrOBOpEHATa, JIEYEOHOTO 3aBEJCHHUE — BB3JIOKUTEN OE3yCIOBHO 3aralia
JIEKapCTBEHUTE MPOIYKTH Ha MO-HUCKATA CTOMHOCT, CYNTAHO OT:

- JlaTara Ha BJIM3aHE B CUJIa Ha pelieHneTo Ha HannonanHus cbBeT 10 LIEHU U peuMOypcHupaHe
Ha siekapcTBeHute npoayktu ( HCLIPJIIT);

- Jarara Ha akTyainu3auuara Ha [Io3uTuBHUS eKapcTBEH CIUCHK MO peaa Ha wi. 57, an. 1 ot
HapenOata 3a ycioBusTa, IpaBuWiata M pela 3a peryiupaHe U pPErucTpUpaHe Ha LEHUTE Ha
nekapcrBenure npoayktu (HYIIPPPLUIIT) 3a nexapcTBeHHMTE MPOIYKTH C HaMalleHa CTOMHOCT 3a
OIIaKOBKa, U34uClIeHa Ha 6a3a pedepeHTHa CTOMHOCT.

B ciyuanTe 1o npexoqHOTO U3peueHue, CTOMHOCTTA Ce ONPEEIis KbM MOMEHTA Ha JIOCTaBKaTa
(moamucBaHe Ha PUEMO-TIPEAABATENICH IPOTOKOIT).

JlexapcTBeHMTE NPOAYKTH cieaBa Aa 6bpaar BkiaodeHu B I1JIC, Ilpunoxenue Ne 2, aktyanex
KbM JlaTaTa Ha I10JlaBaHE Ha NPEUIOKEHUETO II0 OTKPHUTATa MPOLEeaypa 3a CKIIOYBAaHE HAa PAaMKOBU
CIIOpa3yMEHHS.

Bcuuku Ko/IMYecTBa, MOCOYEHHU B crienudpukanusra, ca ,,0pueHTHPOBBLYHH” U ca MpeaMeT
Ha Bb3JaraHe B PaMKHTe HAa BbTpelleH KOHKYPeHTeH H300p/nonmbjBaHe Ha odeprara OT
U3MBJHUTE] M0 PAMKOBO CIOpa3yMeHHe, M0 MOKAHA HA JieYeOHUTe 3aBeleHUs — BH3JI0KUTENH,
MOCOYEHH B HACTOSIIIATA JOKYMeHTanus. B paMkuTe Ha NpoBekIaHUsI BbTPellleH KOHKYPEeHTeH
uzdop/nonbiaBane Ha odepra, e ObAAT 3asiBABAHU KOJIMYECTBA, CbOOPA3HO TEKYIIMTe HYXKIH
Ha BCSIKO Jie4eOHO 3aBe/leHHe, KATO J1e4eOHOTO 3aBeeHUe — Bb3JIOXKUTEJI He e AJTbKHO /1a 3a8BH
3a I0CTABKA LSIJIOTO JOTOBOPEHO KOJIHNYeCTBO, 2 HMA MPABO 12 3asiBABA KOJINYECTBA ChIJIACHO
AefiCTBUTEIHUTE CH HYKIHU, HO He N0BeYe OT J0r0BOPEHOTO.

2. T3BUCKBAHUSA 3A TOCTABKA 10 KOHKPETEH 10T'OBOP

1. Bcska otaenHa JocTaBKa, ciieBa Ja ObAe JOCTaBeHa B CPOK JO 7 KaJeHIapHU JHU Cliel
NoJTyyaBaHe Ha 3asBKaTa OT JIeUeOHOTO 3aBE/IEHUE — BB3JIOXKUTEN U 3@ KOJMUYECTBATa M OMAaKOBKHUTE
(chOOpa3HO KOHKPETHUTE JIEKAPCTBEHU MPOAYKTH, MOCOYEHM B TEXHHUUECKOTO MPEUIOKEHUE Ha
U3ITBJIHUTENS ), TOYHO ONpe/eieHN B 3asBKaTa. B ciyyau, 4ye ce mpaBu MbpBa AOCTaBKa OT JaJieHaTa
napTuaa Ha JIEKapcTBEH NpPOAYKT, ce mpeactaBs Ceprudukar 3a ocBoOOXJaBaHE Ha MapTHUIATA,
u3gazneH ot kBanudunupano gune no 3JIIIXM Ha eneKkTpoHeH HOCUTEN W 0 €JIEKTPOHEH IbT Ha
eJIEKTPOHHATA IOII[a, [TOCOYEHA KaTO aJIpec 3a KOPECIIOHICHIIMS, IPUAPYKEH C MPEBO Ha OBJITapcCKu
€3UK OT (upma, CKIOYMIA JOroBOp ¢ MMHHUCTEPCTBO Ha BBHIIHUTE paOOTH 3a M3BBPIIBAHE Ha
ounmannu npesoau. M306poeHuTe JOKYMEHTH €€ MPEJICTAaBIT B ChOTBETHOTO 3BEHO, OIPEJIEIIEHO OT
Je4eOHOTO 3aBe/IeHUE — BB3JIOXKUTEN. [Ipu cienBaiim JOCTaBKU Ha JIEKAPCTBEHU MPOIYKTH OT ChILATa
napTuaa, cCepTUGUKATHT HE Ce IPECTaBs.
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B cnyuaii Ha HE0OXOIMMOCT OT CIEIIHA JOCTAaBKa, JIEYEOHOTO 3aBEICHUE — BBH3IIOKUTEN
M0COYBA U3PUYHO B 3asBKaTa, 4ye € He00X0IMMO Ja ObJIe U3BbPIIICHA CTIeNTHA JOCcTaBKa. B To3u ciyyait,
Jl0CcTaBKarta ciie/Ba J1a Obe u3BbplIeHa A0 6 yaca OT MoJydaBaHE Ha 3asBKAaTa M 3a KOJIMYECTBaTa U
OIIaKOBKHUTE, TOUYHO OIPEJICIICHU B 3asiBKaTa.

OCTaThYHUSAT CPOK HA TOAHOCT HA JICKAPCTBEHUTE MPOAYKTH, Clie/Ba Aa ObJe HE MO—MallbK OT
40 % /uetupuzaecer Ha cTo/ OT OOSBEHMsI OT MPOU3BOAUTENS KbM JlaTaTa Ha BCAKA TOCTABKa.

B ciyuaii Ha gocTaBka Ha JEKapCTBEHUS MPOAYKT C MO — KPaThK OT JOTOBOPCHHsS CPOK Ha
TOJTHOCT, ABJXKMUMaTa HEYyCTOWKa € KaKTO CleBa:

ot 39,99% no 30% - 3 % BBpXy CTOIHOCTTA HA IOCTABKATa,
oT 29,99% 10 20% - 5 % BBpXYy CTOMHOCTTA Ha 1OCTABKATA;
ot 19,99% 1o 10% - 7 % BbpXy CTOHHOCTTA Ha I0CTABKATa;
o 10% - 10 % BbpXy CTOMHOCTTA HA JIOCTABKATA.

JlocTraBkara Ha JIEKapCTBEH MPOAYKT C OCTAThUEH CPOK HA TOJHOCT Mo-ManbK oT 10 Ha cTo OT
00sIBEeHHS OT MPOU3BOJUTENSI CE MU3BBPIIBA CaMO C MHCMEHO ChIJIACHE Ha JIEYEOHOTO 3aBEJICHUE —
BB3JIOKUATEN 32 KOHKPETHO KOJUYECTBO, OMPEICIICHO OT Hero. be3 M3puyHO MUCMEHO ChIVIacue Ha
7e4eOHOTO 3aBeJIeHHEe — BB3JIOKUTEN CTOKUTE HsAMa Ja ObJaT 3ariamadu. VckaHeTo 3a MucMeHo
chIVIacHe CJIE/IBa J1a IOCTHIIU B JIEUEOHOTO 3aBEACHHUE — BB3JIOKUTEN B CPOK 10 | (eauH) paboTeH neH
OT Mojy4yaBaHe Ha 3asBkaTa. [locoueHure mo-rope cpokoBe 3a JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH C
OCTaThYCH CPOK Ha FOJTHOCT MO-MaTbK OT 10 Ha CTO OT OOSIBEHHS OT IPOU3BOAMTEIIS 3aII0YBAT J]a TEKAT
OT JlaTaTa Ha MoJy4yaBaHe Ha ChIIACHETO 3a JOCTaBKa.

B cinyuauTe Ha CrienIHA JOCTABKH IMIOCOYCHUTE IMO-TOPE HEYCTOMKHU HE Ce TpHJIarar.

Jleue6HOTO 3aBeicHHE — BB3IOKHUTEN MOXKE /1a OTKa)Ke MPUEMaHETO Ha CTOKHUTE, aKO B JICHS Ha
TSAXHOTO MPHUCTUTAHE WM MPHUEMAaHE OCTAThYHUS CPOK HA TOJHOCT € 10 — MaTbK OT ONPEAeICHUS
MHUHUMAJIEH CPOK Ha TOJHOCT.

OCTaThYHUSAT CPOK HA TOJHOCT HA OMOMPOIYKT MU OMOIOI00CH MPOIYKT, clieaBa Aa ObIc HE
no—Maibk oT 20 % /aBazneceT Ha cT0/ OT OOSBEHHUS OT IPOU3BOJIUTEINSI KbM JlaTaTa Ha BCSKA JOCTaBKa.

B caywail Ha poctaBka Ha OMONPOAYKT WIM OHONOAOOEH MPOAYKT € MO — KpaTbK OT
JIOTOBOPEHMSI CPOK Ha TOJTHOCT, AbJKMMAaTa HEYyCTOMKa € KaKTO CIe/IBa!

ot 19,99% no 10% - 2 % BBpXy CTOHHOCTTA HA IOCTABKATAa,
oT 9,99% no 5 % - 4 % BBpXy CTOMHOCTTA HAa JOCTABKATa;
noxa 5% - 6 % BBPXyY CTOWHOCTTA Ha JIOCTAaBKaTa.

JlocTtaBkara Ha JEKapCTBEH MPOIYKT C OCTAaThU€H CPOK HA TOJHOCT MO-MATbK OT 5 Ha CTO OT
00SIBEHHSI OT TIPOU3BOJUTENS CE MU3BBPIIBA CaMO C MHCMEHO ChIJVIACHE HA JICUEOHOTO 3aBEIICHUE —
BB3IIOKUTEN 32 KOHKPETHO KOJIUYECTBO, OMPEIEICHO OT Hero. be3 m3puyHO MUCMEHO ChIylacue Ha
7e4eOHOTO 3aBEJICHHE — BB3JIOKUTEN CTOKUTE HsAMa Ja ObJaT 3amiamaHu. VckaHeTo 3a mucMeHo
chIJIacue cje/iBa Jla MOCTHIU B JIeUeOHOTO 3aBeIeHIE — BB3IIOKUTEN B CPOK A0 1 (eauH) paboTeH aeH
OT MoJy4yaBaHe Ha 3asBKaTa. [locoueHnTe 1mo-rope cpokoBe 3a JOCTaBKa Ha JEKApCTBEHU MPOJYKTH C
OCTaThU€H CPOK Ha FOJHOCT MO-MaTbK OT 5 Ha CTO OT OOSIBEHUS OT MPOU3BOIUTEINS 3aI0YBAT J]a TEKAT
OT JlaTaTa Ha MoJy4yaBaHe Ha ChIJIACHETO 3a JOCTaBKa.

B ciyyanTte Ha cnieniHu JOCTaBKU MOCOYSHHUTE MO-TOPE HEYCTOWKH HE Ce TMpuarar.

JledeOHOTO 3aBEICHHIE — BH3JIOKHUTEI MOXKE JI1a OTKaKe MPHUEMAHETO Ha CTOKUTE, aKO B JICHS Ha
TAXHOTO MPUCTUTAHE WM MPHEMaHe OCTAaThYHUS CPOK HA TOJHOCT € MO — MalbK OT ONpeaeTeHUs
MUHUMAJIEH CPOK Ha TOIHOCT.

JIOKYMEHTH 3a I1alaHe

3amaniaHeTo Ha CTOKHTE 1O JOTOBOpa C€ M3BBPIIBA OTIOKEHO B CpOK A0 60 /mectaeceTus/
JIeH, CJIe]T TIPEICTaBsIHE Ha CJIICTHUTE JOKYMEHTH:

JocraBHa ¢akTypa, chbeTaBeHa chriaacHo uznckBanusaTa va 3/1/1C u T3 1J1C;

[TpremareTHO-TIpeIaBaTETHA TPOTOKOJIH;

I'JTABA II1. KPUTEPUU 3A Bb3JTAI'AHE HA [TIOPBYKATA.

OneHkaTa W KJIACHMPAHETO Ha TOCTHIWINTE MPEAJIOKEHUS C€ HM3BBPIIBA B3 OCHOBA Ha
KpUTepus — ,,Hail — HUCKa neHa”, cbriaacHo wi. 70, an. 2, 1. 1 ot 30I1. OnpenensiHeTo Ha y4aCTHUIIUTE
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C KoWUTO e OBJAT CKIIOYEHH paMKOBM cropasymeHus ca omucanu B Yact Il or Hactosmara
JOKYMEHTALHSL.

I'JIABA 1V. OB U3UCKBAHUAI.
PA3JIEJI 1. OBIIN U3NCKBAHUA KbM YYHACTHUIIUTE

1. B mponenypata 3a Bb3j1arane Ha OOILECTBEHA MOPBhYKA MOTAT Ja y4acTBAT OBJITAPCKU WIIH
qy)KJIECTpPaHHH (PU3NYECCKH WM FOPUIAMYESCKH JIMIA WU TEXHU OOCIUHEHUsS, KAKTO M BCSAKO JPYTO
oOpa3yBaHHe, KOETO HMMa IpaBO Jla H3MBJIHABA JIOCTABKaTa, CBIIACHO 3aKOHOJATEJICTBOTO Ha
Ibp)KaBaTa, B KOSITO € YCTaHOBEHO.

2. TlpeanmokeHusATa 3a yd4acTHE€ C€ H3TOTBAT Ha ObBIrapcku e3uk. Koraro HSKOH OT
MPEJCTaBEHUTE OT YYaCTHHUIIUTE JOKYMEHTH € Ha YY1 €3UK, TOH CIIe/IBa Jia ce MPUAPYXkKaBa OT MPEBO/T
Ha OBITAPCKU €3UK.

3. [Ipu u3roTBsiHE Ha MPEATIOKECHHUATA CH BCEKH YYaCTHHK TPSOBA Jla Ce MPUABPIKA TOYHO KbM
OOSIBEHHUTE OT BB3JIOKUTEIS YCIOBUSI.

4. Jlo M3THUYaHETO HA CPOKa 3a TI0JaBaHE Ha MPEUIOKEHUSATA BCEKM YYACTHUK MOXKE Ja
MIPOMEHH, J1a IOI'BIIHH WK Ja OTTETIIHN MPEJI0KEHUETO CH.

5. Bcekun eaMH y4acTHUK B IpoIeaypaTa, MOXKE Jia MPEICTaBU MPEUIOKCHUE 3a €IHA HIIH
MoBe4Ye OT HOMEHKJIATYpHTE B 00OCOOCHHWTE IMO3UIMH, BKIIOYEHH B TIpeAMeTa Ha oOmiecTBeHaTa
MOpbhYKa, KAKTO U 3a €JIHa, MTOBEUE WJIM BCHYKHA 000cOOcHM mosuiuu. IlpemanoxkeHuero ciensa na
OTroBaps Ha M3MCKBAHMATA, IOCOYCHH B HACTOSIIIUTE YKAa3aHUs U J1a Obie 0)OPMEHO 110 IPUIIOKEHUTE
KbM JIOKyMEHTAIIUATA 00pa3y U ChOOpa3HO (PYHKIIMOHAIHOCTUTE HA EnekmporHama cucmema.

6. JIune, K0eTO yyacTBa B 0OCIUHEHHE WK € J1aJI0 ChIIacHe J1a ObJe MOAU3ITBIHUTEI Ha IPYT
YYaCTHHUK, HE MOJXKE JIa TI0J]aBa CAMOCTOSITEIIHO 3asIBICHUE 32 ydacTue Win odepra.

7. B mponenypata 3a Bb3/IaraHe Ha OOIIECTBEHA MOPBUYKA €HO (PU3MUECKO WIIN FOPUITIECKO
JIMIIE MOYXKE JIa Y4acTBa CaMo B €HO 0OCTUHCHHUE.

8. CBbp3aHu JUIla HE MOraT jJa ObJaT CAMOCTOSITCIHM KaHIUJATH WU YYaCTHUIIM B €HA U
ChIIa Mporeaypa.

Baxno!!! YcnoBusita no 1. S — 8 ce npuiiarar oTe/iHo 3a BCSIKa eIHA OT HOMEHKJIaTypuTe
B 000CcO0CHNTE MMO3NLINH.

PA3JIEJI 2. OBPA3IIN HA JOKYMEHTHU U YKA3ZAHMUE 3A ITIOATI'OTOBKATA UM.

1. 3ASIBSAIBAHE HA YYACTHE

1.1. EnuHHMAT eBpOMelcKr JOKYMEHT 3a OOIIECTBEHU MOPHUKU CE MPENOCTaBs B €IEKTPOHEH BUJ 1O
oOpasel, yIBbpJEH ¢ akT Ha EBpormeiickara KOMUCHs, KOWTO MOXKE Ja C€ JIOCTBIIM Ype3 CIHChKa Ha
IObp)KaBU — WIEHKM, KOMTO npeanaraT mnoHe enHa ycayra 3a  EEJIOII  wHa  agpec:
https://ec.europa.eu/docsroom/documents/34121 wmu ype3 npemocrasaust or AOIl BapuanT Ha
OBJITapCcKM €3WK Ha Yycllyrata, KOWTO € JIOCTBIICH Ha WHTepHeT azpec: hitps://espd.eop.bg/espd-
web/filter?lang=bg, 6e3 HEOOXOAMMOCT OT MpPEABAPUTEIIHA PETHCTpAIMs. 3a HYXIUTE Ha HACTOSIIATa
nporienypa, oopazerna Ha eEEJIOII e Hepa3zaenHa yacT OT el1eKTpOHHOTO JOCKE Ha Mopbhykara B Pazmen
I [podui Ha KymyBaya‘“.

1.2.Vuactaummre cnensa na npeacrasaT EEJIOII B enekrponen Bua, uudpoBo noamnvcad. DopmMaTsT B
KOITO ce mpenocTaBsi JOKYMEHTHT HE CJIe/iBa Jla MO3BOJISIBA PEJaKTHpPaHEe Ha HETOBOTO ChIbpPKAHUE.
OcBeH Ta3u BBb3MOXKHOCT, BB3JIOKUTENIAT 1ie npueme mnpenocraBsHero Ha eEEJIOII upe3 ocurypen
JOCTBII IO €JIEKTPOHEH BT 0 U3roTBeHMs ¥ noanucad enekTpoHHo EEJIOII. B To3u ciryuait AOKyMEHTBT
clie/iBa Jia € CHaO/IeH C T. Hap. BPEMEBH Tevar, Koo fa ynocrosepsna, ye EEJIOII e moamnucan u kaueH
Ha UHTEpHET aJipeca, KbM KOWTO ce IMperpalia, mpean KpaiHus CpoK 3a MojyyaBaHe Ha opepTuTe.

[Tpu mombiBaHETO M MpenocTaBIHETO Ha EAMHHUS eBpOMEHCKU TOKYMEHT 3a OOIIECTBEHU MOPHYKH B
€JIEKTPOHEH BUJI, CJI€/IBA J1a ca ChoOpa3eHn pasnopenoute Ha wi. 41, 4. 43 u un. 45 ot [TT30I1.
Baosicno! B cnyuaume kocamo EEJ[OII e nonvanen npes cucmemama 3a eEE/[OI, npu npedcmaganemo
MY, C eleKmpOoHeH NOONUc criedsa 0a bvoe noonucana eepcusma ¢ PDF ¢hopmam.
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ITpu nmonaBane Ha eEEJIOII ywyacTHHIMTE B mpolenypara cieaBa Aa ce cboopasar ¢ Meroauyecko
ykazanue ¢ u3x. Ne MY-4 ot 02.03.2018 1. Ha U3IBIHUTETHUS TUPEKTOP HA ATEHIIUATA 332 OOIIICCTBEHU
NOPBYKH, MyOIMKYBaHO Ha ajpec: http://www.aop.bg/fckedit2/user/File/bg/practika/MU4 2018.pdf

2. HH®OPMAIIUSA 3A YHACTHUKA

2.1. Buacr I, 6ykBa "A" Ha eEEJIOII, ygyacTHUIIMTE TOCOYBAT - €IMHEH MICHTU(PUKAIMOHEH KOJI 10 YII.
23 ot 3akoHa 3a Thproeekust peructbp, BYJICTAT wnmm apyra uneHtuduuupama uHpopManys B
ChOTBETCTBHE ChC 3aKOHOJIATEJICTBOTO HA JbPKaBaTa, B KOSATO YUACTHHKBT € YCTAHOBEH, KAaKTO M aJipec,
BKJIFOUMTEIIHO €JIEKTPOHEH, 32 KOPECIIOH ICHIIHS MPH IMPOBEKIAHETO HA IPOILE1ypaTa;

2.2. Koraro y4acTHUKBT € 00eIMHEHHUE, KOETO He € ropuaudecko jmie B yact I, 6yksa "A" na eEEJIOI1T
ce mocouBa npaBHata (hopMa Ha ydacTHHKA (0OeqMHEHNE/ KOHCOPIIMYM/IpyTra), KaTo B TO3U CIy4ai ce
nogaBa otaeinen ¢EEJIOII 3a Bcekd emuH ydacTHHK B 0oOeauHeHHETO (P HEOOXOJUMOCT OT
JeKiapupaHe Ha oOcToATencTBa, OTHOCMMHM KbM obenunenuero, EEJIOIl ce momaBa u 3a
00€IMHEHHETO), IIPH CHOOpa3sIBaHE HA CIIETHOTO:

e BB3JI0KUTEIAT HE MTOCTaBS KAaKBUTO W Jla € W3MCKBAHUS OTHOCHO MpaBHaTa (opMa IO KOSITO
00€IMHEHUETO 1IIe YYacTBa B MpoIie/lypaTa 3a Bb3JlaraHe Ha ophykara.

e Koraro y4acTHUKBT € OO€AMHEHHE, KOETO HE € IOPHIMYECKO JIMIIE CE TPEACTaBs KOMHE Ha
YUPEIUTEIHUS aKT, CIIOpPAa3yMEHUE W/WIM JAPYT MPHIOKUM JOKYMEHT, OT KOWTO Ja € BHJIHO
MIPaBHOTO OCHOBAHHME 32 Ch3/1aBaHE HA 00CIMHEHNETO, KaKTO U ClieTHaTa HHPOpMaIHsl BbB BPb3Ka
C KOHKpeTHaTa oOlIecTBeHa IMOpbuUka: 1. mpaBara U 3aJBDKCHUATA HA YYaCTHUIIMTE B
00eIMHEHUETO, 2. PA3NpPEACICHUETO HAa OTTOBOPHOCTTA MEXK/TY WICHOBETE HA OOCAMHEHUETO U 3.
JIEWHOCTHTE, KOUTO III€ U3IBJIHABA BCEKU UieH Ha 00€IMHEHUETO.

e Koraro ydacTHUKBT € 0O€JMHEHUE, KOETO HE € IOPUINIECKO JIUIIE, ClIeBa J1a Ob/Ie OpeesieH 1
MOCOYEH MapTHBOP, KOWTO Ja TPEACTaBIIsiBa OOCIMHEHHETO 3a IIeJTUTe Ha HacTosIIara
oO0IIIeCTBeHA ITOPhUKA.

e B cnyuaii, ye obenunenuero e peructpupano no bBYJICTAT, npeau aarara Ha mojaBaHe Ha
oeprara 3a Hacrosmara oOmecTtBeHa mnopbuka ce mocouBa BYJICTAT wwumm npyra
uneHTuduImpaiia nHbopMaIisl B CbOTBETCTBHE ChC 3aKOHOIATEIICTBOTO HA JIbpKaBaTa, B KOSTO
YYaCTHUKBT € YCTAHOBEH, KaKTO M aJ[pec, BKIIOYUTEIHO €JIEKTPOHEH, 32 KOPECIIOHACHIIUS TTPH
MIPOBEXIAHETO Ha TIpoIleAypara. B ciyyaii, 4e He € perucTprupaHo U Mpu Bb3JaraHe U3IbIHEHHETO
Ha JICWHOCTHUTE, NMPEIMET Ha HACTOAIIATa OOIIECTBEHA MOPHYKA, YUACTHUKBT CJIE/IBA Ja U3BBPIIN
peructpanusara no bYJICTAT, cnen yBenoMsBaHETO My 3a M3BBPIIEHOTO KJIACHPAHE U IIPEIU
nojanvcBane Ha JloroBopa 3a Bh3jIaraHe Ha HacTosIIaTa o0IIeCTBEHA MOPBUKA;

2.3. B yacr II, 6ykBa "B" na eEEJIOII, umeto/Hata u ajpeca/ute Ha JMIETO/aTa, YITBIHOMOIICHO/H Aa
MIpE/ICTaBISIBAT YUACTHHKA 32 LIETTUTE Ha MPOIlelypaTa 3a Bb3JlaraHe Ha OOIIECTBeHA MOPhYKa.

3. BIBUCKBAHUA KbM JIMYHO CBCTOSHUE HA YYACTHHUIIUTE. OCHOBAHUA 3A
OTCTPAHSIBAHE.

3.1. BB3JIOKUTENAT OTCTpaHsABAa OT ydacTHEe B IMpOIEAypa 3a Bh3JIaraHe Ha OOIIeCTBEHA MOpPBHYKA
Y4aCTHHUK, KOTaTO 3a HETO € HaJIUIIe, HIKOE OT CIIEAHUTE 00CTOSTENCTRA!

3.1.1. e ochieH C BIISI3)IAa B CHJIA TIPUCHIA, 3a pecThiuieHue mo wi. 108a, wi. 159a — 159r, wn. 172, 4.
192a, un. 194 — 217, um. 219 — 252, un. 253 — 260, un. 301 — 307, wn. 321, 321a u . 352 — 353¢ ot
HaxkazaTennus Koaexc;

3.1.2. e ochAeH ¢ BIs3NA B CHJIa MPUCHIA, 33 MPECTHIUICHUE, aHAJIOTMYHO HA Te3W 1o T. 1, B Apyra
JTbprKaBa WICHKA WM TPeTa CTPaHa;

3.1.3. uma 3abIKeHHS 32 TaHBIU U 3aAbIKUTETTHI OCUTYPUTEHA BHOCKH TTO CMUCHIIA HA WiI. 162, ar.
2, T. 1 or JlaHBYHO-OCUTYPUTEITHHS ITPOIIECYyalIeH KOACKC M IMXBUTE I10 TSIX, KbM JIbP)KaBaTa WA KbM
OOIIMHATA M0 CETATHIIETO Ha BH3IIOKUTENS M Ha YUaCTHUKA, WIM aHAJIOTHYHU 33IBJKEHUS] ChIIIaCHO
3aKOHO/ATEJICTBOTO Ha Abp)KaBaTa, B KOSATO YYACTHUKBT € YCTAHOBEH, JIOKA3aHU C BIISI3BJ B CHJIA aKT
Ha KOMIIETEHTEH OpraH;

3abenescka: BB3IOKUTEIAT He OTCTPaHABA OT y4acTHWe B MPOICaypa 3a Bh3JIaraHe Ha OOMIECTBEHA
MOphYKa YYaCTHHK, KOTATO 3a HEro ca Hamuie oOcrosTencrBara mo T. 3.1.3., HO pa3MepbT Ha
HEIUTATeHUTE JIBJDKUMU JAHBIH WA COIMAITHOOCUTYPHUTEIHH BHOCKH € 70 1 Ha CTO OT cymara Ha
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TOAMIIHMS 0011 000POT 32 mocIeIHaTa IPUKII0YeHa (PMHAHCOBA rouHa, HO He moseue oT 50 000 mB.
3.1.4. e HanuIe HEPABHOTIOCTABEHOCT B cirydaute 1o wi. 44, an. 5 ot 30I1;

3.1.5. e ycTanoBeHo, ye:

a) € MpeJICTaBUII JOKYMEHT C HEBSIPHO ChIbPKaHUE, CBBP3aH C yIO0CTOBEPSIBaHE JIUTICaTa HA OCHOBAHUS
3a OTCTpaHsBaHE WM U3ITBJIHEHUETO Ha KPUTEPUUTE 32 10A00D;

0) He e mpeoCcTaBUII U3UCKBaIa ce HHGOopMaIus, CBbp3aHa C yI0CTOBEPSBAHE JINIICATa HA OCHOBAHUS
3a OTCTPaHsBAaHE WIH U3ITBIIHEHHETO HAa KPUTEPUUTE 3a MOI00D;

3.1.6. e ycTaHOBEHO C BJISI3JI0 B CUJIAa HAKa3aTeJIHO [TOCTAHOBJICHHUE WM ChJICOHO pellieHre, HapyIlIeHre
Hauyn 61, am 1, wr. 62, an. 1 wiam 3, wi. 63, an. 1 vwuim 2, yn. 118, yn. 128, yn. 228, ain. 3, wi. 245 v un.
301 — 305 ot Koxekca Ha Tpyna wim wi. 13, an. 1 ot 3akoHa 3a TpyJaoBaTa MUTpAIUs U TpyAoBaTa
MoOunHocT (3TMTM) mnu aHanOTMYHM 3abJDKEHMS, YCTAHOBEHM C aKT HAa KOMIIETEHTEH OpraH,
CHIJIACHO 3aKOHOJIaTEJICTBOTO Ha Abp)KaBaTa, B KOSTO KAaHIUAATHT WIK YYACTHUKBT € YCTAHOBEH.
Tosicnenus no dexrapayusma no m.3.1.6.:

B cvomeemcmeue ¢ § 26, an. 1 om Ilpexoonume u 3axnouumennu pasnopeodou Kovm 3aKoHa 3d
nazapume Ha @Quuancosu uncmpymenmu (B, op. 15 om 2018 o., 6 cuna om 16.02.2018 2.),
nyonukyeana e 0os6a no ui. 187, an. 1 om 3axona 3a obwecmeenume nNOPvLUKU ULU € UBNPAMEHA
nokana no ui. 82, an. 4, m. 1 u un. 191 om 3axona 3a obwecmaenume nopwvuku, OMCmMpaHi8anemo no
un. 54, an. 1, m. 6 om 3axona 3a ooujecmeerume nOpvuKU 3a HapyuweHus no 4i. 61, an. 1, un. 62, an. 1
w3, yn. 63, an. 1 wiw 2 u uyn. 228, ar. 3 om Kodexca na mpyoa ce npunaza, camo Ko2amo
HapyuweHUuama ca u38bpuieHu cieo 61U3aHemo My 8 Cuid.

3.1.7. e Hanuie KOHIIMKT HAa HHTEPECH, KOMTO HE MOXKe J1a Ob/Ie OTCTPaHEH.

3.1.8. 00siBeH € B HECHCTOSATENHOCT WX € B MMPOU3BOJICTBO MO HECHCTOSTEIHOCT, HIIM € B MpoLeaypa
10 JTMKBUAALNMS, WM € CKJIFOYMII U3BBHCHICOHO CIIOpa3yMEeHUE C KPEIUTOPHUTE CH 10 CMHCHIIA Ha YL
740 ot THpProBckUs 3aKOH, WIM € MPEYCTAaHOBHJ JEHHOCTTAa CH, a B Cly4yall 4e Y4YacTHUKBT €
YyX/JIE€CTPaHHO JIMIE — C€ HaMHUpa B MOJOOHO IOJIOKEHHE, NMPOU3THYAILO OT CXOJHA IpPOLEAypa,
CBIJIACHO 3aKOHOJIaTEJICTBOTO Ha JbpiKaBaTa, B KOSATO € YCTAaHOBEH;

3.1.9. 3a KOHTO € HaJIMIIE HIKOE OT 00CTOSATENICTBATa 1O Wi. 3, T. 8 OT 3aK0HA 32 HKOHOMHYECKHUTE U
(bMHAHCOBHUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHH B IOPUCAUKIINHU C pedepeHIInalieH TaHbueH
peKHM,  KOHTPOJUPAHWUTE OT TAX JHUIAa W  TEXHUTE  JCWCTBHTEITHH  COOCTBEHHIIH
BUOOAPIOIIAPKTITIC).

Hoacuenusn no oexknapayuama no m.3.1.9.:

*le¢punmuun: CovrioacHo § 1 ot JonmbiHUTETHUTE pa3nopendd Ha 3aKOHA 32 MKOHOMUYECKHUTE M
(MHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHH B IOPUCIUKIINY C TpedepeHINANICH TaHbYCH
PEXUM, KOHTPOJIMPAHHUTE OT TSX JIMIIA M TEXHUTE ACWCTBUTEITHH COOCTBEHUIIH, [0 CMUCHJIA Ha 3aKOHA:
1. "JIpy>kecTBO" € BCSAKO IOPUIUYECKO JIHIE, HEMIEPCOHUPUIIMPAHO APYKECTBO U JIpyra CTPYKTYpa,
MoJIydaBallia cTaTyTa CH OT 3aKOHOJIaTeJICTBOTO Ha IbPKaBara, B KOSITO € pErUCTpUpaHo, 03 orien Ha
¢dbopMmarta Ha capyKaBaHe, yUpeAsiBaHe, PETUCTPALINS UK JIPYT 0A00EH KPUTEPHIl.

2. "FOpucaukuuu c npedepeHuaieH JaHb4eH pekuM' ca IOPUCIUKIIMUTE TI0 CMHUChIa Ha § 1, T. 64 ot
JlomrbIHUTETHUTE pa3nopei0n Ha 3aKOHa 3a KOPIOPAaTUBHOTO MOI0X0HO o0JiaraHe, ¢ U3KIYEHUE Ha
I'ubGpanrtap (6puT.) U nbpkaBuTe — cTpanu no CropasymeHUeTo 3a EBpoOneiickoTo MKOHOMUYECKO
MIPOCTPAHCTBO.

4. "3eMu" ca BCHYKHU 3eMH OT MO3eMIIeHUS (DOH/I.

5. "KonTpon" e monsTHe no cMuchia Ha § 1B ot JlombaHuTenHuTe pasnopenon Ha ThproBCckus 3aK0H
1 110 cMUChJIa Ha § 2, an. 3 oT JlombAHUTETHUTE pa3nopes0u Ha 3akoHa 3a MEPKUTE CPEeNLy U3IUPAHETO
Ha Tapu.

6. "JleticTBuTeNIeH COOCTBEHHUK" € MOHATHE MO CMHUCHIA HA § 2 oT JIOMBIHUTEIHUTE pa3nopeaon Ha
3aKoHa 32 MEPKUTE Cpelly U3NHUPAHETO Ha MMapH.

3a0enexka: CobriaacHo wi. 4 OT 3aKOH 32 UKOHOMHUYECKUTE M (DUHAHCOBUTE OTHOLICHHS C
Jpy’KecTBaTa, pEruCTPUPAHU B IOPUCAUKIINHU C TpedepeHIIMaNeH TaHbYCH PEXKIUM, KOHTPOJIUPAHUTE OT
TSAX JIUIA U TEXHUTE IEUCTBUTEIIHA COOCTBEHUITH, 3a0paHaTa 1o 4. 3, T. 8 OT 3aKOHA HE C€ MpuJjiara B
CIIy4auTe, Koraro:

1. akuuTe Ha JAPYKECTBOTO, B KOETO MPSIKO WM KOCBEHO ydacTBa JPYKECTBO, PETUCTPUPAHO B
IOPUCAMKINS C TpedepeHluaieH ITaHbueH peXHM, C€ TBHPryBaT Ha perylupaH IMaszap WIu
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MHOTOCTpPaHHA CUCTEMA 32 ThPTOBHS B IbpKaBa — WieHKa Ha EBponeiickus Chi03, HITH B Ipyra AbpiKaBa
— ctpana 1o CrnopazymeHuero 3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO, UM HA EKBUBAJICHTEH
peryaupas masap, omnpezeieH ¢ Hapenoa Ha Komucusra 3a ¢uHAHCOB HAA30p, U 32 IPYKECTBOTO Ce
mpujiaraT M3MCKBaHUSATA Ha MpPaBOTO Ha EBpomeiickusi chbi03 3a MPO3PAayHOCT MO OTHOILIEHUE Ha
nHpopMaNKATa 32 EMUTCHTUTE, YAUTO [ICHHN KHIKA ca JONMYCHATH 33 ThbPTyBaHE Ha PEeryJIupaH mas3ap
WIM Ha MHOTOCTpaHHa CHCT€Ma 3a THProBHUS, WJIM E€KBUBAJCHTHH MEXIyHAPOJIHU CTAaHIApTH U
JEeWCTBUTETHUTE COOCTBEHUIN — (PU3NUECKHU JINLA, CA PA3KPUTH IO pe/ia Ha ChOTBETHUS CHEIHAICH
3aKOH,;

2. ApYXECTBOTO, PETUCTPUPAHO B IOPUCIUKLUS C IpedepeHLuaNeH JaHbUeH PEeXUM, € YacT OT
MKOHOMMYECKA TPyIia, YUETO IPYKECTBO Maiika € MEeCTHO JIMIIE 3a JaHbYHU LIeJIU Ha AbpiKaBa, C KOSITO
Peny6nuka bbarapust uma Bisizia B cujia cnoro0a 3a u304reane Ha JBOWHOTO JaHBYHO OOJIaraHe win
BJISI3NIO B CHJIA CIIOpa3yMeHue 3a oOMeH Ha MH(OpMalus U HErOBUTE JIEHCTBUTEIHU COOCTBEHUIU —
¢u3nvecku 1uIa, ca BIUCaHU B peructbpa no wi. 6 or SMOOAPIOITIPKTIITAC;

3. ApYKeCTBOTO, PETUCTPUPAHO B IOPUCAMKIMS C mpedepeHlHaneH JaHb4yeH PEeXUM, € 4YacT OT
MKOHOMHYECKA TpyIa, YHUETO JAPYKECTBO MaiKa WM TBIIEPHO APYKECTBO € OBIrapCcko MECTHO JIALE
Y HETOBUTE JICHCTBUTEIHU COOCTBEHMIIM — (PU3UYECKH JIMIIA, Ca BIIMCAHU B PETUCTHpa MO 4i. 6 OT
SUOOAPIOITAPKTITAC wunu ce ThpryBa Ha peryjvpaH ma3ap WJIM MHOTOCTpaHHa CHCTeMa 3a
THProBUsl B JAbpKaBa — ujeHKa Ha EBpomelickus cbi03, WO B Jpyra Ibp)KaBa — cCTpaHa II0
Crniopasymenueto 3a EBporelickoTo HKOHOMHYECKO POCTPAHCTBO;

4. MpyXKecTBOTO, B KOETO MPSIKO MJIM KOCBEHO Y4acTBa JIPYKECTBO, PETUCTPUPAHO B FOPUCAUKIIHS C
npedepeHInaNeH JaHbUYeH PEeXHM, € H3AarTe]l Ha NEPUOJUYHM TEYaTHH TPOU3BEICHHUS U €
MpeICTaBUII0 HH(pOpMAIHS 3a JEHCTBUTETHUTE COOCTBEHUIH - PU3NYECKH JIMIIA, TI0 peia Ha 3aKoHa 3a
3abJDKUTEIHOTO JICTIO3UPAaHe Ha TEYaTHW W JAPYrH TPOW3BENCHUS W 32 oO0sBABaHE Ha
Pa3npOCTPAHUTEIUTE U JOCTABYMIIMTE HA MEIMWHU YCIYTH;

5. Ipy’KeCTBOTO, PETHCTPUPAHO B IOPUCIUKIHS C TpedepeHIInaneH TaHbYeH PEXKIM, € MECTHO JIULIE 3a
JAaHBbYHU IIeJIM Ha JIbpKaBa — cTpaHa 1o Crnopa3zyMeHHETO 3a Abp)KaBHHUTE MOphUYKK Ha CBeTOBHATa
THPrOBCKa OpraHM3alys, KakTO M Ha JIbpXkKaBa, C KOATO EBpONEHCKUAT CHbIO3 HMMa CKIIOYEHO
JIBYCTpaHHO CHOpa3yMEHHUE, TapaHTUpallo JOCThlla JO0 TNa3zapa Ha OOLIECTBEHH IOPHYKUA B
EBpomneiickus Cbi03, ¥ HETOBHTE JCHCTBUTEIHU COOCTBEHMIM — (PM3MYECKH JIMIA, CA BIMCAaHH B
peructbpa no uwi. 6 or 3UDPOUAPIOIIAPKTITAC — 3a neiiHocTUTe, 3a KOUTO C€ IMpuiara
CIIOpPa3yMEHHETO;

6. Ipy>KeCTBOTO, PETUCTPUPAHO B IOPUCIUKIMS C ITpedepeHIInaneH JaHbYeH PEeXUM, € MECTHO JIULIE 3a
JAHBbYHU LI€JM Ha OTBBAMOpPCKA CTpaHa WK TepuTopus cbriiacHo Pemenne Ha Coeera 2013/755/EC
ot 25 noemBpu 2013 r. 3a aconuupaHe Ha OTBBAMOPCKUTE CTPaHU M TEPUTOPHH KbM EBpomeiickus
cpio3 ("Pemenne 3a otBbAMOpCcKo aconuupane') (OB, L 344/1 ot 19 nexemBpu 2013 r.) u HEroBuTe
JNEHCTBUTENTHU COOCTBEHUIIM — (U3MUECKH JHIla, ca BIHWCAHU B pErUcThbpa MO Wi 6 OT
SUOOAPIOITAPKTITAC — 3a aeitHOCTHTE, 32 KOUTO C€ MIpHIara peeHneTo;

7. IpYy>KE€CTBOTO, PETMCTPUPAHO B IOPUCIUKIMS C ITpedepeHIInaneH JaHbYeH PEeXUM, € MECTHO JIULIE 3a
JAaHbYHU 1IEJIM Ha JbpXkaBa, ¢ KoaTo PenyOnuka beiarapus uma ckiro4eHo MEXTyHApOIHO ThPrOBCKO
W/WIM UKOHOMHUYECKO CIIOpa3yMEHHE, BKIIOUMTEIHO U 3aabibkeHus mo OOIOTO crnopa3yMeHue 1o
ThproBusita ¢ yciayrn Ha CBeTOBHaTa TbHpPrOBCKa OpraHU3allds, W HETOBUTE JEWCTBUTEIHU
COOCTBEHUIN — (PM3UUYECKH JIMIIA, Ca BIHCAHU B peructbpa no wi. 6 ot SUPOJPIOITAPKTIITAC;

8. IIpy’)K€CTBOTO, PETUCTPUPAHO B IOPUCAUKIUSA ¢ HpedepeHLualeH JaHbYEH PEeXUM, € YacT OT
MKOHOMMYECKA TPyIia, YUETO IPYKECTBO Mailka € MEeCTHO JIMIIE 3a JaHbYHU 1IeJIU Ha AbpiKaBa, ¢ KOSITO
Peny6nuka bearapus nMa CKII0U€HO MEXTYHAPOIHO ThPTOBCKO H/MIIM HKOHOMHYECKO CIIOpa3yMEHHE,
BKJIFOUMTEHO U 3aabJDKeHHUs o OOLI0oTO cropa3yMeHHe Mo ThProBusita ¢ yciayru Ha CBeToBHaTa
THPrOBCKA OpPTaHU3AIMsI, 1 HETOBHUTE JACHCTBUTEIHH COOCTBEHUIIN — (DU3MUECKH JIUIIA, Ca BIIMCAHU B
peructbpa 1o wi. 6 ot 3SUPOAPIOTTIPKTIITIC.

3.1.10. xouTo ca cBbp3aHM JHIIA C IPYTH y4acTHUIM B npoueaypata (wi. 101, an. 11 ot 30I1).
Ioacuenue nom. 3.1.10.

»Cébp3anu nuya* ca:

a) IuIaTa, eAHOTO OT KOUTO KOHTPOJIUPA APYTOTO JIHIIE UM HETOBO ABLIEPHO IPY>KECTBO;

0) JMnaTa, 4usATo JEMHOCT ce KOHTPOJIUPA OT TPETO JIULIE;
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B) JIMIIaTa, KOUTO CbBMECTHO KOHTPOJIMPAT TPETO JIUIIE;

') ChIIPY3UTE, POJHUHUTE IO IpaBa JUHHS 03 OrpaHUYEHHUs, POJHUHUTE MO ChpedpeHa JUHUS 10
YETBBHPTA CTEIICH BKIIOYUTEIHO U POJHUHUTE [0 CBATOBCTBO /10 YETBBHPTA CTEIICH BKIIOUUTEIHO.
»Konmpon“ e nanuue, Korato €1HO JUIE:

a) MpUTEXaBa, BKIIOYUTEIIHO Ype3 JIBIIEPHO JAPYKECTBO HIIM IO CHJIaTa Ha CHOPa3yMEHHE C JIPYro
mune, Hag 50 Ha cTo OoT Opost Ha riacoBeTe B OOIIOTO ChOpaHHE HA €IHO JAPYNKECTBO WIIHM JIPYTro
FOPUJIMYECKO JIUIIE; WIH

0) MOXe J1a oIpeestst MPSIKO WM HEMPSIKO MOBeYe OT MOJIOBUHATA OT YWICHOBETE Ha YIIPaBUTEIHUS HIIN
KOHTPOJIHMSI OPTaH Ha €THO IOPUANYECKO JIULIE; WU

B) MOXE I10 IPYT HAYUH Jla YIIPaKHSABA PEIlIaBallo BIUSHUE BbPXY B3EMaHETO Ha PEIICHUS BbB BPb3Ka
C IGMHOCTTAa Ha IOPUIUYECKO JIUILIE.

3.1.11. mo un. 69 or 3akoHa 3a MPOTHUBOACHCTBUE HAa KOPYIIMUATA U 32 OTHEMAaHE Ha HE3aKOHHO
npugoburoto umymectso (3IIKOHIIN).

Y4acTHUKBT nOpenacTaBs uHQopMalus (AeKiaapupa) JidncaTa WM HAJIUYMETO Ha TOPHUTE
obcrosrencTa ¢ Mapkupane Ha orroBop JIA wim HE B eEEJIOII, npu choOpa3siBaHe HA CIEIHOTO:

3a obcrosrencteara mo T. 3.1.1. m 1. 3.1.2. (un. 54, an. 1, 1.1 u 1.2 ot 30I1) ce otroBaps B eEEJ1OIT
KaKTO CJIe/[BA:

. B yvacr 111, pa3nen ,,A*, yuacTHUKBT cneaBa 1a orroBopu ¢ HE ako He e ocwkxnan umm ¢ JIA ako
€ | JIa IpeJjocTaBu HH(GOPMAITUs OTHOCHO MIPUCHIH 32 CICAHUTE MPECTHIUICHHUS

a/. yuactue B mpecThbIiHa opranuzauus — o wi. 321 u 321a ot HK;

0/. kopymiust — o wi. 301 — 307 ot HK;

B/. u3Mama — 1o ui. 209 — 213 ot HK;

r/. TepopUCTUYHH MPECTHIUICHUS WM TPECTHIUICHUS, KOUTO Ca CBBP3aHHU C TCPOPUCTUIHH JICHHOCTH
—mno un. 108a ot HK;

/. M3NUpaHe Ha Napu Wi (GUHAHCUPAHE HA Tepopu3bM — 1o Wi. 253, 253a wim 2536 ot HK u o u.
108a, an. 2 ot HK;

/. IeTCKU TPy WK Ipyru GopMu Ha Tpadpuk Ha xopa — 1mo wi. 192a wm 159a — 159r ot HK.

B yacr 111, pa3gen ,,B“, yaactauksT cnensa na orroBopu ¢ HE ako He e ochxaan wiu ¢ JIA ako e u ga
PeOCTaBy MHPOPMALIKS OTHOCHO MPUCHIN 33 MPECTBIUICHHUS 10 Wi. 172,94, 2556 u un. 352 — 353e
ot HK.

B gacr III, pazgen ,,I'™, yaacTHukbT cneasa aa otroBopu ¢ HE ako He € ockxnan unu ¢ JIA ako e u na
peocTaBy UHGOpMAIUsl OTHOCHO MPUCHAM 32 MpecThIUieHus o ui. 194 — 208, un. 213a — 217, um.
219 — 252 v un. 254a — 255a w un. 256-260 ot HK.

IIpu otrosop ,,/JIA“ Ha mOCOYEHHUTE NMO-TOPE 00CTOATEICTBA, YYACTHHKDBT I0COYBA:

-JlaTta Ha BMM3aHe B CHJIa HA TIPUCHAATA U (PAKTUYECKOTO U MPABHO OCHOBAHHE 3a TTOCTAHOBSIBAHETO M;
- CpOKBT Ha HAJIO)KEHOTO HaKa3aHUE.

YyacTHuMTe ocoyBaT HHGOPMAIIHS 3a MPECTHIUICHUS, aHAJIOTUYHA Ha TTocoyeHute B T. 3.1.1. mpu
HaJIM4YMe Ha MPUCH/IA B APYyra AbprKaBa WICHKa UK TpeTa CTpaHa.

Ilo T1. 3.1.3. (un. 54, an. 1, 1. 3 ot 30I1) ce mapkupa orroBop A wi HE B uacr III, 6yksa ,,b ot
eEEJ10I1;

ITo 7. 3.1.4. (un. 54, an. 1, 1. 4 or 30I1) ce mapkupa orrosop A nmu HE B wacr III, Oyxsa ,,B* or
eEEJ1011;

ITo 1. 3.1.5. (un. 54, an. 1, 1. 5 ot 30II) ce mapkupa orroBop A unu HE B uvact III, 6yksa ,,.B* ot
eEEJ10OII;

Io 1. 3.1.6. (un. 54, an. 1, 1. 6 ot 30II) ce mapkupa orroBop 1A nnu HE

o B yacr 111, 6ykBa ,,B*“ ot eEEJIOII 3a Hapyiienue Ha 3a1bJKEHUATA B 00JaCTTa Ha TPYAOBOTO
npaBo 1o wi. 118, un. 128, un. 245 u uin. 301 - 305 ot Kogekca Ha Tpyza.
o B wacr III, pa3gen ,,I™ 3a Hapymenue no ui. 13, an. 1 or 3akoHa 3a TpyJgoBaTta MuUrpanus u

TpyJaoBaTa MOOMITHOCT M HapyUIEHHsI Ha 3aIbJDKEHHUATAa B 00J1aCTTa Ha TPYJOBOTO MPaBo 1o 4wi. 61, a.
I, un. 62, an. 1 umm 3, wn. 63, an. 1 wnm 2 u . 228, an. 3 ot Kogekca Ha Tpyna.

Ilo T1. 3.1.7. (un. 54, an. 1, 1. 7 ot 30II) ce mapkupa orroBop A unu HE B uact IIl, 6yksa ,,B*“ ot
eEEJ10OII;
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Io 1. 3.1.8. (un. 55, an. 1, 1. 1 ot 30II) ce mapkupa orroBop A unu HE B uvact III, 6yksa ,,.B“ ot
eEEJIOII;

B yacr III, pa3gen ,,I'™* ¢ mapkupane Ha orroBopa HE ydacTHUKBT OTroBOps, 4e 3a HErO HE ca HaIMULE
U CICHUTE HAIlMOHAJIHA OCHOBAHMS 32 U3KJIIOUBaHE:

o ui. 3, 1.8 or SUGOAPIOITIPKTJIT/AC (1.3.1.9. mo-rope) ;

o 1. 107, 7.4 BB Bpb3ka ¢ wi.101, ain. 11 ot 3011 (1.3.1.10. mo-rope);

o 1. 69 ot 3IIKOHIIU (1.3.1.11. mo-rope).

OcunoBanusara no un. 54, an.l, 1.1, 2 u 7 or 30Il ce orHacaT 3a nuIaTa, KOUTO MPEACTABIISABAT
YYaCTHUKA U WICHOBETE Ha HETOBUTE YNPABUTEIIHU U HAJ30PHU OPraHU ChIJIaCHO PErUCTbpa, B KOUTO
€ BIIMCAaH YYaCTHHUKBT, KO UMA TAKbB, WIN JOKYMEHTHTE, YIOCTOBEPSBAIIN MPABOCYOEKTHOCTTA MY.
Korato B cbhcraBa Ha Te3W OpraHu ydacTBa IOPHUJIMYECKO JIMIE, OCHOBAHUSATA CE€ OTHACAT 3a
(U3HYECKUTE JINIA, KOUTO T'O MPEJICTABISIBAT CHITIACHO PETUCTHPA, B KOWTO € BIUCAHO IOPUANYECKOTO
JUIE, aKO UMa TaKbB, WU JIOKYMEHTHTE, YIOCTOBEPSIBAIIN ITPABOCYOCKTHOCTTA MY.

Koraro nunara o ui. 54, an. 2 u 3 or 3011 ca noBeye OT €AHO U 3a TAX HAMA pa3jInyMie 110 OTHOLIEHHUE
Ha oOcTosTencTBara mo wi. 54, an. 1, 1. 1, 2 u 7 or 3011, eEEJIOII moxe n1a ce moamuiie caMo OT €IHO
OT Te3W IMIa, B CIIy4aid Y€ MOJIMMCBANIMAT pasmoyiara ¢ WHQPOpMAIMs 3a JTOCTOBEPHOCTTa Ha
JEKJIAPUPAHUTE 00CTOSITEIICTBA 110 OTHOIICHNE Ha OCTAHAJIMTE 33 IbKCHHU JIULIA.

KoraTo y4yacTHUKBT, HJIM FOPUAUYECKO JIMIIE B ChCTaBa Ha HETOB KOHTPOJICH WJIM YIIPABUTENIEH OpraH
Ce MpeACTaBIABa OT (U3UUECKO JIMIIC IO IIITHOMOIIUE, OCHOBaHUATA 110 Wi. 54, an.1, T.1, 2 u 7 ot 3011
CE OTHACHT U 32 TOBa (PU3UUYECKO JUIIE.

B uacm I11: "Ocnoeanus 3a uzknioueane' ce cvovporca noopoona ungpopmayus om cucmemama e-
Certis, 6 kos uacm 3a Koe ocnosanue no un. 54, an. 1 u un. 55, an. 1 om 3011 dexnapupame, kakmo
U ¢ KaKb6 00KyMeHm ce 00KAa38d CbOmMeEenHo TU4HO CbCIOAHUE HA YYACHHUKBM.

4. KPUTEPUU 3A TIOABOP.

MuHUMAJHM W3MCKBAHMA 32 TOJHOCTTa (NMPaBOCIOCOOHOCTTA) 3a YNPAaKHABAHEe Ha
npogecuonana aeitHoct copriacuo 3OI1:

4.1. YyacTHUITE B OOIIECTBEHATA MOPHUYKA TPsIOBa Ja MPUTEKABAT pa3pelICHUE 3a MIPOU3BOJICTBO,
M3JIaZIeHO TI0 pela Ha 3aKoHa 3a JIEKapCTBEHHWTE MPOJYKTH B XxymaHHata meaunuHa (3JIIIXM) (B
ciydaute 1o wi. 196, an. 1 or 3JIIIXM) unu 3a ThproBust Ha €Apo C JEKAPCTBEHU MPOAYKTH HIIU
yIOCTOBEPEHUE 3a PErUCTpalvs 3a ThPTOBHS Ha €IpO C JICKAPCTBEHU MPOJIYKTH (CirydauTe mo wi. 195,
an. 1 m an. 2 or 3JI[IXM), unu pazpemienue 3a BHOC (ciaydaute mo wi. 196, an. 2 ot 3JIIIXM) —
u3aanenu no pena Ha 3JIITXM.

CbhOTBETCTBHETO C IOCTAaBEHUSl KpUTEpUH ce Jekjapupa ¢ nombiaBaHe Ha yact IV, Oyksa ,, I or
eEEJIOII, kaTo ce mocouBa: HOMEp U JaTa Ha U3JaBaHe Ha Pa3pelIEHUETO 3a MPOU3BOICTBO, U31aJIEHO
o pena Ha 3JIIIXM unu 3a THproBus Ha €IPO C JICKAPCTBEHU MPOJYKTU WA Ha yIOCTOBEPEHHUETO 32
perucTpanus 3a TbproBus Ha €Apo C JICKapCTBEHU MPOJYKTH, WM Ha Pa3pelIeHUeTo 32 BHOC.

Ha ocnoBanme wi. 67, an. 5 w un. 112, an. 1, 1. 2 ot 3011 10KyMEHTHT, KOMTO CE€ MPEACTaBs OT
y4acTHUKA OMPEENICH 3a M3IBJIHUTEN, MPEAn J1a Ob/ie CKI0YEHO PaMKOBO CIIOpa3yMEHHUE WU TpU
MIOMCKBaHE B X0J/la Ha IpolieaypaTa €: 3aBepeHO KOIHME Ha BaJHUIHO pa3pelleHHe 3a MPOU3BOJICTBO,
n3aaneHo no peaa Ha 3JIIIXM unm 3a ThproBust Ha €Ipo C JEKAPCTBEHH MTPOIYKTH WIIH YIOCTOBEPEHUE
3a perucrpanus 3a THProBUS Ha €ApO C JIEKapCTBEHU MPOJYKTH, WM pa3pelieHue 3a BHOC.
Bb310KuTEnAT HE U3MCKBA 3aBEPEHO KOIKE HAa Pa3pelIeHUETO WM Ha IPYT JOKYMEHT, YA0CTOBEPSBAILL
MIPaBOTO 32 THPTOBUS C JIEKAPCTBEHHU MPOAYKTH MIIM pa3pellieHue 3a MPOU3BOICTBO UM BHOC, KOTaTo
UMa JOCTBI MO CIyXeOeH MbT WIK Ype3 MyOJIMYeH PEerucThp, WM KOTaTo CBHIIUTE MOTaT Ja ObaaT
OCUTYPEHH upe3 MpsK U Oe3MIaTeH JOCTHI 10 HAllMOHAIHUTE 0a3U TaHHU Ha IbP’KaBUTE WICHKU.

4.2. YdacTHUITUTE B OOIIECTBEHATA TIOPHUKA TPSOBA Jja IPUTEKABAT JIMIICH3MS, U3/a/ICHA 110 pPelia Ha
3akoHa 3a KOHTPOJ Ha HApKOTHYHHUTE BemlecTBa W mpekypcopute (3KHBII), xorato ywactBar 3a
J0CTaBKa Ha JICKApPCTBEHH MPOJYKTH, ChIBPIKANIA HAPKOTHYHU BEMIECTBA OT MpuiIokeHUs Ne2 u Ne3
kbM 4. 3, T. 2 u T. 3 oT Hapenbara 3a kiacuunmpane Ha pacTEHUsATA U BEIIECTBATa KATO HAPKOTHYHHU.
(BakM caMO 32 HOMEHKJIATYpPHUTE Ha JIEKAPCTBEHU MPOAYKTU ChIAbpIKAIIM HAPKOTUYHHU BEIIECTBA OT
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[Mpunoxenus Ne2 u Ne3 xpm uwi. 3, T. 2 u 7. 3 or Hapenbata 3a xnacuduipane Ha pacTeHUsITa U
BEIIlECTBATAa KaTO HAPKOTUYHH. )

CBOTBETCTBHETO C MOCTAaBEHHs KpUTEpUHl ce NeKinapupa ¢ mombiBaHe Ha vact IV, Oyksa ,,I™ or
eEEJ1OII, kaTo ce mocouBa: HOMEp U JlaTa Ha U3J]aBaHe Ha JIMIECH3UATA, u3aanaeHa no peaa Ha 3KHBII
3a JIGKQpCTBEHH MPOAYKTH, ChIbPKAIllM HAPKOTUYHU BELIECTBA OT MpuiioxkeHust Ne 2 u 3 kbM il 3, T.
2 u 3 ot Hapenbara 3a kinacudunupane Ha pacTeHUSITA U BELIECTBATa KATO HAPKOTUYHH.

Ha ocunoBanue wi. 67, an. 5 u uwn. 112, an. 1, 1. 2 ot 3011 10KyMEHTHT, KOMTO Ce€ MPEACTaBs OT
y4acTHUKA OMpEJIECH 3a U3IIBJIHUTEN, MPeAn a Ob/ie CKII0YEHO PaMKOBO CIOpa3yMEHUE WU IpU
MOMCKBAHE B XOJa Ha Mpolle/lypaTa €: 3aBEpeHO KOIMKME Ha BajuHa JIMLIECH3Us, U3aJieHa 10 peja Ha
3KHBII 3a nexkapcTBeHU NPOAYKTH, ChAbPKAIIM HAPKOTUYHU BellecTBa oT [Ipunoxkenus Ne 2 u 3 kbMm
1. 3, T. 2 u 3 or Hapenbara 3a knacuduimpane Ha pacTCHHITA M BEHIECTBATa KATO HAPKOTUYHH.
Bb3noxxurensT He U3MCKBa 3aBEPEHO KOIKE Ha JTUIEH3UATA MO MPEAXOAHOTO U3pEUEHHE, KOraTo uMa
JOCTBII IO CITYKEOCH BT WK Ype3 MyOJIUYCH PETUCTBP, UM KOraTo ChIaTa MOXKe J1a Ob/Ie OCUTypeHa
ype3 NpsiK U Oe3IIaTeH AOCTHII JO HAllMOHATHUTE 0a3u JaHHU Ha AbPIKaBUTE YICHKH.

MuHUMAJIHY W3UCKBAHHMS 32 HKOHOMHYECKO M (PUHAHCOBO CHCTOSIHHME HA YYACTHHI[UTE
cbraacuo 30I1:

Bb3noxxutensaT HAMa U3UCKBAHUSA KbM YYaCTHUIIUTE 32 UKOHOMHYECKO U (PMHAHCOBO CHCTOSIHHE.

MuHUMAJIHU H3MCKBAHWS 32 TeXHUYECKHTe M TNPodecHOHATHHUTE CIOCOOHOCTH HA
yyacTHHIMTE, cbriaacHo 30I1:

Bb3noxkuTensT HAMa M3UCKBAHUS 32 TEXHUYECKUTE W NMPOGeCcHOHATIHUTE CIIOCOOHOCTH HA
YYaCTHUIIUTE.

YACT II. EJIEKTPOHHO IIOJABAHE HA NIPEJJIOXKEHUATA, EJIEKTPOHHHA
OBPA3IIN HA IOKYMEHTHU U YKA3ZAHMUE 3A ITIOATI'OTOBKATA UM. IIOAI'OTOBKA
HA INPEJJVIOXKEHUATA

1. HEOBXOIMMU MHHCTPYMEHTU 3A CBBP3BAHE C EJIEKTPOHHATA
CUCTEMA:

2. Nudopmanus 3a EnekTpoHHaTa cuicTteMa 1 MUHHMAJIHO 000pyABaHe 32 JOCTHITHOCT.
O01mm ykazanus

EnexTpoHHara cucTeMa ce I0CThIIBA OT CISTHHUS UHTEpHET aapec: https://cop.mh.government.bg/
JlocThbI'BT 10 MHTEPHET ajpeca Ha CUCTEMaTa Ce OChIIECTBABA Ipe3 IMOCIEIHWUTE TPU BEPCUU Ha
cieqHuTe UHTEpHET Opay3spu Mozilla Forefox, Google Chrome, Internet Explorer, Opera u Safari.
JlocThIIBT 10 HYHKIMUTE HA CHCTEMATa CTaBa CJIe] pErUCTpaIusl.

N3uckBaHus 32 perucTpanys Ha y4acCTHHIHMTE M YI0CTOBEePsiBaHe HA PerncTPalUsITA.
Peructpanusta ce u3pbpuiBa ¢ kBanmubummpan enekrponer nomanuc (KEIT). C u3BbpiiBaHeTo Ha
peructpainus B cucTeMara, U3Ipallaie oT NpeACTaBIsABaLUI/UTe I0PUIMUEcKoTo ule Ha [Tucmo 3a
MOTBBPK/IaBaHe Ha MOTpeOuTen 10 MUHHCTEPCTBOTO Ha 37paBeora3BaHeTo (Mo obpasel) U cien
0J100peHue OT YII'BJIHOMOILEH aJMUHUCTPAaTOp HAa MUHUCTEPCTBOTO Ha 3/IpaBeONa3BaHETO CE CUUTA,
4Ye CHOTBETHHS PETHCTPUPAH TMOTPEOUTEN € YIIBIIHOMOIIEH Ja W3BBPIIBA BCSKAKBH MPAaBHU H
(bakTHUecKu AeHCTBHS, CBBP3aHU C YUACTHETO Ha FOPUIMUYECKOTO JIMIIE B OOIIECTBEHATA MMOPBhYUKA.
Perucrpanusira, €J1eKTpOHHOTO MOANUCBAHE U MOJaBaHe Ha MpeaiokeHueTo, upe3 EnekrponHara
cuctrema wu3uckBa Hanmmuuero Ha KEII, Ha muMero Ha HOPUAUYECKOTO JIMIE, KOETO IMOJIKCBA
MIPEUI0KEHUETO.

B npouenypara 3a eneKTpOHHO Bb3jaraHe Ha HacTosiara oOIIecTBEHa MOopbhUKa MOXE Ja ydacTBa
BCEKHU, KOMTO OTroBapsi Ha MpeABApUTEITHO OOSBEHUTE YCJIOBUS Ha OOILIecTBEHATa MOpbhYKA U CE €
peructpupan EnekrpoHHara cucrema.

KoHKpeTHUTE CTHIKH 32 y4acTHE B HACTOALIATA ITPOLEAYPa 3a CKII0YBAHE HA PAMKOBHU CIIOpa3yMeHUs,
ype3 u3noi3BaHe Ha EnekTpoHHaTa cucTeMa, KakTO M W3TOTBSHE Ha TPEIJIOKEHHE M HETOBOTO
u3Ipalane, MojaBaHe Ha NPEAJIOKEHHE 3a MPOMsHA, M3IMpalllaHe Ha HCKaHEe 3a pa3siCHEHUE II0
JOKYMEHTAIMATa, yd4dacTHe B EJICKTPOHEH TBHPr, Y4YacTHe BBB BBTPEIIEH KOHKYPEHTECH
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n300p/nonbiaBaHe Ha oepTa, ca OMUCaHU B Pvkogoocmeo 3a nompebumens (mvpeosyu Ha eopo),
Hepas/ieHa JyacT OT HaCTOsIIAaTa JOKYMEHTAIHS.

[IpemioskeHNETO ce MOIMbJIBAa U MO/AaBa MO €JIEKTPOHEH ITbT, Ype3 EnekTpoHHaTa cucreMa Ha aapec
https://cop.mh.government.bg/. TlomaBaneTo Ha mPELIOKEHUETO € BB3MOKHO €IUHCTBEHO B
YCTAHOBEHHUS OT BB3JIOKUTENS CPOK, KOWTO € MOCOUEH B OOSBICHUETO 3a 00IIeCTBEHATa MOPHUKA U B
EnexTponnara cucrema.

CbABbPKAHUE HA TPEJJIOKEHUETO HA YYHACTHUKA (3AABJIEHUE 3A YYACTHUE
N O®EPTA) I1IO HOMEKJIATYPU U 110 OBOCOBEHHU MMO3UIIUMN.

[Ipu moaroroBkata Ha MPEIJIOKEHHUATA CH, YUACTHUIUTE ca JUTHKHU Jla Clia3BaT M3MCKBAaHUSTA Ha
3akoHa 3a 00IEeCTBEHUTE MOPHYKH, [[paBHIIHMKA 32 IPUIIATaHETO MY U M3UCKBAHHSITA HA BH3JIOKUTEIS
3a HacTosata OOIIeCTBEHa MOpPBhYKA, KAKTO M Jla Ce ChOOpassT ¢ BCUYKM yKa3aHUs JaJieHU B
HacTosmaTa gokymeHTamnus. C mogaBaHeTo Ha OQepTH CEe CUMTA, Y€ YYACTHHIIMTE CE ChIJIACSABAT C
BCHUYKHU YCIIOBUS HA BB3JIOKHUTENS, B T.4. C ONPECIICHUsI OT HETO CPOK Ha BAIMTHOCT HA odepTHTe, ¢
MPOEKTa Ha PAMKOBO CIIOPa3yMEHHE U C TIPOEKTa Ha IOTOBOP.

Y4acTHULIUTE TOATOTBAT NPEATIOKEHUATA CH Upe3 MOITbJIBaHE Ha HATMYHUTE B EnlekTpoHHAaTa cuctema
(dbopMH, KaKTO Clie/Ba:

1. 3asBJIeHNeTO 32 y4yacTHe, KbM KOETO Ce IPUKAUBAT HAl-MaJIKO CIIETHUTE TOKYMEHTHU:

1.1. eEEJIOII 3a y4acTHMKa B ChOTBETCTBHE C M3WMCKBAaHUATA HAa 3aKOHA U YCIOBHUATA Ha
BB3IIOKUTENS, a Korato e npmioxumo — eEEJIOII 3a Bceku OT y4aCTHUIMTE B 00€TUHEHUETO, KOETO
HE € IOpUANYECKO juie (Mpu HEOOXOTUMOCT OT JCKJIapUpaHe Ha OOCTOSATEICTBA, OTHOCUMH KBM
obeaunennero, EEJIOII ce mogaBa u 3a 00€AMHEHHUETO), 32 BCEKU MOAU3IIBIHUTEN U 32 BCAKO JIUIIE,
YUHUTO PECypCH Ie ObJaT aHraKUPaHU B M3IBIHCHUETO HA MOPBHYKATA — EJICKTPOHHO TOJIUCAH/H C
KEII;

1.2. cnuchK Ha BCHUYKH 3aIbJDKEHM JIMIA [0 CMUChIAa Ha 4wi. 54, an. 2 u an. 3 ot 3011,
HE3aBHCHMO OT HAMMEHOBAHUETO Ha OpPraHUTe, B KOMTO Y4acTBaT, WK AIBKHOCTUTE, KOUTO 3aeMaT (B
CBOOOJICH TEKCT);

1.3. JOKyMeHTH 3a JI0Ka3BaHe Ha MPEIIPUETUTE MEPKH 32 HAJIEHKTHOCT, KOTaTo € MPUII0KUMO;

1.4. xore OT TOKYMEHT 3a Ch3/jaBaHe Ha 00CIMHEHUETO;

3adenexka: B cnyyauTe, B KOUTO YYaCTHUKBT MMOJaBa MPEIOKEHHE IO TMOBEYE OT €/IHA
o0ocobena mnozunus, eEEJIOIl, koliTo momaBa ce mpuKauBa KbM 3asBIEHHETO 3a YdacTuE IO
o0ocoOeHara Mo3ulus ¢ Haill-ManbK mopefeH HoMmep. KbM 3asBieHHeTo 3a ydacTue M0 OCTaHAIHUTE
o0ocobenn mno3unuu ce npunara oraeneH eEEJIOII, camo B ciydaurte, Korato 3a Ta3u/Te3u
000coOeHa/¥ MO3UIINA/M YYaCTHUKBT MPEBUK/IA Ja M0I3Ba OAU3IIBIHUTEN/U W/UIIK TPETO/U ule/a.

Y4YacTHHIIATE MOTAT JIa TOCOYBAT KbM 3asBJICHUETO 32 y4acTHE WK o(hepTHTE CH HHPOpMAIHs,
KOSITO CMSTAT 3a KOH(HIEHI[MAIHA BB Bpb3Ka ¢ HATMYHMETO Ha ThproBcka TaitHa. Korato yuacTHunure
ca ce MO30BaJIM Ha KOH(PHUICHIIMATHOCT, ChOTBETHATA MH(OPMAIIUS HE CE Pa3KPHBA OT BBH3IOKHUTEIIS.
Y4YacTHUIIUTE HE MOTAT Jia ce M030BaBaT Ha KOH(QUICHIIMATHOCT 10 OTHOIIEHHUE HA MPEJIaraHuTe OT
TSAX CAMHUYHH [ICHU.

2. TexHu4ecko npeJioxKeHue, B KOETO YIACTHUILIUTE MMOCOYBAT JIEKAPCTBEHUTE MPOIYKTH 32
KOWTO y4acTBaT, KAaKTO U MPUTEKATEITUTE HA Pa3peIIeHUETO 3a yroTpeda, ¢ YMUTO MPOTYyKTH yJacTBaT.
Y4YacTHUIIUTE Clie[[Ba a MONBIHAT U APYTUTE TMOJEeTa 3a/JaeH! BbB ¢opMaTa, KaKToO M Jla Tocovat
€JIIEKTPOHEH aJpec, Ha KOMTO € JOCThIIHA KpaTKaTa XapaKTepHUCTUKa Ha CHOTBETHHUS JIEKapCTBEH
MpoayKT. KbM TEXHHUYECKOTO NPEUIONKCHHE CIIe[Ba J1a CE NPUJIOKH KOIHME Ha JCKIapaius OT
MIPUTEKATENS Ha Pa3pelIeHHeTo 3a yrnoTpeda WM MPOU3BOIUTENAT Ha JICKAPCTBEHUS MPOAYKT, Ue€ €
3aIl03HAT C W3WCKBAaHUATA KbM JICKAPCTBEHHUTE IMPOJIYKTH, KAaKTO M C MOCOYCHHTE B IMpOIeIypaTa
KOJIMYECTBA 3a TO3W JICKAPCTBEH MPOJYKT, KAKTO U Y€ € ChITIACeH JIEKapCTBEHUS MPOAYKT Ja Oble
odepupaH OT yyaCTHUKA B TIpolieaypaTa (CBOOOEH TEKCT);

3. BeB ¢opmara ,Ilpenjaranu umeHoBM nmapaMeTpu'’' yYacTHHKBT IOIMBJIBA LIEHOBOTO CH
MpeUIOKEHUE 3a BCSIKa HOMEHKJIATypa, 3a KOATO y4acTBa. BeB (hopMara ce maBa BB3MOXKHOCT Jia Ce
MOMBIIHU IIEHa CcaMO 3a JIEKaPCTBEHHUTE TMPOIYKTH, KOHUTO ca TMOCOYEHH B ,,[€XHHYECKOTO
npeaiokeHne . Y4acHUKbT mocouBa I1ieHa Ha eamHuia Mspka 6e3 J[JIC. Enextponnara cucrema
aBTOMATUYHO M3YMCIIsBA eqUHUYHATA 1leHa ¢ BKIo4YeH J[JIC. Ako y4acTHHKBT BbBEJE IIeHA, KOSITO €
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mo-Bucoka ot pedepentHara B akryannus [1IJIC, [Ipunoxenne Ne 2 kbM MOMEHTa Ha BBBEXKJIAaHE HA
IIeHaTa B CHOTBETHOTO TOJIE, CHCTEMarTa Ie Hu3Bene WH(OpPMAIMOHHO choOIeHue ¢ pedeHTHaTa
CTOMHOCT 3a 1 MepHa eIMHULIA OT JIEKAPCTBEHMSI IPOYKT, OLIBETEHO B YEPBEH LIBSAT.

Pedepentnara croiinocT Ha 1 Op. Mspka (Hammpaia ce Ha ekpaH ,,[Iperiien Ha yciaoBusTa®) e
nenara 3a 1 Op. mspka c¢ BxiaroueH JIJIC u e u3uuciieHa KaTo ChOTHOLICHHE Mexny Pedepentnara
croitHoct Ha DDD/TepaneBtuuen kypc (koimona L B Ilpunoxkenue Ne 2 mwa IIJIC) m
DDD/Tepanestuuen kypc (konona I B [Ipunoxxenne Ne 2 na I1JIC), kakTo crnenBa:

PedepenTnara croitnoct Ha DDD/TepaneBtuuen kype
Pedepentna croitnoct Ha 1 Op. Mapka =- L e EE PR
DDD/TepaneBTudeH Kypc

Bazkno!!! YyacTHunuTe ciaenBa qa uMar npeaBul, 4e B clydaid, ue odeprupaHaTa OT TAX IieHa
3a equaMNa Msipka cbe JIJIC HagBumiaBa rieHaTa, mocodeHa B KojoHa ,,PedepentHa croiinoct Ha 1 Op.
Msipka, cbriiacHo [IJIC*, EnexktponHara cuctema, e A0IyCHe y9acTHUKA J1a 1o1ajie peayioxkenue. B
Cily4al, Y€ yYaCTHHKBT XKejae Ja s MPOMEHH, TOM clie[[Ba JIa HapaBHu MPOMsHA HA BEY€ M0J1aIEHOTO
MpeIoKEHNE, IPU Clla3BaHe Ha MHCTPYKIUUTE OMHCAaHU B PHKOBOACTBO 3a moTpedbutens (ThbproBIH
Ha eJ[po), Hepa3AeJIHa YacT OT HACTOsIIaTa JOKYMEHTAIIHS.

B cayuaii, ye neHara He Ob/ie IPOMEHEHA U OCTAHE IO-BHCOKA OT CTOMHOCTTA, IOCOYEHA B
KoJioHa ,,PedepenTHa croiiHocT Ha 1 Op. mspka, cbriaacuo IIJIC“ 3a Ta3m HOMeHKJATypa,
YUYACTHHUKBT IIe Ob/le OTCTPaHeH OT NMpoueaypara.

EnuanuynaTa kpaiiHa meHa cieiBa na Objae B Owirapcku neBa 0e3 u ¢ BkimoudeH [JIC u na
BKJIFOYBA BCUYKH Pa3X0Jiv, CBbP3aHH C JOCTaBKATa JO0 MACTOTO HA U3ITbJIHEHHUE: OITAKOBKA, TPAHCIIOPT,
3aCTPaxOBKH, MUTHH COOPOBE, TAKCH.

YACT III. CKIIIOYBAHE HA PAMKOBO CIIOPA3YMEHUME, YPE3 EJIEKTPOHHA
CUCTEMA 3A 3AKYIIYBAHE HA JIEKAPCTBEHU ITPOAYKTHU 3A HYXKXIUTE HA
JIEYHEBHUTE 3ABE/IEHUA B PEITYBJIUKA BbJII'APUS.

PesyararbT OT mpoBeXJaHETO Ha HaAcTosIllaTa MpOLEeaypa € CKIIOYBaHE Ha pPaMKOBH
CIIOpa3yMEHMsI IO OTJEIHUTE HOMEHKJIATYPH, C KOUTO 1€ CE ONPEAEIAT YCIOBUATA, IO KOUTO ILIE CE
n30upa U3IIBIHUTEN 10 BCEKH KOHKPETEH JOrOBOP 3a A0CTaBKa Ha JIEKapCTBEHU MPOAYKTH, Bb3 OCHOBA
Ha MPOBEJICH BhTPEIIeH KOHKYPEHTEH U300p WM MMOKaHa 3a JoIIbJIBaHe Ha odepTara.

3a Bcsika HOMeHKJaTypa oT TexHuueckara creuuukanus e ObJe CKIYEHO PaMKOBO
CIIOpa3yMEHHE C IOBEYE OT €AUH U3IBbIHUTEIN, aKO Ca HAJTUIIE [TOBEYE OT €IMH KJIIACUPAaHHU YYaCTHHIIH.
MakcuMaaHUAT Opol YYacTHULIM, ¢ KOUTO 1€ ObJie CKIIOUYEHO PaMKOBO CIIOpa3yMEHME 3a BCsKa
OT/IeJTHAa HOMEHKJIaTypa 11ie ObJie ONpeieNsiH, Py Clla3BaHe Ha CIEeIHOTO MPaBHUJIIO:

3a U3NBJIHUTENM CE ONpPENesIT YYaCTHUKBT MPEUIOKHUI Hall-HUCKA LIEHA U BCUYKU JPYTH
YYaCTHHUIH, IPEAJIOKUIN LIeHa, KosITO € 10 10 % mo-Bucoka OT Hali-HUCKaTa NPEeJIOKEHa 1IEHa, HO HE
c nosede oT 10 u3mbIHUTENH.

PamkoBOTO criopasymeHue Moxe Ja 0b/ie CKIIFOYEHO caMO C €UH M3ITBJIHUTEN aKo € HaJIULe
caMo €IMH Y4aCTHHK, 32 KONTO HE ca HAJIMUIE OCHOBAHMATA 32 OTCTPAHABAHE, IOCOYEHH B HACTOSIIATA
JOKYMEHTAIUs; KOMUTO OTroBaps Ha KPUTEPUUTE 3a OJ00P; WU € HAJHUIIE CaMO €/IHO MpeJIoKEeHHE,
KOETO OTroBaps Ha IPeIBAPUTEIIHO OOSIBEHUTE YCIIOBHS HA BB3JIOXKUTEIIS.

Crnen ckiroYBaHe Ha PaMKOBO CIIOpa3yMEHHE 3a BCEKH KOHKPETEH JIEKapCTBEH MPOJYKT HE ce
JIOTTYCKa BKJIIOUYBAHETO HA HOBU U3ITBIHUTEIN.

N300pbT Ha U3IIBJIIHUTENN IO PAMKOBHUTE CIIOpa3yMeHHUsI i€ Ob/ie U3BBPILEH Clie/] TPOBEKIaHEe
Ha €JIEKTPOHEH THPr o pena Ha wi. 89-91 ot 3011, upe3 Enextponnara cucrema. [IpoBexxganeTo Ha
€JIEKTPOHHUS THPI 1€ Ce MPEIXoXJa OT MbpBOHAuYalHa OLIEHKa Ha O(pepTUTE B CHOTBETCTBHUE C
n30paHusl KpUTEpHUl 3a Bb3JlaraHe — Hal-HHUCKa LieHa. Jlo ydacThe B €JIeKTPOHHHUS THPr lie Obaar
JIOTyCHATH YYaCTHULIUTE, YMMTO MPEAJIOKEHUS OTTroBapsT Ha HM3UCKBAHHATA Ha BB3JIOKUTEIS,
[IOCOYEHH B HACTOSIILIATA TOKYMEHTALIMS.
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EHCKTpOHHI/ISIT THPr, W€ CC IMPOBEKAa CHC CThIIKA 3a HaMaJIIBAHC Ha II€HAaTa B pasMEp Ha

0.05% (uyna ussto myna mer mpouenTa). IlpuaaraHeTo Ha CTBIIKATa, BOAM O HAMAIABaHE Ha
lleHaTa 3a eIMHMIA MSApPKa, NPEIIoKEeHa OT ChOTBETHMS YYACTHUK C MPOLECHTA Ha cThOkara. [lpu
CJIE/IBAIIIO MPUJIAraHe Ha CTHIKATA, MPOLEHTHT Ha CTHIIKATA CE M3UMCIIABA Ha 0a3za Beue HamajeHaTa
OT Y4acTHHKA B €JIEKTPOHHMS ThPIr LieHa. [Ipeau cTapTUpaHe Ha €NEeKTPOHHHS ThPT, JOIYCHATHTE
YYaCTHUILIMTE TI0JIy4aBaT MOKaHA, B KOATO € IOCOYEHO BPEMEHHOTO MM KJIACHpPaHe, B PE3y/ITaT Ha
I'bPBOHAYAHATA OlLIEHKA Ha odepTuTe UM. EJeKTPOHHHMS THPT Iie 3all04HE HE MO-PaHO OT 2 PabOTHHU
JIHH, cIIe/l 1aTaTa 3a M3MpallaHe Ha MOKaHaTa. B paMKuTe Ha NPOBEKIAHETO HA CIEKTPOHHHS ThP,
BCEKM €/IMH YYAaCTHHK, 1€ MOKE JIa BHYK/Ia BDEMEHHOTO CH KJIACHPAHE B ThPIa, KaKTO U MPeUI0kKeHaTa
KbM MOMEHTA Hali-HHCKaTa lieHa. EIeKTPOHHHUSAT ThpT L€ IIPUKIIIOYU C HACTHIIBAHE HA 4achT M JaTara
II0COYEHH B MOKAHATA.

CJiel1 POBEXKIAHETO HA EIEKTPOHHHUS THPT 38 BCEKH JIEKAPCTBEH TIPOYKT, 000COOEH B OT/IEIHA
HOMEHKJIATypa Iie ObJie CKIIOYEHO PAMKOBO CIIOPa3yMEHHE PH CTa3BaHe Ha IPaBUIIATa II0COYEHH TO-
rope. EiekTpoHHaTa cHCTEMA JIOMYCKA CKIIFOUBAHETO Ha €IHO PAMKOBO CIIOPa3yMEHHE M0 MOBEYE OT
e/lHa HOMEHKJIATypa.

Bb3 0CHOBa Ha IIPOBE/IEHATA TIPOLIETYPa Ie OBIAT CKIIOYEHH PAMKOBH CIIOPa3yMEHHsI, B KOMTO
HE ca ONpeJieicHd BCHYKM yCJIOBUsA. Bb3 OCHOBa Ha BCAKO PAMKOBOTO CIIOpasyMeHHE JIe4eOHOTO
3aBeJICHNUE - BB3JIOKMTEI IE CKIIF0YBA IOTOBOP/I0TOBOPH Ha CTOMHOCT, ChOOpa3eHa C HEFOBUTE HY KU
¥ B paMKHTE Ha OIO/IKETa My.

JIOroBOpUTE MO PAMKOBUTE CIOPa3yMEHHs IIE OBJAT CKIIOYEHH CIEJ MPOBEKIAHE Ha
TIpOLIEyPH 110 BHTPElIEH KOHKYPEHTEH M300p/ 10NbiBaHe Ha oepTa U NPOBEKIAHE Ha CICKTPOHEH
Thpr. EJEKTPOHHHAT THPr HAa €Tal BbTPEIICH KOHKYPEHTEH HM300p 3amodsa cliell OTIpaBeHa OT
J1e4eGHOTO 3aBeleHMe — BB3JI0KMTE] MOKaHAa M Clie]l M3BbPIIBAHE HA MbPBOHAYAIHA OLCHKA Ha
odepruTe. ENeKTPOHHMUS THPT HA €Tall BhTPEIEH KOHKYPEHTEH U300p 3a1104Ba OT IIEHUTE, Bb3 OCHOBA
Ha KOUTO € CKIIFOYEHO PAMKOBO CHOPa3yMEHHE C U3IbIHUTEIIHTE.

B ciryqauTe, KOTaTo 3a KOHKPETEH JIEKAPCTBEH MPOIYKT € CKIIFOUEHO PAMKOBO CIIOPa3yMEHHE ¢
€/IMH M3ITBIIHUTEI, JIEYeOHOTO 3aBeICHHE — BB3II0KHUTEN CKIIF0UBA IOTOBOP, CJIE/ OTIIPABEHa OKAHA 3a
nonbiBane Ha oeprara. B To3m ciydaii He Moye 1a OB CKIIOYEH JOTOBOP HA IIEHA MO-BUCOKA OT
JIOrOBOPEHATA [0 PAMKOBOTO CIIOPa3yMEHHE.
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