MPOTOKO/ 3/06.01.2016 T.

[Hec, 06.01.2016r., B 10:004., B crpagara Ha ,,KOmMnieKceH OHKOMOMMYeH LeHTbp - [noBans”
EOOQ/, Haxopgsrua ce B rp.llnosams, 6yn.,,.Bacun Anpunos” Nel5a, ce cbbpa Komucus 3a nposexxaaHe
Ha OTKpuWTa npoLeaypa 3a Bb3niaraHe Ha 06LlecTBeHa nopbyka ¢ npeamert: ,,JloctaBka Ha OHKO/IOrMYHM
NeKapCcTBeHN MPOAYKTU 3a Hy>XauTe Ha ,,KoMnjekceH OHKonoruyeH ueHtvp - [Mnosams” EOO/ no
060c06eHn no3uuun”, HasHadeHa cbc 3anoseg Ne 285/03.12.2015r. Ha ynpasutens Ha ,,KOL| -
Mnosgns” EOO/L, B CcbCTaB:

MPEACEOATEN: aps. EneHa duneBa - BbHLUEH HOPUAMYECKM KOHCynTaHT B ,,KOL, -
Mnosgus” EOO/,

UJ/IEHOBE:

1 VBa MNaHalioToBa - opuckoHcynT B ,,KOL, - Mnosams” EOOL,

2. EkaTepuHa MaHueBa - MKOHOMUCT ,,06LLecTBeHN nopbyku” B ,,KOLL - Mnosaus” EOOL;
3. [lopa boxkkosa - nom. thapm. B Anteka Ha ,,KOL| - Mnosans” EOOL,

4. Nopa Mbokesa - Mar. (hapMalesT, 3aM. yrnpasuten B Anteka Ha ,,KOL, - Mnosauns” EOOL.

PE3EPBEHW/ Y/1EHOBE:
1 Jlo3ka Kauapcka - ekcnept ,,TP3” B ,,KOL, - Mnosans” EOO/,
2. afB. FOnvnaH KoBayeB - BbHLUEH HOpPUAMYECKM KOHCYNTaHT B,,KOL, - MNnosame” EOOL.

Komuncusata KoHcTaTupa, Ye HAMa NpomeHn B Aeknapupanute no ya. 35 ot 3001 gaHHU v cnedga
[la NpoAb/MKM paboTaTa cu.

Ha ocHoBaHue un.68, an.10 ot 30l Komucuata NpucTbny KbM pasriexapaHe Ha JOMbAHUTENHO
npeacTaBeHUTe AOKYMEHTWU, M3UCKaHW OT YYaCTHUUMTE Ha NPeauLIHOTO 3acefaHune Ha KomucusTa C
Mpotokon Ne 2/22.12.2015r. nsnpaTteH Ha yyacTHULUMTe Ha 23.12.2015 1, cbriacHo yi.68, an.8 n 9 ot
301, KakTo cneaga:

1. ,,ToproBcka nura - HaumoHaneH anteyeH uUeHTLP” AL - ¢ Bx.Ne 2481/28/12.2015r.
npeacTassa B onpefeneHnsa oT Komucuata CpoK CnefHuTe JOKYMEHTH:

11. ,Toproecka nura - HauuoHaneH anTteyeH UeHTLP” A/Jl nNpeacTaBd CNUCHK Ha YCayruTe,
N3BBPLLEHN Npe3 nocnegHuTe 3 (Tpu) rognHu - 2012r., 201 3r. n 2014r., KOUTO ca eAHaKBU UM CXOAHM
C npefAMeTa Ha nopbykarta curi. T. 8.7.8.4 o1 [lokyMeHTaumsTa 3a yvacTue.

KomucuaTa KoHCcTaTvpa, Ye YYaCTHUKBLT € MpefCcTaBu/i B ONpefeneHns CPOK BCUYKM U3NCKaHU
[LOKYMEHTWN.

KbM HacTodAwma eTan oT npoueaypara Komucmata KOHCTaTMpa Nb/IHO Ha/lnune U pefoBHOCT Ha
npeactaseHnte B IMank Nel pokymeHTW. llopagy KOeTo Jonycka y4yacTHMKa ,, TbproBcka nura -
HaunoHaneH anteyeH ueHTbp” AL 0 cnefBalymsa eTan oT NPOBeXAaHeTo Ha npoleaypara.

2. ,,Ekopapm” EOO/ - ¢ BX. No 2482/28.12.2015r. npefcTasa B onpefeneHns ot KomucusaTa
CPOK CNefHNTe JOKYMEHTU:

2.1. Y4aCTHMKBT NpefcTaBd HOBa KOPEKTHO MOMb/HEHA Aeknapauus no yn.23, an.d ot 3akoHa 3a
NIeKapCTBeHNTE MPOAYKTU B XyMaHHaTa MefuunHa, cbri. 1.8.7.8.8. oT [JoKyMeHTauuATa 3a yyacTue.

2.2. YYaCTHMKBLT NpeAcTaBA HOBa KOPEKTHO MOMb/HeHa [eknapauus, 4Ye npepiaraHata oT
yyaCTHMKa LieHa He e MO-HMCKa OT LeHata Ha Mpov3BOAWTENA W Ye He HaABuLlaBa npefesHo
JonycTtmara, CbrlacHO M3NCKBaHMsATa Ha Hapeaba 3a npefesiHn LeHU Ha paspelueHunTe 3a ynoTpeba
NeKapcTBeHW NPOAYKTU, KaKTO 1 Ye npefnaraHara LeHa He HaBuLLaBa LieHW, NoCOYeHU B MO3UTUBHUSA
NEeKapCTBEH CMMUCbK Ha MWHUCTEPCTBO Ha 3[paBeonasBaHeTo W/Man pediepeHTHUTE CTOMHOCTM Mo
H3O0K, cbrn. 1.8.7.8.9. o1 JJoKymMeHTaLmMATa 3a yyacTue.

2.3. Y4YaCTHUKBT MpefCcTaBs HOBa KOPEKTHO MOMb/IHEHA AeKnapauus, Ye oepupaHnTe LeHu ca B
CbOTBETCTBME C AbPXKaBHUTE perynvpaHn LeHwn, cbrn. 1.8.7.8.11 oT [JoKyMeHTaLmaATa 3a y4yacTue.

2.4. YYaCTHUKBT NpefCcTaBs HOBa KOPEKTHO MOMb/IHEHA [eKnapaumsa 3a npueMaHe Ha KnaysuTe B
NnpoeKTa Ha 4orosopa, cuvr. T. 8.7.8.17 oT JJokymMeHTaumATa 3a y4yacTue.

2.5. YYaCTHUKBLT NpeacTaBa HOBa KOPEKTHO MOMb/HEHA [eKnapauusa 3a CPoK Ha Ba/IMAHOCT Ha
ohepTarta, He No-Masiko ot 120 aHK, cbrn. T.8.7.8.18 oT [JoKyMeHTaumsATa 3a yyacTue.



2.6. YYaCTHMKbLT MNpefcTaBs HOBa KOPEKTHO MNOMb/HeHa Aeknapaums 3a OCTaTbyHUA CPOK Ha
rOfHOCT Ha /leKapcTBaTa, KOWUTO LLe ce [0CTaBAT - NoHe 50 % OT CpoKa Ha rofiHOCT Aa € OCTaTbyeH
cnpsMo gataTa Ha goctaskata ([MpunoxkeHne Ne 11), cwvrn. 1. 8.7.8.19 o1 [loKymMeHTauusTa 3a yyacTtue.

2.7. YYaCTHUKLT MpefcTaBA HOBa KOPEKTHO MOMb/IHEHA AeKnapauus, ye OTroBaps Ha BCUYUKK
M3NCKBaHWUA cbrnacHo 3/IMXM, oTHOCMMK KbM NpeAMeTa Ha HacToswata 06LLecTBeHa MNopbyKa, Cbrl.
T. 8.7.8.20 oT [loKymeHTauusTa 3a yyacTue.

Komucuata KoHcTaTmpa, Ye y4aCTHUKBLT e MpeAcTaBu B OMpefesieHns CPOK BCUYKU U3UCKaHU
[LOKYMEHTWN.

KbM HacToAwma eTan oT npouegypara Komucuara KOHCTaTMpa Mb/HO Ha/ivyve 1 pefoBHOCT Ha
npeactaseHuTe B Mank Nel gokymeHTW. opagn KoeTo fomycka yvacTHuka ,,Ekothapm” EOO/L, no
crefalusa etan OT NPOBEXAHETO Ha npoLeayparta.

3. ,,Cothapma TpenauHr” AL —c BXx. Ne 2485/28.12.2015r. npeactaBs B OnNpeaeneHvs ot
KomucuaTa cpok cnefH1Te LOKYMEHTU:

3.1. Y4aCTHUKbBT e npeAcTaBu NNLEH3MA No Yn. 32 oT 3aKoHa 3a KOHTPO/ BbPXY HapKOTUYHUTE
BeLLeCTBa 1 NPeKypcopuTe BB (hopmara Ha HoTapuasiHO 3aBepeHOo Korve.

KomucuaTa KOHCTaTuUpa, Ye YYaCTHUKbLT € MpefcTaBun B OnpeAeneHns CPoK BCUYKWU M3UCKaHU
[IOKYMEHTWN.

KbM HacTodAwma eTan oT npoueaypata Kommncuata KOHCTaTupa Mb/HO HaIMYMe 1 PeloBHOCT Ha
npegcraseHnTe B Mk Nel gokymeHTW. Mopaam KOeTo fonycka yyacTHuka ,,Cothapma TperianHr” AL,
[l0 cneBallma eTan oT NPOBeXXAaHeTo Ha npoLeaypara.

4. ,,Anta ®apmactotukbic” EOO/ -¢ Bx. Ne 2491/29.12.2015r. npefcrassa B onpeaeneHns ot
KomucuaTa cpok cnegHUTe JOKYMEHTU:

4.1. Y4aCTHUKBLT NpefCcTaBa HOBa KOPEKTHO MONb/IHEHA AeKnapauna no yn. 23, an. 4 o1 3aKoHa 3a
NeKapCTBEeHUTE MPOAYKTU B XyMaHHaTa MeuunHa, curn. 1. 8.7.8.8. oT [JoKyMeHTaLmATa 3a y4acTue.

4.2. ,Anta ®apmactotnkbnc” EOO/[, npefctaBd HOBa KOPEKTHO MOMb/HEHA Aeknapauus, 4e
npegnaraHata OoT Yy4YaCTHMKA LieHa He e MOo-HWUCKa OT LieHaTa Ha NPOW3BOAUTENA U Ye He HafBullaBa
npegenHo Aonyctumara, CbrnacHO M3MCKBaHWATa Ha Hapeba 3a npefenHu LeHW Ha paspeLueHnTe 3a
yrnoTpeba lekapCTBEHN MPOAYKTU, KaKTO W Ye MnpefnaraHaTa LieHa He HajBullasa LeHW, MOCOYeHU B
MO3UTUBHUA /IEKapPCTBEH CMUCBbK Ha MMWHMCTEPCTBO Ha 3[paBeonasBaHeTo W/MNN  petiepeHTHUTE
cToinHocTM no H3OK, cbrn. cbrn. T. 8.7.8.9. oT [loKyMeHTauusTa 3a yyacTue.

4.3. YU4aCTHMKBT MpeLCcTaBs HOBa KOPEKTHO MOMb/IHEHa AeKnapauus, Ye ogepupaHnTe LeHu ca B
CbOTBETCTBME C AbPXKaBHUTE perynuvpaHun LeHun, covr. 1. 8.7.8.11 ot [JokyMeHTaumaATa 3a yyacTtume.

4.4, Y4YaCTHUKBLT NpeACcTaBa HOBa KOPEKTHO MOMb/IHEHA Aeknapauumsa 3a npueMaHe Ha Knaysute B
NpoeKTa Ha foroeopa, curi. 1. 8.7.8.17 ot [lokyMeHTauuaTa 3a y4yactue.

4.5. Y4YaCTHMKBT NpefcTaBa HOBa KOPEKTHO MOMb/HEHA [eKnapauns 3a CPOK Ha BaIMAHOCT Ha
otbeptara, He No-masiko oT 120 AHKM cbr/l. T. 8.7.8.18 oT [JoKyMeHTauusTa 3a yyacTue.

4.6. Y4YaCTHMKLT MpefCcTaBA HOBa KOPEKTHO MOMbJ/IHEHA [AeKnapauma 3a OCTaTbyYHUA CPOK Ha
rOfHOCT Ha NeKapcTBaTa, KOUTO LUe ce AO0CTaBAT - noHe 50 % OT CpoOKa Ha roAHOCT Aa € OcTaTbyeH
cnpsmMo gataTa Ha goctaskarta ([MpunoxkeHne Ne 11), curn. T. 8.7.8.19 oT [loKkyMeHTaumaTa 3a yvacTue.

4.7. Y4aCTHMKBLT NPeAcTaBa HOBa KOPEKTHO MOMb/HeHa Aeknapaums, ye OTroBaps Ha BCUYKM
N3NCKBaHUA cbrnacHo 3/1MXM, OTHOCUMM KbM MpeaMeTa Ha HacTosLaTa 06LLecTBeHa NopbyKa ChIl.
T. 8.7.8.20 oT [loKymMeHTaLMATa 3a y4yacTue.

KomucuaTa KoHcTatupa, Ye YYaCTHUKbLT € MpefcTaBun B OnpefeneHns CPOK BCUYKWU M3UCKaHU
[LOKYMEHTWN.

KbM HacTodawma eTan oT npoueaypara Komucmata KOHCTatMpa Nb/IHO Ha/lnune U pefoBHOCT Ha
npegcrtaseHnTe B MNnk Nel gokymeHTW. lopagn KOeTo Jonycka yvyacTHuKa ,,Anta ®apmacioTUKbAC”
EOQ/, no cneagawms etan oT NPOBEXAAHETO Ha npoueaypara.

5. ,Megekc” OO[ - odepta ¢ BX. No 2492/29.12.2015 r. npeacTaBs B ONpeaeneHus Ot
KomucuaTa cpok cnegHnTe JOKYMEHTU:

51. YyaCcTHUKBLT e npefcrtasun npoekt Ha pgorosop (MpunoxkeHne Ne 12) ¢ MNOMbAHEHU
aAMWUHUCTPATMBHUTE AaHHW HA YYACTHUKA.

5.2. KomucuaTa KoHcTatumpa, Ye B onpedeneHns CpoK, YH4aCTHUKLT He e NpeacTaBu paspeLleHve
3a ynotpeba B Penyb6nvka bbarapus, nsgageHo no pega Ha 3/TMXM mnnu PernameHT Ne726/2004 r. Ha
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ENM, BanmaHo 3a 2015 r., npuapy>XeHO OT KpaTKo onucaHue 3a 060cobeHa nosuums Ne 4 Erythropoietin
10 000 LU cwvrnacHo msmcksaHuATa B T1.8.7.8.3. oT [loKymeHTaumsaTa 3a yyactuve - ,,PaspelleHune 3a
ynotpe6a B Penybnunka bunarapus, nsgageHo no pega Ha 3/TMXM nnu PernameHT Ne726/2004 r. Ha EI,
BaimaHO 3a 2015r., Npuapy>XeHo OT KpaTKo onucaHue. B cnydyail Ha M3TMYaHE Ha CpoOKa Ha
paspeLleHneTo 3a yrnoTpeba Ha /1ekapCTBeH MPOAYKT Mpe3 CbOTBETHATA rOfMHA, 3a KOATO Ce MpoBexza
obLecTBeHaTa NOpPbUKa, YYaCTHUKDLT CrieflBa Aa npeactasu Aeknapaums no yn.55, an.6 ot 3/IMXM, ve
obepuvpaHNTe KO/MMYECTBA OT JIEKAPCTBEHUS MPOAYKT Ca Ha/IMYHW KbM MOMEHTa Ha MojaBaHe Ha
opepTata. O6GXBaTHT Ha paspelleHVeTo, CbOTBETHO Ha [eknapauusta, Tpsbsa fa CbOTBETCTBA Ha
npeLMeTa Ha nopbyKara.”

ETo 3awo u Ha ocHoBaHMe 4n.69, an.l, 1.1 ot 30I1, Komucuata pewn - OTCTPAH/IBA
~MEAEKC” OO/l no oTHoLWleHMe camo Ha 060cobeHa nosuums Ned Erythropoietin 10 000 LU ot
nocnefalynTe etanu B NpoLeypaTa, KakTto 1 B3e peLleHue, Ye He criefBa 0TBapsHe U pasrnexiaHe Ha
cboTBeTHUTE MAnK Ne2 1 Ne3 3a 060cobeHa no3nums Ned.

KomucuaTa KoHcTatupa, Ye YYaCTHUKBLT € NPeAcTaBu/il B OMpefeneHns CPOK BCUYKK OpYru
N3NCKaHWN JOKYMEHTH.

KbM HacTodwma eTan oT npoueaypara Komucmata KOHCTatMpa Nb/IHO HaIMYme N PelOBHOCT Ha
npeactaseHmTe B MMk Nel gokymeHTW. Mopafm Koeto gonycka ydvacTHuka ,,MEAEKC” OO/ po
crefiBalLms etan OT NPOBEXJAHETO Ha NpouedypaTa 3a ocTaHanTe 060CO06eHN NO3nLUN.

6. ,,Kanutan tapm” EOO/[ -c BXx. No 2499/29.12.2015 r., npeacrtaBa B OnpefeneHus OT
KomucuaTa cpok cnegHnTe JOKYMEHTU:

6.1. Y4aCTHMKBLT e nNpeACTaBU/l KpaTKa XapakTepuCTUKa 3a JIeKapCTBEHUTe MNPOAYKTU OT
o6ocobeHa nosmuma Ne69 Zolendronic acid, cbrn. T1.8.7.8.3. 0T [OKymeHTauusTa 3a y4yactue -
»PaspelleHne 3a ynotpeba B Penybnunka bvarapus, usgageHo no pega Ha 3/1NMXM wnn PernameHt
No726/2004r. Ha EM, BaimpgHo 3a 2015 roguHa, NpUAPY>XEHO OT KpaTko onucaHue. B cnyyai Ha
M3TMYaHe Ha CPOKa Ha pa3peLLeHVEeTO 3a yrnoTpeba Ha IeKapCTBEH MPOAYKT Mpe3 CbOTBETHATA FOAMHA,
3a KOATO Ce MnpoBexfja o6LiecTBeHaTa Mopbyka, YYaCTHUKBLT cfiedBa fa MNpeicTtaBu Aeknapauus no
4n.55, an.6 ot 3/IMMXM, Ye odepupaHNTe KO/MYeCTBA OT /IEKAPCTBEHMA MPOAYKT Ca Ha/IMYHU KbM
MOMeHTa Ha nojasaHe Ha oeprtata. O6XBaTbT Ha paspeLleHNeTo, CbOTBETHO Ha [eKapaunsaTa, Tpsadsa
[la CbOTBETCTBA Ha NpeMeTa Ha nopbyKarta.”

KomucuaTa KoHCcTatupa, Ye YYaCTHUKbLT € MpefcTaBui B OnpefeneHns CPOK BCUYKU U3UCKaHU
[LOKYMEHTW.

KbM HacToAwuma eTan oT npoueaypaTta Kommucuata KoHCTaTMpa Nb/HO Hanume 1 pefloBHOCT Ha
npeactaseHnTe B Mank Nol gokymeHTW. opafu KOEeTo Jonycka yyacTHukKa ,,Kanutan gapm” EOO/,
[l0 cneaBalLma eTan OT NPOBeXaHeTo Ha NpoLeaypara.

7. ,,Ton xocnutan Cbpeuc” AL ¢ Bx. No 2503/29.12.2015 r. npeacTtaBs B OonpefeneHus ot
KomucuaTa cpok cnegHnTe JOKYMEHTU:

7.1. YYaCTHUKBT e NpefcTaBuU/ KOPEKTHA AeKnapaunsa - cnpaska Ha YCnyrute, U3BbPLUEHU Mpes3
nocnegHute 3 (Tpn) roguHu - 2012r., 2013r. n 2014r,, KOATO Ca eAHaKBN WM CXOAHM C NpeameTa Ha
nopwykara, corf. 1.8.7.8.4. oT [loKyMeHTaumATa 3a y4actue.

KomucuaTa KoHcTatupa, Ye YYaCTHUKbLT € MpefCcTaBui B OnpefeneHns CPOK BCUYKWU U3UCKaHU
[LOKYMEHTWN.

KbM HacToAwuma eTan oT npoueaypata Komucuata KoHCTaTupa Mb/HO Ha/lnume 1 pefloBHOCT Ha
npegcrtaseHnTe B [Mank Nel gokymeHTW. [Mopaam KOeTo Aonycka yyacTHuKa ,, Ton xocnutan Cobpeuc”
A/l o cneagallna eTan oT NPOBEXAAHETO Ha npoLiefypara.

8. ,,PapmHeT” ALl -c BX. No 02/04.01.2016 r. npeactasa B onpefeneHus ot Komucumsata cpok
CNnefHNTE JOKYMEHTMU:

8.1. YuaCcTHMKBLT e NnpeAcTaBus paspelleHune 3a ynoTpeba B Peny6nivka bbarapus, usgageHo no
pefa Ha 3/1MXM unu PernameHT No726/2004r. Ha EIM, BannaHo 3a 2015r., Npuapy>XeHo OT KpaTko
onucaHne 3a 060co6eHn nosmumm Ne 6, Ne 7, Ne 12, No 13, Ne 14, No 21, Ne 22, Ne 23, Ne 24, Ne 27, Ne
29, Ne 30, Ne 31, Ne 33, Ne 35, Ne 37, Ne 38, Ne 39, Ne 40, Ne 41, Ne 42, Ne 43, Ne 44, Ne 45, Ne 46, Ne 47,
Ne 48, Ne 49, Ne 54, No 61 1 Ne 64. B cnyuvali Ha n3TMYaHE Ha CPOKa Ha paspeLleHMEeTo 3a ynoTtpeba Ha
NeKapCTBeH MNPOAYKT Npe3 CbOTBETHATa FOAMHAE, 3a KOATO Ce MpoBexaa obLiecTBeHaTa Mopbuka,
YYaCTHUKbLT cnefBa fda npefcTtaBn feknapaums no un. 55, an. 6 ot 3/IMXM, 4ye odepupaHute
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KOMMYeCTBa OT /IeKapCTBEHNA NPOAYKT Ca HA/IMYHN KbM MOMEHTA Ha MofjasaHe Ha ogepTata. O6xBaTsT
Ha paspeLleHneTo, CbOTBETHO Ha fAeKnapauuaTta, Tpsbsa Ja CbOTBETCTBA Ha MpegmeTa Ha MopbykKara,
cbrn. 1.8.7.8.3 ot JJoKymMeHTaumaTa 3a y4yacTtue.

KomucuaTa KoHCcTatvpa, Ye YYaCTHUKLT € NPeAcTaBui B ONpefeneHnsa CPOK BCUYKWU U3UCKaHU
[IOKYMEHTWN.

KbM HacToAwma eTan oT npouesypata KoMucmaTa KOHCTatupa Mb/HO Ha/lnymne U pefoBHOCT Ha
npeacrtaseHuTe B IMnuk Nel pgokymeHTW. [lopagn KOeTo gonycka y4yacTHuka ,,PapmHetr” ALl no
cnefBallua eTan OT NPOBEXJAHETO Ha npoLenypara.

9. ,,®Papkon” AL -Bx. Ne 6/04.01.2016r. npeactasa B onpegeneHus ot KomucusaTa Cpok
crefHuTe JOKYMEHTH:

9.1. YyYaCTHUKbBT e MpefCcTaBW KpaTKa XapaKTepuCTMKa 3a JIEKapCTBEHUTE TMPOAYKTU Mo
obocobeHa no3numa Ned9 Topotecan u o06ocobeHa no3vumsa Ne69 Zolendronic acid, cbriacHo
N3MCKBaHUATa Ha 1.8.7.8.3. 0T [JOKyMeHTauusTa 3a yyactue - ,,PaspelueHne 3a ynotpeba B Penybnuka
Bwnrapus, nsgageHo no pega Ha 3JITMXM unm PernameHT Ne726/2004r. Ha ENM, saangHo 3a 2015r.,
NpUAPY>XeHO OT KpaTKO onucaHue. B cny4ail Ha U3TUYaHe Ha CPOKa Ha paspeLLeHreTo 3a yrnotpeba Ha
NeKapcTBeH MPOAYKT Mpe3 CbOTBETHATa rOAMHA, 3a KOATO Ce nposexga obLliecTBeHaTa MOPbYKa,
YYaCTHUKBT CriefiBa Aa npeactasu geknapaums no yn.55, an.6 ot 3/IMXM, ye oepupaHmTe KonnyecTsa
OT /IeKapCTBEHWS MPOAYKT Ca HaM4YHM KbM MOMEHTa Ha nofaBaHe Ha oeprata. O6xBaTbT Ha
paspeLLeHneTo, CbOTBETHO Ha AeKnapaunsaTa, Tpsbsa Aa CbOTBETCTBA HA MpeAMeTa Ha nopbykaTa.”

KomucuaTa KoHCTaTupa, Ye YYaCTHUKbLT € MpefCcTaBui B OnpefeneHns CPOK BCUYKWU U3UCKaHU
[LOKYMEHTWN.

KbM HacTodawma etan oT npoueaypara Komucuata KOHCTatMpa Nb/IHO HalMvme 1 pelOBHOCT Ha
npeacrtaseHuTe B MMk Nel pgokymeHTW. [lopagn KOeTo gonycka yyacTHuka ,,®Papkon” AL fo
crepalyma etan OT NPOBEXAAHETO Ha npoLeayparta.

10. ,,byn buo - HU3MB” EOCO/ - ¢ BX. No 07/04.01.2016 r. npeactass B ONpegenieHns ot
KomucuaTa cpok cnefH1Te JOKYMEHTU:

10.1. YYaCTHUKBLT e MpefcTaBu/l KOPEKTHO MOMb/IHEH CMUCHK Ha YCnyrute, WU3BLbPLUEHWU Mpe3
nocnegHute 3 (Tpu) roguHu - 2012r., 2013r. n 2014r., KOUTO Ca efHaKBM WKW CXOAHW C NpeiMeTa Ha
nopbykara. lpepoctaBd ce Mo Qopmara Ha YAOCTOBEpeHWe/s, W3LafeHO/HW OT nosyyvaTens Ha
ycnyrata wamM OT KOMMETEHTeH OpraH, WM 4pe3 rnocoysaHe Ha My6/MYeH pPerucTup, B KOWTO €
ny6/11MKyBaHa MH(opMaLmMs 3a ycnyrarta, Cbr. 17.8.7.8.4. OT [JOKyMeHTaumsTa 3a yyacTue.

KomucuaTa KoHCTaTUpa, Ye YYaCTHUKLT e NPeAcTaBui B ONpedeneHns CPOK BCUYKWU M3UCKaHU
[LOKYMEHTWN.

KbM HacTodAwma eTan oT npoueaypara KommucuaTa KOHCTaTMpa Mb/HO HaMYMe U pelOBHOCT Ha
npefctaseHnTe B MNnnk Nel gokymeHTW. lNopagn KoeTo fgonycka ydvacTtHuka ,.byn buo - HLU3IMB”
EOO/ fo cnefpaiyma etan oT NpoBeXAaHeTO Ha npoueaypara.

11. ,,®boHukKCc Papma” EOO[ -c Bx. Ne 21/05.01.2016 r. npefcTtaBs B onpefeneHus ot
KomucuaTa cpok cnefH1Te JOKYMEHTU:

111, Y4aCTHUKBLT e npefcTaBun agMUHUCTPATMBHU CBEAEHUA 3a Y4YacTHWKa cbrn. T.8.7.2. OT
JOKyMeHTaLmaTa 3a yyacTue,

11.2. Y4YaCTHUKLT € NpeAcTaBu/ CrMUCLK Ha NPOU3BOAUTENNTE WM Ha NpUTEXaTenuTe Ha
paspewmnTenHnTe 3a ynotpeba Ha NeKapcTBeHWTe MPOAYKTW MO 060C06eHV MO3VUMK, YMIATO
NeKapCTBEHW NPOAYKTU yYaCTHUKa odepupa, 1 3a KOUTO MPeacTaBs paspeLunTesiHn 3a ynoTtpeba, Cbri.
T.8.7.8.5 o1 [loKymMeHTaumaATa 3a yyacTtue;

11.3. Y4YaCTHUKBLT e NpeAcTaBu/ KpaTKo OnucaHue 3a SIeKapcTBeHUTe MPOoAyKTM no obocobeHa
nosnuma Ne69 Zolendronic acid, cbrn. 1.8.7.8.3. oT [JOKyMeHTaumsATa 3a yvactue - ,,PaspelueHune 3a
ynotpe6a B Peny6nvka bvarapuvs, nsgageHo no pega Ha 3/1TMXM vnun PernameHTt No726/2004r. Ha EIM,
BamMaHo 3a 2015 roavHa, NPUAPYXXEHO OT KpaTKO onucaHue. B cnyyalh Ha M3TMYaHe Ha Cpoka Ha
paspeLLeHneTo 3a ynoTpeba Ha 1IeKapCTBEH MPOAYKT Mpe3 CbOTBETHATA FOAUHA, 3a KOATO Ce NpoBexaa
o6LLecTBeHaTa NopbYUKa, YYaCTHUKBLT CreflBa Aa npeactaBy geknapaums no yn.55, an.é ot 3/IMXM, ve
obepuvpaHUTe KOMMYeCTBA OT JIEKAPCTBEHUA NPOAYKT Ca Ha/IMYHM KbM MOMEHTA Ha MofaBaHe Ha
otheptata. O6GXBaTLT Ha pas3peLleHMeTo, CbOTBETHO Ha [eknapauuarta, Tpsbsa Aa CbOTBETCTBA Ha
npeamMeTa Ha nopbvykarta.”,;



11.4. Y4aCTHUKBLT € NpefcTaBun NNLEH3NA Mo Un.32 oT 3aK0oHa 3a KOHTPO/ BbpXY HapKOTUYHUTE
BeLLlecTBa M NPeKypcopuTe BbB (hopmara Ha HOTapMasIHO 3aBEepPeHO KOMue, CbrlaCHO M3UCKBAHETO Ha
T.8.7.8.7. oT [JoKyMeHTaLuMATa 3a y4acTue,

11.5. Y4aCTHUKBLT € NpeAcTaBW/ KOPeKTHO MoMb/iHeHa Aeknapaums no yn.6, an2 ot 3MUIMI
(MpunoxeHwne Ne6), cbrn. 1.8.7.8.13 ot [loKyMeHTaumaTa 3a yyacTue,;

11.6. Y4aCTHMKbBT NPeACTaBW/I KOPEKTHO MONb/IHeHa Aeknapauusa no yn.d, an.7 n no yn.6, an.s,
T.3 o1 SMUI (MpunoxeHue Ne7), cbrn. 1.8.7.8.14 o1 [loKymMeHTaumaTa 3a yyacTue.

KomucuaTa KoHCTatupa, Ye y4aCTHUKLT € MpefcTaBun B OnpeaeneHns CPoK BCUYUKU M3UCKaHU
[LOKYMEHTWN.

KbM HacTodAwuma eTan oT npoueaypata Komucuata KoHCTaTMpa Nb/HO Ha/inume 1 pefloBHOCT Ha
npeactaseHnTe B [MAnk Nel gokymeHTW. Mopafm KoeTo gonycka yyacTHuUKa ,,®soHuMKe Papma” EOO/
[l0 cneABalLma eTan OT NPOBeXXAaHeTo Ha npoLeaypara.

12. ,VHBekc Tpenguur” AL - ¢ BX. Ne 22/05.01.2016r. npeactaBa B onpefeneHns ot
KomucuaTa cpok cnegHuTe JOKYMEHTU:

12.1. Y4aCTHMKBLT € MpefcTaBWN KpaTKa XapaKTepucTMKa 3a JIeKapCTBeHWUTe MPOAYKTUM OT
o6ocobeHa nosuuma Ned4l Lapatinib n 3a o6ocobeHa nosvums Ned4 Pazopanib, cvrn. 1.8.7.8.3. oT
[okymeHTaumsTa 3a yyactue - ,,PaspelleHune 3a ynotpeba B Peny6simka bbvarapus, nsgageHo no pega
Ha 3/TMXM wmnn PernameHT No726/2004r. Ha EI, BanmngHo 3a 2015 roguHa, Npuapy>XeHo OT KpaTko
onucaHve. B cnyyali Ha M3TUYaHe Ha CpPOKa Ha paspelLeHVEeTO 3a ynotpeba Ha NeKapCTBEH MPOAYKT
npe3 CbOTBETHATA roAMHA, 3a KOSATO Ce npoBexia o6LiecTBeHaTa NOpbYKa, YYaCTHUKLT crefsa fa
npeactasn fdeknapauma no un.b5, an.6 ot 3/TMXM, ye oepupaHUTe KONMYeCTBa OT JIEKApPCTBEHUA
MPOAYKT Ca HA/IMYHM KbM MOMEHTA Ha nofasaHe Ha odeprtata. O6XBaTLT Ha paspeLLeHNeTo, CbOTBETHO
Ha feknapauusaTa, Tpsabsa 4a CbOTBETCTBa Ha NpeAMeTa Ha nopbykara.”

14.2. Y4aCTHUKBT e npefcTaBun 3a 06ocobeHa nosuumsa Ne36 Imatinib 1 3a o6ocobeHa nos3mums
Ne49 Topotecan pa3speLueHue 3a ynoTpeba B Penybnvka bbnrapus, nsgageHo no pega Ha 3/1TMXM mnm
PernameHT No726/2004r. Ha EIM, BanmaHo 3a 2015 r., npuapyXeHo OT KpaTKo onucaHve. B ciyyain Ha
M3TMYaHe Ha CPOKa Ha paspeLLeHVeTO 3a ynoTpeba Ha lekapCcTBeH MPOAYKT Mpe3 CbOTBETHATA FOAMHa,
3a KOATO Ce npoBexfa o6LiecTBeHaTa Mopbyka, YYaCTHMKbLT cfedsa Aa NpefacTaBu Aeknapaums no
yn.55, an.6 ot 3/IMMXM, ye odepupaHNTe KOIMYeCTBa OT /IEKAPCTBEHMSA MPOAYKT Ca Ha/IMYHU KbM
MOMeHTa Ha nogaeaHe Ha ogeptata. O6XBaTbLT Ha pa3peLleHNeTO, CbOTBETHO Ha [eknapauusaTa, Tpsiosa
[la CbOTBETCTBA Ha NpeAMeTa Ha nopbykara, curi. 1.8.7.8.3. oT JJoKyMeHTaumaATa 3a yyactme

KomucuaTta KoHCTaTupa, Ye YYaCTHUKbLT € MpefCcTaBui B OnpefeneHns CPOK BCUYKWU U3UCKaHU
[OKyMeHTH. KbM HacTodAwWMA eTan OT npouefypata KomucusaTa KOHCTatuMpa MbAHO Haauuyme W
PefoBHOCT Ha npefcrtaBeHuTe B MMk Nel gokymeHTW. opafm KOETO AOMNycKa yyacTHUKa ,,/IHBekc
TpenguHr” AL fo crefBalymsa etan oT NPOBEXAAHETO Ha npoueaypara.

C ToBa KoMucumaTa NpUKIOYM AHelWHOTo cn 3acegaHue B 15:00 vaca.
KomucuaTa onpegens cnefgalloTo 3acegaHue aa ce nposefe Ha 12.01.2016r. ot 10:00 yaca.
HacToawmat npotokon ce cbeTaBn Ha 06.01.2016r. 1 ce nognwuca oT Npeacenarensd v YneHoseTe



