WKOMIIEKCEH OHKOJIOTMYEH [EHTGHP ~ BYPI'ACY EQOI

Byprac 8000 YrpaBuTen: 056/86-64-02
Byn. ,Jemoxpauma” W 86 Til.cUuetoBOOUTEI 056/86—64—04
B baxc: 056/85-98-30

3AJIMYEHA THOOPMALIMA

Ha ocH. 41.37 ot 3011
YTBLPOMIL:
YIIPABUTEI na »FUL=DYPIRCT EUON
rPOQ. - R PUCTO rwTOHHOB ‘BOBOB

I'POTOKDOI

IOuec, 24.02.2021 romgmra, =B 13:00 vuvaca, Ha aIpec: Pp.Bprac, By.
“"Credpan CrambBonor™ W 73, XupypruueH koprnyc Ha YMBAJI-Byprac Al,| er.7, cr.3,
KOMUCHSI B CBCTAB: '

[lpencemaren: Mpuoa Tomoposa - MarucTep-dapMaleBT, praBMTFn: BOoNHNYHA
anreka, ,KOU-Byprac” EOQH;
UjeHoBE : |
2. Jeana lleTpoBa - nparocnoco®eH opuct, no ui.20, an.4, 7.3 or qu;
3. MmHko KoeB - mjlaBeH ekcnepr, upexumus “3CICY - ObumHa Bypr c |1no uj. 20,

an.4, 7.3 or 30I;

B M3N'BJIHEHME Ha 3anopen N 043 or 23.02.2021 1monuHa Ha ynpaBMTbnﬂ Ha “KOL-
Byprac” EOQ[, ce cBbOpa 3a La UIBBPUM B [NPOCTRAHCTEOTO Ha| EIUHHAaTa
HalMoHaJlHa IJlaTgopMa 3a TBEPITOBMA C JIEKAPCTBeHU HOpolykTu (JIII) =a dHyxaure Ha
JedueCHUTe =saBeneHysa (JI3) B Peny®iuka Boarapus (ElexkrpodHa cucrema/CucTeMa),
OLlEHKa ¥ KJlacupaHe¢ Ha [OOCT'hRIMIMTE OQepTM M Ha [OpOoBele eJIeKTpOHEeH TBPr, B
OTKpMTaTa oOT MMHMQTEPCTBOTO Ha 3IpaBeonasBaHeTo (MB) npouenypa Ba|353naraﬂe
Ha ofbmecTBeHa nopwuka upe3 BBETPEUEH KOHKYPEHTEH  HMBBOP 1o PaMKOBO
Criopas3yMeHue, C NpeiIMeT:
~HdocraBka Ha ngBa JEeKapCTBEHM NPOoAyKTa oT PamMKOBO | cHnopasyMeHme Ha M3 N PI-
11-24/18.01.2021 r. 3a myxgure Ha ,KOI-Byprac® ECOI™.

o
Mpouenypara Ha M3 e perucTtpupana B AON nom M 00080-2020-0004, u e
- oTkpura Cc Pemenue N PI-11-187/08.05.2020 r., nyoiuKyBaHO B Pqﬂ ¢ N 976180
Ha 11.05.2020 n.; Co
- OGgaBneHue - B POIl N 976181, nybauxysaHo Ha 11.05.2020 0. m B QB Ha EC N
2020/5 093-221666 Ha 13.05.2020 1. |
— BB3JIOKEHa — CKJW4YeHM PaMKoOBU cnopasyme&mn ne 2 obocobeHu posuumy -
OBsiByieHye POMN N 10007063/09.02.2021 r., nybrnukysaHo Ha 11.02.2021 |r. m B OB
Ha EC N 2021/S 030~072779 una 12.02.2021 r.

llpencenarenaT Ha KOMUCHATA NPOBepM ChCTaBa Ha MOPUCHLCTBAWMUTE M CJed KarTo
YCTaHOBY, 4Ye NPUCHCTBAT BCUMUKM UJIGHOBE Ha KCOMMCHMATA, OTKPU 3acelaHueTo.

Ha zacenmanueTo Ha KOMMCUATA He MNPUCHCTBAT NPEeICTaBUTENM Ha yYaCTHULMTE WU
OpyTry npaBouMally JipLa . |
[lpencemarTenar Ha KOMUCHUATaE LOCTBEIM B EJekTpoHHala CHCTeMa Ui BY3yaJIuz3upa
CnuceKa Ha obepTufre Ha YyYACTHUIUTE B HACTQAmMATA npouenypaTa (10| BBTPEleH
KOHKYpeHTeH u36op kwM PC N PI-11~-24/18.01.2021 r. Ha MS3. ;


AOP
Text Box

ЗАЛИЧЕНА ИНФОРМАЦИЯ
на осн. чл.37 от ЗОП


YyreHoseTe Ha KOMUCHATA YCTaHOBMXA,

e B OI'Ipe,HEBJ'Ie}‘fIMH OT BBp3joxurens CpPOK B

ElexkTpoHHaTa <cuUCTeMa Ca& pPerucTpUMpaHy KaTo noc?%nmnm ofmo uyelupu Opod
eJICEKTPOHHU O(I)epTM, KarTo craenBa: }

L OAPMHET" EAT | ovepra ¥ 02430/10.02.2021 r.-13:29 uaca |

| ,COPAPMA TPEAIMHT” AJl Ofepra I 02473/11.02.2021 r.-10:40 uaca

i | ,AIITA ®APMACIOTUKBIIC” EOOJ Opepra ¥ 02500/11.02.2021 T.-1R:52 uaca |

|+ | ,®bOHUKC ORPMA” EOOJ Odpepra M 02549/11.02.2021 1.-1[7:02 uaca

8 om dHBOH, BCUUKM U]
mexjapauuu, |OTHOCHO

B u3INbBJIHEHMEe UBUCKBaHMgTa Ha di.51, aJ.
KOMUCUSATAE NONBJIHMXA M ToxnMcaxa
wi.103, an.2 or 20 v un.52 o7 MII30II.

[percenaTenar Ha KOMVCUSTA NPUCTHIV KbM OTBapAHEe Aa ogpepruTe B EI§
cucrTeMa, nNo pera Ha THAXHOTO [olakaHe, OpM KOeTo Ce KoHcTarupa:

BB BCrAka oOT nojameHuTe OQepTM HAa YYACTHUUMTE EBLE BRTPEellHUA Kd
uz6op (BKM) no PC W PHO-11-24/18.01.2021 1, ce [CbhOBRXAT WU
TeHepupaHu oT CucreMaTa: 23asaBJIeHUue
[lpermnaraim LEHOBM IlapaMeTpu.

llpy oTeRapdaHeTO Ha BCAKa OTIeJHa obepra, NpelcelaTeldTl Ha KOMUCUATH
CeOBPXaWMTe Cce B Hed 3adBlleHMe 3a ydacTre ¥ TexHUMdecko Opelioxe
ChIUEBPEMEHHO KOMMCUATA Ce yBepy, UYe LEHOBUTE [pelJioxeHUusd Ha ydYacT
B3aKJIO4YeHM ¥ HeOOCTDBIIHM 3a pasTJexgaHe Ha TeRK eTan ov
npouenypata no BKHM.

3adeJeHyATa  3a ydacTue Ha  BCUUYKM  YYACTHULM| ca OdOpMeHM
MB3MCKBaHUATa Ha 30 1 PaMKOBOTO cropasyMmeHue Ha M3,
Kommcusara [P O TN padorara cu o paBPnﬁmﬂaHe Ha Tex

npennoxeHud (TII) Ha ywacTHULUTE,
M ca nomanu odpepTH B HacToAmmMs BKYM, lpM KOeTo ce YCTaHOBK:
BCUMUKM yuaCTHULM Ca [NPeNCTaBUIM TeXHUYSCKUTE CU MNpeIoKeHMUs,
C HeOOXOUMMMTE NOOKYMEHTH.

O KOMI]

g |
] |
Crnen xkaTo pes3miella NOAPOOHO NpeacTaBeHUTe OTquacﬂHMuMTe TII u npen

KhM TH% HOKYMe&HTK, KOoMUCKHATa yoTaHoBuW, e TIT
Ha COABREHUTE OT BBIJIOKUTECIIA YCIOBUS

3a UBN'RJIHEHMEe Ha [IophuKaTa.

i
KoMycusaTa ponycka ydacTHULMTE IO OTBapsHe Ha LeHOBUTE UM [1PeIld
opepupaHuTe oT Tax JI, KaAkKTO CJaenBa:

IeHOBe Ha

N3UCKEQHUSATA Hel

KTPOHHaTa

HKYPEHTEH

pr?e dhopmu,
34 ydHacTue, TexXHMUeCKD npemnoxeHue M
|

OTBOPRPM M
Hile, KaTo
HHULIVTEe Ca

rpopexrmaHeT™. Ha

CBINIACHO

HNUYEeCKUuTe

KOMTO ca m30paHyu 3a USNBJIHNUTEIN nj PC ra M3

JIeRTOBaHH1

CTaBeHUTe

Ha BCUMHEM YVHaCTHUIMW OTIOBapHaT

DEEeHMHA 3Bc

fiii MesrdyHapodHo Epoli mapxu Ha !
Ao ATC-kod HenameHmHo Dhapma Miapra /11 8kn. 8 Lonycrnamu ywacrﬁHuuu
- _ Houmenosarue /INN/ - npoyedypa |
LOIXC ) L L

1 18 Pembrolizumab napeHTepasHa mg 100 000 +PAPMHET” EAL
i — neoc; E;nHa "ObOHUKC PAPMA" EQO/]

2|, |Dabrafenib ml pa mg | 900000 | "ANTA ®APMACIOTUKB/C' EQOL
I N s I "CODAPMA TPERAMHI™ Afl

Komucysara nponnitky cpogra padora Ha 04.03.2021 p., B 10:00 waca, B Cbums
CBCTa®B, Ha ChUMSE anpec.
[lpencenaTenar Ha xomMMCUATE M3BBPUM NOCJIENOBATEINHO | - [0 pela Ha [OCThIBAaHE

Ha odpepTuTe B EjeKTpOHHaTa cucTeMma, HabupaHe Ha OyToH ,OTBopu I
LEeHOBM MapaMeTpnu® B oQepTuTe Ha BCEeKM eauMH OT YUaCcTHULUKTE,

pennaralm




Crnen ToBa, upes HaTUCKaHe Ha BHaka <+ Ha pasnena/dopmara Hpen.nar%aﬂm o ce
BUIYANMBKPE BCHAKO eildHo o1 Il Ha yyacTHHLMTE .
KomucuaTa oOBcTOWHO pasriela BCAKo enHo or [, | YyCTaHOBM CBLOTBETCTBHME C
NIVNCKBaHMHATA HA B_'f:uE.HD}KM"I.‘C.FUf M elIMHOIOYVIIHO pPeum: |
Jonycka BCUUKHK MpencTaBedn LEHOBU [IpeTOXKSHM 5 Ha yllaC'l‘Hé/lLlMTe oo
npejlpapumreliHo KJlacrpaHe M noclelnsaiuo npopexiaHe Ha SJEeKTpOHeH ‘T"'pri‘.

|
B cwhoTBercrEMe ropHOoTO, IIpelcelaTelIdT Ha KOMMCHMATa WI3BBPRINM ®|n3I/IT-iECKO’I‘O
nonycxahe IO0 RIaCKHpaHe, uYpes HaTHCcKaHe Ha BOyrToH | JdonycHu 0o kndcupaHe" =B
Kpdf Ha BCHHRO @IHO O LEeHOBHUTE OopejuUioxeHnsa Ha f/T-:TaCTJ-[MLI,MTe. |
EekTpoHHaTa CUCTEMa  MI3BEPUKM  IDPEHBAPUTEIHOTO KJIacupaHe Ha | LeHOBRUTE
NnpelNoxeHIMH Ha YHaCTHMUMTE dBTOMaTHUUYHG, crien KaTo npe.uce.na;TeﬂHT Ha
KoMUCHATa KWabpa noaMeHworo ,KrnacupaHe or meHoTo lpouenypu™ Ha cucTemaTa.

BpeMeHHOTO KIacHUpaHe Ha OIePBOHavajgHo nofafeHure LI Ha yvacThuuuTe ce
BM3yanuzupa B LElexTpoHHaTa cucTema Ha UOC3, M e KakTo cJelBa:
| e Msapka Ea uena 3a Ea uenasa
ATC-mop INN ! i THC /mg, tabl., geo?xonum YuacrhuimM ea.mApKa beg efAnHNLA
NpUACKEHNe mI./ POY MAPKK | A.ll.C MApKa ¢ ,qﬂc
1L.01XC18 | Pembrolizumab na‘PeHTepanHa mg 100000 1.®apmrer EAL 49,997416 | 59,996899
L 1."®bOHUKC ®APMA" EOOA 1,04233( 1,250796
LOIXE23 | Dabrafenib :;’;’2;”“3 mg 900000 | 2."ANTA ®APMACIOTUKBL/IC EOOZ | 1,042331 |  1,250797
| 3."COPAPMA TPEMAUHT" AQL 1,042332 | 1,250798

| |
|

Ha 05.03.2021 ., or 14:00 waca, B IIPOCTPAHCTBOTO| Ha REJeKTpOHHATd CUCTEM3,
: ‘

B MeHo ,llpouenypu™ oT nomnMmeHwo MsnpaTu rokaHa 3a eJeKTPOHeH TnprY

npejcelarTelisaT Ha KOMUCUATA UINPaATU €JIeKTPOHHO ChOBUEeHME [0 BCUUYKU | JONYCHAaTH
YHaCcTHULM 3a IpoBexOale Ha eJeKTPoHeH Thpr. C [oKaHaTa, ydYacTHuuuTe ©O8xa

HAUIEXHO MHOPOPMUPpAHM 3a: pes3yJiTaTa o7 [IbpBOHaYalHaTa OleHKa | Ha Boska
obepTa; pena sa CBBPB3BAHE KBM M3I0JI3BAHOTO SIeKTROHHO oﬁopyﬂﬁaHeJ maTara u
Jaca 3a Hadalo Ha eJIeKTpoHHuA Topr — 10.03.2021 r. or 09:00 waca; |HauuHa Ha

NMPUKITIOYBAHE Ha eJEeKTPOHHMS THPT Ha 15.03.2021 ». B 17:00 waca u crenkara 3a
HaMaJIABaHEe Ha LeHaTa [1pW IIPOoBeXIaHeTo Ha eHeKTpOH%Mﬁ TBPT .

|
\
| |
Ha 16.03.2021 r., B 09:00 waca, npejcenarTensT !Ha KOMMCHATA MﬁBneqe o

cucreMaTa pes3yJjiTaTa B KIAaCHMpaHeTo cJen l_lpOBe,I[eHVIH‘ SJIEeKTPOHEH T’bpﬂ‘, Koero e
KakTo cJyJefea: | ‘

Ea ueHa 3a | EA uena 3a
ATC-Hon INN Ha4uH Ha Mnapka /mg, Heo?xo;wm Riidiane egmmua_ ! :AL;HWMB
NVNOKERUC tabl.,, ml./ 6poi mapkw mApka Bes ‘
mapka ¢ [JAC
Alc
SFUUTIN | e —— Sl S : f |
101XC18 | Pembrolizumab | napexrepanna mg 100000 1.®apmHer EAJ] 49,99741{? 59,996899
1."AITA DAPMACIOTMKBAC" EOO/ 0,988513 1,186216
LO1XE23 | Dabrafenib ”‘“Tpai‘;?a“a mg 900000 | 2,"COPAPMA TPEALMHI" ALl 0,989503 | 1,187404
3."®bOHMKC DAPMA! EQOA 1,0()245% 1,202542

|
Citerqy ofcroed rnperyen Ha OKOHYATEJIHOTO KJACHMpaHe, KOMMCHUATA YCTEHOBM, ue
HSAME OCHOBaHMsa 3a npujaraHe Ha ujia.72 ot 30I1.

|

KomucusiTa wmserppmBa oOKOHUAaTenHoTo KJIACUPAHE sa BCAKA OTHenHa Hoﬁenxnawypa
JII, xoeTo & KaKTO CIenRa:



ﬂexéﬁcmaeua ) 3 ?
T | ATC-k00d INN dopma l-eo mscmo . It po! MACIno
7 | LOIXC18 | Pembrolizumab napeHTepanHa »PAPMHET EAL | X
= | |
y ; ; flepopantia " Al . Ui d -
2 LO1XE23 | Dabrafenib TG ANITA PAPMACIOTUKB/IC" EOOA COPAPMA FPEHQMH:" Al

KomMucraTa npenngra Ha BhajoxuTess, KIacUpaHUTe Ha [TEPBO MACTO YHactruUM cien
MpoBelNeHUA BBTReUeH KOoHKYpeHTeH wWzatop no PC wa M3 N PI-11-24/18.011.2021 1.
34 BcAKa  HOMeHRJIawypa JlekapocTBel [poldykT oT [pelMera Ha |obllecTBeHnaTa
lopkuka, Ha OBAAT onpefeleHd 3a USH'BIHMTENM 0o Tesu HoMeHkmamypw I, npu
ChasBaHe U3MCKBaHWATa Ha [IMC W 146/2015 1.

MOTYBJ: KnacupaHuTe Ha [I'bpREC MACTO YUACTHMLIMN OUroBapaT Ha M3MCKBalpugaTa 3a
JIMHHO  CBCTOAHME, MOCTABEHU OT BB3NOXUTEesNs, HOpencTaBWunM ca o@?pww, KOMNTO
CEOTBETCTEBAT Ha[I'BJIHC HA BCMUKM WBMCKBAHUA [0 [OpolenyparTa. Obeprure Ha
YHACTEMLNTE, KIACHUpaHu Ha I'ePBO MACTO, ChILPXAT HAW-HUCKUTE NPeIfIONeHU LeHU
3a BCAKa oTHmeUlHa HOM@HKIIaTypa  JeKapcTrReH [poayKT, caen an

€JIEKTPOHeH TBPI B nNpocTpaHcTBOoTo Ha [O0 C13.

BeJeHMUs

C MIBBPRIIEHOTO KOMUMCHMIATA INIPUKIINYBa CROATA pa6OTa I/‘I npenaBa Ha BLajtoxuresia
HacTodamms HpOTOl{OJ’[ OT 3acejgaHumdTa Cci M FIOJ'LV‘{E‘,HI/ITAE n CBCTABEHM| B | Xooa Ha
patoraTa cu OOKYMEHTUM, 3&a B3eMaHe Ha peleHne .

Kommcus
|rina |Vanova Digitally signed by Irina Ivantva
A Todorova
llpeacenaren: M. R Todorova Date: 2021.03.16 12:41:25 +02'00"
UrneHoBE :
I .Merposa [Deana Petrova Digitally signed by Deana

Petrova Petrova-Stoykoval

Petrova-Stoykova pate:2021.03.16 15:31:48 102100

M.Koes . Digitally signed }:ny
MlnkO Minko Yovchev Koe

v K oy Date: 2021.03.16
Yovchev Koev 14:58:53 +02'00!






