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PEWWEHWE

Ne P, - 03 - 46
Cotnsa, 27.09.2018 .

Ha ocHoBaHue un. 108 ot 300l n Aoknag no un. 103, an. 3 ot 30TI1 3a pesynrarute ot
pa6oTata Ha KOMMCMATA, HasHayeHa cbc 3anoBeg Ne P[-02-392/02.08.2018r. Ha
M3NBAHUTENHNUA LUPEKTOP 3a MpOoBeX/jaHe Ha OTKpuTa npouedypa ¢ npegmet “'[locTaBka Ha
NeKapCTBEHN MPOAYKTM 33 OHKO/IOTMYHY 3a60/1iBaHUS 1 33 MaLUMeHTW Ha XeModnansa 3a
YMBAJT "Uapuua NMoaHHa-UCYJT” EAL". Mpoueanypata e o6sseHa ¢ PeweHne Ne P1-03-
28/25.06.2018 1. Ha M3nbnHUTENHUA [AWPEKTOP, Ny6NMKYyBaHO B peructbpa Ha AOM noa Ne
00494-2018-0012. Agpec Ha npodnia Ha KynyBaya:
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OBABABAM

KnacupaHeto Ha y4yacTHULMTE Bb3 OCHOBAa Ha MKOHOMMWYECKW Hail-uarogHata ogepra,
onpefeneHa Ha 0asa wu3bpaHUA KpUTepUi 3a Bb3NaraHe «Hail-HUCKa LeHa» 3a BCsKa
HOMeHKfaTypHa eanHuua ot o6ocobeHa no3uumnsa, otpaseHo B MpunoxkeHue Ne |, HepasgenHa
yacT ot PeLueHueTo.

OMPEAENAM
®dupmuTe, KnacupaHu Ha I-Bo mscto cvrnacHo lMpunoxeHne Ne | 3a M3nbAHMTENN Ha
obLliecTBeHaTa NOpPbYKa 3a CbOTBETHaTa HOMEHK/IaTypHa efuMHuMLa 0T 060cobeHaTa no3unums.

OTCTPAHABAM

1. Ha ocHoBaHue 4n. 107, T. 2, 6.”a” ot 30Tl oTcTpaHsBam ,,Cothapma TpengunHr” AL ot

yyacTue B npouegypata 3a HoMeHKnatypHu eguHuum NeNe 9, 58, 59, 71, 78, 88, 97, 98, 106 ot
06o0cobeHa no3mums Ne 1.

MoTusuK:

TexXHNYecKoTo npeanoxeHuwe 3a ob6ocobeHa nosuums Ne 1 Ha yyaCcTHMKA B 4yacTTa My 3a
HOMeHKNaTtypHu egnHumum NeNe 9, 58, 59, 71, 78, 88, 97, 98, 106 He oTroBapsa Ha NpeLBapuUTeIHO
0065BEHNTE YC/NIOBUA Ha MopbyKara.

2. Ha ocHoBaHue 4n. 107, T. 2, 6.”a” ot 30Tl oTcTpaHsBam ,,Meaekc” OO/ ot yvacTue B
npoueaypata 3a 060co6eHa no3uumsa Ne 1 HOMeHKNaTypHa eguHuLa 56.

MoTwuBN:

LleHOBOTO npefnioXKeHWe Ha yyacTHUKa 3a 060co6eHa nos3uumsa Ne 1 HOMeHKNnatypHa efuHuua
56 “IMATINIB 100 mg /3a neguaTpuuHn naumeHTn - ¢ Ph+ XpoHnyHa muenongHa neskemmsi C
92.1; ¢ ocTpa numpobnacTHa neskemms C 91.0” He oTroBaps Ha NpefBapuUTENHO 06SBEHUTE
ycnosus Ha nopbuykata. OdepupaHata OT yyacTHuMKa LeHa e AAC 3a DDD Ha ,,Imatinib Teva
Pharma, Film coated tablet IOOmg, pack 120" npeBuwasa MakcMmManHaTa CTOMHOCT, NOCOYeHa
Ha pen 3582 B KosioHa “L” Ha lMO3MTMBHUA NEKApCTBEH CMWUCBHK, aKTyasleH KbM MOMEHTa Ha
nogasaHe Ha ohepTUTE.
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3. Ha ocHoBaHue 4n. 107, T. 2, 6.”a” or 30I1 otcTpaHsBam ,,Megekc” OO/ ot yuyacTue B
npoueaypata 3a o6oco6eHa no3uuna Ne 1 HomeHknatypHa egmHuua 90.

MoTuBu:

LieHoBOTO npefnoxeHune 3a o6ocobeHa nosuumsa Ne 1 HomeHknatypHa eguHuua 90 He oTroBaps
Ha npeABapuUTeNIHO 06sABEHNTE YCNOBUS Ha nopbykaTa. OdepupaHaTa ueHa ¢ ALUC 3a DDD 3a
ob6ocobeHa no3uums Ne 1 HomeHknaTypHa eguHuua 90 npeBulaBa MakCMManHaTa CTOMHOCT,
rnocoyeHa B KofloHa “L” Ha [M0O3UTUBHUA NEKAPCTBEH CMNUCLK, akTyasleH KbM MOMEHTa Ha
nofjasaHe Ha oepTuUTe.

4. Ha ocHoBaHue 4n. 107, T. 2, 6.”a” ot 30Tl otcTpaHseam ,,PapmHeT” EA/L oT yuactue B
npouegypata 3a 06ocobeHa nosuums Ne 1 HoMeHKNaTypHa eguHuua 53.

MoTwuBN:

LieHoBOTO nmpefnoxeHune 3a 060ocobeHa no3nymsa Ne 1 HomeHknatypHa eguHuua 53 He oTroBaps
Ha npeaBapuTenHo 0658BeHUTe yCnoBUs Ha nopbykata. OdepupaHata yeHa ¢ 44C 3a DDD Ha
npegnaraHns NekapcTBeH NPOAYKT e 3anucaHa ¢ TOYHOCT 40 YeTBBLPTUA 3HaK, & He ¢ 6poli 3Hauu
cnepf [feceTWuyHarta 3aneTtas, CbOTBeTCTBAlW, Ha Opos Ha 3HauuWTe B MakKCuMmasHaTa CTOWMHOCT,
nocoyeHa B KonoHa “L” Ha [MO3UTUBHMUA NEKapCTBEH CMUCHLK, aKTyaleH KbM MOMEHTa Ha
nogasaHe Ha odepTuTe.

5. Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30I1 otctpaHsBam ,,Cothapma TperdguHr” Al ot
y4yacTue B npoueaypaTa 3a o6ocobeHa nosuyumsa Ne 1 HomeHknaTypHa eanHuLa 56.

MoTuBu:

LLeHOBOTO npeAnoXeHWe Ha yvyacTHUKa 3a 060cobeHa no3vumns Ne 1 HOMeHKnaTypHa eanHuLa
56 “IMATINIB 100 mg /3a neguaTpuyHu naumeHTn - ¢ P+ XpoHuyHa muenomgHa neskemus C
92.1; ¢ ocTpa nrwdgobnacTHa neskemms C 91.0” He oTroBaps Ha NpefBapuUTENIHO 00SBEHUTE
ycnosus Ha nopbvykaTta. OhepmpaHata oT yyacTHuKa LeHa ¢ ALC 3a DDD Ha ,,/maTuHM6 TeBa
dapma 100 mr x 120 ” npeBulwIaBa MakCMManHaTa CTOMHOCT, nocoyeHa Ha pef 3582 B KoMoOHa
“L” Ha Mo3nTUBHNA NEKAPCTBEH CMUCHK, aKTyasleH KbM MOMEHTA Ha nofaBaHe Ha ohepTuTe.

6. Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30I1 oTcTpaHsBam ,,Conomea” EOO/, oT yuactue B
npoueaypata 3a 060cobeHa no3uumns Ne 1 HomeHKnatypHu eguHmym 58 n 59.

MoTwuBu:

LieHoBMTE MpeanoxeHusa 3a o6ocobeHa nosuymsa Ne 1 HOMeHKnatypHu eanHuum 58 n 59 He
OTroBapAT Ha NpeABapUTeNHO 06SBEHWUTE YCNOBUS Ha NopbykaTa. B LLEHOBOTO NpeAnoXeHne Ha
yyacTHMKa odepupaHnuTe UeHn 3a DDD Ha npepnaraHuTe NeKapCTBEHW MNPOAYKTU He
KOpecnoHAmpar ¢ oepupaHunTe LieHN 3a 0NakoBKa.

7. Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30I1 otcTpaHssam ,,PboHMKC Papma” EOO/ ot
yyacTue B npouegypara 3a 06ocobeHa nos3mumsa Ne 1 HomeHknaTypHa eguHuua 56.

MoTuBu:

LLeHOBOTO npeanioXKeHWe Ha yydacTHUKa 3a 060cobeHa no3uumsa Ne 1 HOMeHKaTypHa eguHuLa
56 “IMATINIB 100 mg /3a neguaTpuyHu naumeHTn - ¢ P+ XpoHnyHa muenongHa neskemus C
92.1; ¢ ocTpa numdobnacTHa neskemuss C 91.0” He oTroBaps Ha NMpeaBapuUTENIHO 06SBEHUTe
ycnoBus Ha nopbvykata. OgepupaHaTa oT yyacTHuUKa UeHa ¢ 44C 3a DDD Ha ,,nuBek Taén. 100
Mr x 120" npeBulwlaBa MakCMManHata CTOMHOCT, Moco4veHa Ha pea 3576 B KonoHa “L” Ha
MMO3UTUBHMUA NleKapCTBEH CMUCHK, aKTyaneH KbM MOMEHTA Ha NojaBaHe Ha odepTuTe.

MPEKPATABAM

1 Ha ocHoBaHue 4n. 110, an. 1, T. 1 ot 30I1 npekpaTsiBam npoueaypata 3a 060co6eHa
nosuuna Ne 1, HoMeHKnatypHu eguHnum 13, 16, 17, 20, 21, 22, 24, 27, 41.

MoTusu:

3a 060cobeHa no3vumsi Ne 1, HomeHKnaTypHu eguHuum 13, 16, 17, 20, 21, 22, 24, 27, 41 HaAMa
nogajeHa HUTO efHa ogepTa.



2. Ha ocHoBaHue 4n. 110, an. 1, 1. 2 ot 30I1 npekpaTsiBam npoueaypata 3a 060cobeHa
nosnumnsa Ne 1, HOMEHKNATYpPHU eanHMLN 56 n 98,

MoTwuBuK:
3a 060cobeHa nNo3nuUMst Ne 1 HOMeHKNaTypHuU eauHuuM 56, 98 nopgageHUTe odepTu He
OTroBapAT NpefBapuTeIHO 06SBEHMTE YC/OBMSA Ha NOPbYKaTa 1 ca HEMOAXOAALLN.

Ha ocHoBaHue un. 43, an. 1 ot 30l PelweHneTo ga ce m3npatn B TPULHEBEH CPOK Ha
yyacTHuumTe.

Ha ocHoBaHue un. 42, an. 2, 1. 101 30[1, BbB Bpb3Ka € un.24, an. 1, 7. 2 ot MMN30TM
PeweHmneTo fa ce ny6nukysa B Mpoduna Ha Kynysaya.

PelweHneTo Nognexun Ha o6xansaHe npef KomucusTa 3a 3awmMta Ha KOHKYpeHLumMaTa B Cpoka
no yn.197, an.1, 1.7, 6. ,,2” ot 30I.

3anuueHa uHpopmanus

N3nbnHuTeNne
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ATC

B02BX04
H01CB02
LO1AAQL
LO1AAQ6
LO1AAQ9
LO1AX03
L01BB02
L01BB05
L01BB0O6
L01BBO7
L01BCO1
L01BCO1
L01BCO2
LO1BCO05
LO1BCO5
L01BCOS
LO1BCO6
L01BC53
LO1BC53
LO1CAO1
LO1CAQ2
LO1CAO4
L01CBO1

MpunoxeHne Ne |

INN

3

JlekapCTBEHW NPOAYKTU 3a
OHKO/10rMYHU 3a60/19BaHUSA
ROMIPLOSTIM 250 meg
OCTREQOTIDE - 30 mg
CYCLOPHOSPHAMIDE 500 mg
IFOSFAMIDE 2000 mg
BENDAMUSTINE 100 mg
TEMOZOLOMIDE 100 mg x 5
MERCAPTOPURINE 50mg x 25
FLUDARABINE 50mg
CLOFARABINE 1 mg/ml 20ml
NELARABINE 5 mg/ml 50ml
CYTARABINE 50 mg/ml 20ml
LIPOSOMAL CYTARABINE 50 mg
5-FLUOROURACIL 1000 mg
GEMCITABINE 1000 mg
GEMCITABINE 20(FOmg
GEMCITABINE 200 mg
CAPECITABIN 500 mg x 120
TEYSUNO 20 mg

TEYSUNO 15 mg
VINBLASTINE 10 mg
VINCRISTINE 1 mg
VINORELBINE 50 mg
ETOPOSIDE 100 mg
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L01CDO1
L01CDO01
LO1CDO1
L01CD02
L01CD02
L01CD02
L01CD04

L01DBO01

L01DBO03
L01DBO03
L01DB06
L01DB06
LO1DBO7
LO1XA01
LO1XA02
LO1XA03
LO1XAQ03
LO1XCO03
LO1XCO03
LO1XCO06
LO1XC07
LO1XC07
LO1XCO08

LO1XC11

LO1XC13
LO1XC14
LO1XC14
LO1XC18
LO1XC21

LO1XEO1

PACLITAXEL 6mg/ml 16,7ml
PACLITAXEL 300 mg
PACLITAXEL 6mg/ml 5ral
DOCETAXEL 80 mg
DOCETAXEL 160 mg
DOCETAXEL 20 mg
CABAZITAXEL 60 mg

DOXORUBICIN HYDROCHLORIDE 50
mg NON LIPOSOMAL

EPIRUBICIN 50 mg
EPIRUBICIN 100 mg
IDARUBICIN 10 mg
IDARUBICIN 5 mg
MITOXANTRONE 20 mg
CISPLATIN 50 mg
CARBOPLATIN 10mg/ml 15ml
OXALIPLATIN 5mg/ml 10ml
OXALIPLATIN 5mg/ml 20ml
TRASTUZUMAB 150 mg
TRASTUZUMAB 600 mg
CETUXIMAB 5wmr/mn - 20 mn
BEVACIZUMAB 100 mg
BEVACIZUMAB 400 mg
PANITUMUMAB 100 mg

IPILIMUMAB 200 mg

PERTUZUMAB 420 mg
TRASTUZUMAB ENTANSINE 100 mg/
TRASTUZUMAB ENTANSINE 160 mg/
PEMBROLIZUMAB 50 mg
RAMUCIRUMAB IOmg/ml - 10 ml
IMATINIB 1001y - 3a C 44 (gpyrw
3n0Kau. Ha koxa); 3a C 16 (T1CT)
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LO1XEO1

LO1XE13
LO1XEO3
LO1XEO3
LO1XEO4
LO1XEO4
LO1XEO4
LO1XEO5

LO1XEOQ6

LO1XEO7
LO1XEO8
LO1XEO8
LO1XE10
LO1XE11l
LO1XE12
LO1XE12
LO1XE15
LO1XE16
LO1XE17
LO1XE17
LO1XE23
LO1XX17
LO1XX17
LO01XX19
LO1XX41
LO01XX43
LO1XX44
LO1XX44
L02BB04
L02BX03
LO3AAQ2

IMATrNIB 100 mg /3a negnaTpuyHu

nayMeHTu - ¢ Ph+ XpoHUYHa MunenomaHa
neskemusi C 92.1; e octpa numdobnacTHa

neskemus C 91.0
AFITINIB 30 mr
ERLOTINIB 100 mg.
ERLOTINIB 150 mg.
SUNITINIB 12,5 mg
SUNITINIB 25 mg
SUNITINIB 50mg
SORAFENIB 200 mg

DASATINIB 50 mg

LAPATINIB 250 mg x140
NILOTINIB 200 mg
NILOTINIB 150 mg
EVEROLIMUS 10 mg
PAZOPANIB 400 mg
VANDETANIB 100 mg
VANDETANIB 300 mg
VEMURAFENIB 240 mg
CRIZOTINIB 250 mg
AXITINIB 5 mg

AXITINIB 1 mg
DABRAFENIB 75 mg
TOPOTECAN 1mg
TOPOTECAN 4 mg
IRINOTEKAN 20mg/ml 5m1
ERIBULIN 0.44 mg/ml - 2 ml
VISMODEGIB 150 mg
AFLIBERCEPT 100 mg
AFLIBERCEPT 200 mg
ENZALUTAMIDE 40 mg
ABIRATERONE ACETATE 250 mg
FILGRASTIM 30 MU /0.5 ml
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LO3AA13
LO3AAl4
LO3ABO0O4
LO3AX16
LO4AAO06
LO4ADO02
LO4ADO03
L04AXO03
MO5BA08
MO05BX04
VO03AFO03
VO03AFO03
LO1XEO2
LO1BAO4
LO1BAO4
LO1XX46
B02BX05
B0O3XAO02

LO1BCO7
LO1XC12

LO1XC17

LO1XC17

LO1XE21
LO1XES33
LO1XES33

LO1XE33
LO1XE35
LO1XC27

PEGFILGRASTIM 10 mg/ml
LIPEGFILGRASTIM 6 mg /0,6 ml
INTERFERON ALFA-2a -3 MIU
PLERIXAFOR 20mg/ml 1,2ml
Mycophenolic acid /Mycophenolate mofetil
TACROLIMUS 0,5 mg

TACROLIMUS Img

METHOTREXATE 100 mg/ml - 10 ml
ZOLEDRONIC ACID 4 mg

DENOSUMAB 120 mg
CALCIUM FOLINATE 50 mg

CALCIUM FOLINATE 100 mg
GEFITINIB 250 mg
PEMETRAXED 500 mg
PEMETRAXED 1000 mg
OLAPARIB 50 mg
ELTROMBOPAG 25 mg x 28
DARBEPOETIN ALFA 300 meg

AZACITIDINE 100mg
BRENTUXIMAB 50mg

NIVOLUMAB 10 mg/ml -10 ml

NIVOLUMAB 10 mg/ml - 4 ml
REGORAFENIB 40mg / 3x28 film coated

PALBOCICLIB 75 mg; 21Capsule hard
PALBOCICLIB 100 mg; 21Capsule hard

PALBOCICLIB 125 mg 21Capsule hard
OSIMERTINIB 80mg /28film coated tablet
OLARAZUMAB 10 mg/ml - 19 ml
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LO1XCO02
L01XC02
LO1XCO02
LO1XCO02

A11CC04

BO3XA01

B0O3XA02
BO3XAO03
HO5BX01
VO03AEOQ02
HO5BX02
HO5BX04

JO7BCO1

RITUXIMAB 100mg, Kog H30K LH 154
RITUXIMAB 100mg, Kog H3OK LH 155
RITUXIMAB 500mg, Kog H30K LH 436
RITUXIMAB 500mg, Kog H3OK LH 437

JlekapcTBeHM NPOAYKTY 3a XeMoauanmaa

CALCITRIOL

ERYTHROPOIETIN (ALFA, BETA,
ZETA)

DARBEPOETIN ALFA

Methoxy polyethylene glycol-epoetin beta
CINACALCET

SEVELAMER

PARICALCITOL

ETELCALCETIDE

Hepatitis B /rDNA/ vaccine /absorbed/ 20
mcg/1,0 ml
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