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Ba pesylTaTure OoT paborTaTa Ha KOMMUCHATA, HABHAUEHA CBC sanoa?n B 170 ot
21.09.2017 rvommuHa Ha anaBMTenq Ha “KOII-Byprac” EOO[, %a\ OpoBexOaHe Ha
OTKpMUTa |mpouelnypa, C OpenMer: “llocTaBKa Ha JIEKAPCTBEHW HpOﬂYK?M 3a JIeueHue
Ha OHKOJIOTMUYHM 3aboynABaHuUs, pasnpenesjieHM B IOBe oBocoBeHwu HO%MHMM, CBIVIACHO
npuilokeHa crneuudukaumsa”. IlpolenmypaTa € OTKpuUTa C Pemenne, Ne py/l .08.2017
r., permcrprHana B AQIl nmom N 00232-2017-0004, nyéﬂMKyBaHo OGHBpeHMG B POIl MW

800 915/16.08.2017 T,

1.

pencenamred:
UyeHoOBe !

1. Vpun

n B OB Ha EC W 2017/S 156-323532 oT 17‘O8L2017 r.

CeCTaB Ha KOMUCHUATA:

DapuHa CTOosHOBA — IJlaBHA MeIMUMHCKA CecTpa, ”KOH—Byprac”IODﬂ;

1 TomopoBa MaruMcrep-dapmMaleBT, ylpaBuTes OolHMYHa anreka, ,KOI-

Byprac”EQOXL;

2.

2.

roMmmcuAaATa,

HeaHz

NeTpoBa - NPaBOCNOCOBEH opUCT, mo wi.20, am.4, T.3 OT|30I.

Komucugara 170/21.09.2017 ir! . CLCTABEBT

onpenelJieHUTe CBC 3aloBelTa CpoKoBe M 3ajaduTe
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9.2017 .,

Paforara Ha KOMMCUATA IIpOTeUe I[IPU Clla3BaHe W3UCKBaHMATa Ha
JeTHUPU [NOCJIeIOBaTEJIHU 3acemaHusd. ‘ ‘

IIBEPBOTO CU  3BacellaHMe KOMUCHUATA [OJIyuM u \omBopn ionaKoammme
Y Ha yJyaCTHMUMTE, [OINMCa TEeXHUUYECKUTE UM IPEIJIOXEHMH U [IMKOBETe
NpelyoXeHns, NpOoBepu 3a CBOTBETCTBUE Ha npmnomeHMTe‘ OOKYMEHTHA
‘e OT y4YaCTHMUUTE, CJiel KOeTO MBBLPIM U [IPOBEepKa sa‘C%OTjeTcmawe
iTe Ba noudfop U MBMCKBAHMATA 3a JIMYHO C%CQOHHM(A ‘HOCTaBeHM oT
reA. LelfCTBMATA M KOHCTATalMMTE HAa KOMMCUATA ¢a MNOOPOo GHO onucaHy B
N1l or 21.09.2017 ., NPUJIOKEH KBM HACTOSIMUS HOKnan‘ k
TOPOTO CM BacenaHue KOMUCHATA MIBLPUM pasiexiaHe Ha‘TEXHMq@CKMTE
PHMA  Ha  ydacTHMUUTEe M I[poBepka Sa TANHOTO — CLOTEEeTCTBME C
ODABEHUTE YCIOBMA. KoMucuATa onpeleny HaTa M Hac Ba oTBapsHe
UTe NpemJIOKeHUSs Ha ydYacTHUUUTE, a NpelcemaTelsl W nounuca coobumeHme

roeTo Oeme nyobmuMxyBaHO Ha Ilpoduna Ha kynyeada Ha 30.09.2017 1.
ITa ¥ KOHCTATALUMMTE Ha KOMMCHMATa ca HnoIpofHOo omnucaHu B IpoToxon N 2
IIPWUIIOXKEH KBM HACTOAMMS TOKIAT.

'PeTOTO CU 3acellaHue KOMUCUATA OTBOPK, ONOBECTM ¥ OOIIMCA LEeHOBUTE
*HMA Ha YHYaCTHULMTE [10 HOMEHKIATYPUTE JIEKaPCTBEHM NPONYKTHM, [I0 KOUTO
1 Ha BCeKM |eouH Oewme fgolycHaTa OO oOlLeHABaHe M @ KilacupaHe. Ha
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3acenaHy
NpoLenyy
Yy4aCTHUL
onuca ¥
MBUCKBAE
OCHOBAHK
chOoBpask

OpoBexnaHe Ha nNybrmyeH xpebuil 3a OBe HOMeHKjaTypu JII,

[€eTO Ha KOMMCHUATA NPUCBCTRA UM OPEOCTABUTEJ Ha $HMH oT YUHACTHULIUTE B
ara, KOMTO | CBMO [OONNMCA LIEHOBMUTE npeﬂnomeﬂmi ‘Ha!  oCTaHanuTe
. Cllel OpUKIRUYBaHe Ha ny6jamudarTa 4YacT oOT sacenaHM@To, KOMUCHATA
CBIIOCTaBU INpenjaraHure OT YyUYACTHULIUTE enmnquM \HHHM Ha JIII ¢
MATa, I[IOCTABEHM OT BB3JOXUTEeNS ¥ M3BBLPUM HpOBepK& ?a HanmqmeTo Ha
1 3a npujaradHe Ha uwil.72 orT 30II. M3Bbpmm hﬂdCMpaHe ﬁa obepTuTe,

10 KpuTepus, | omnpeneseH OT BbBBJIOXUTENS. YCTAHOBM | Heobxonmmocm oT
no pena Ha 4i.58,

ax.3 oT|III30I. [elcTBUATa M KOHCTATALUMMTE Ha KOMMCHUATA Ca | HOﬂpODHO ONnMCaHU
B Illpororom N 3 or 13.10.2017 r. u TaGmuum N1 u N2, nppnoxeﬂw K%M IPOTOKOJIA
1 Hacrofuma HOoKJam. | |
Ha mocsepHoOTO CM BacemaHMe, Ha KOETO He anC%CTHaxa‘np@ncmaBMTenM Ha
YYaCTHULUTE, KOMMCHUATa NOpoBenme xpeluil, cJel KOeTo o@opMM M OKOHHaTeHHOTO
KJlacupaHe, CoasBalky wMs30paHuA OT BB3JIOXMTENSA KPUTepuit Bd B%sﬂaraﬂe Ha
ofmecTBeHaTa Nopbuxka, JeliCTBUATA UM KOHCTATaLMMTE Ha KOMM“MHTB ca nongpobHO
onucanmu (B Ilporoxon N 4 or 18.10.2017 r., OpuIOXeH KBM HaFTOHMMH ooxJjan.
4.| YyacTHMUM B OpouenypaTa, NONaJM OHNAaKOBKM C QOKyMe%mn 34 ydyacrtue,
ca: ‘
»THPT'OBCKA JIMI'A HAL” Al Bx.N 01/14.09.2017 . - 11:00 u.
»TOII XOCIIUTAJL CHLPBUC” AN Bx.N 02/19.09.2017 ©. - 110:00 u.
,EVl EHIl M ®APMA BHITAPUS”EAIL Bx.M 03/19.09.2017 m. - 10:05 wu.
,MEIEKC” QO0J1 Bx.W 04/19.09.20017 . - 10:10 u.
»COJIOMET” EOON Bx.N 05/20.09.2017 . - 08:30 u.
~O@HLOHVIKC O®APMA” EAI Bx.N 06/20.09.2017 ©. - 09:55 u.
POl BBIITAPUAY KOOI Bx.® 07/20.09.2017 ». - 10:00 u.
»PAPMHET” AJ] Bx.N 08/20.09.2017 r. - 10:10 u.
~AJIITA OAPMACKTUKBIIC” EOOH Bx.® 09/20.09.2017 r. - 10:15 u.
,COPAPMA TPEVMAVHI'” AJ Bx.W 10/20.09.2017 m. - 10:20 wu,
~»EXODAPM” EQOA Bx.W 11/20.09.2017 w. - 10:40 u.
,PEMEIN TPEMIOMHIT” OO Bx.N 12/20.09.2017 . - 11:05 u,
~OAPKOJI” AL Bx.M 13/20.09.2017 v. -~ 11:50 u.
5.1. Ha 21.09.2017 ., B 09:00 wvaca, B KaBuHeTa Ha YIpaBuTeass ce
NpoBele | NIBPBOTO SacemaHmMe Ha KoMMUcusaATa. Ha BacenaﬁmeTo He . IpMUcbCTBaxa
NpencTapuTelM Ha Yy4YacTHMLMTE MM HA CpPelcTBaTa 3a MACOBO OCBeOOMABAaHES.
IIlpencenaTesAT Ha KOMUCHMATaA [OJIyUM C Hpmemo—npenaﬁaTeneH ﬁpomoxon oT
cayxuresi Ha KOU-Byprac TpuHameceT Opos 3aledaTaHM HENPOBPauHM OIIAKOBKU U
OnmMc Ha |y4YacTHMUMTE, HOLalM IOOKYMEHTU SBa yuacTue B npopenypama 34 BbRJIaATaHe
Ha cofme¢TBeHATa IIOPBYKAE, KOMTO ca mabpoeHu B T.4. | :
B wuBOBJIHEHME WMSBMCKBaHMATA Ha 4wi.b5l, an.8 orT T30, BGMUKM | UYJIEHOBE Ha

KOMUCHUA
" wi.b2
KomMmmcuan
3aneyvars

OTBaApPAHE

OOKYMEH
[LJIIMKOBE
38 KOUT
TexHUUe
eIyH OT
5.1.1.

npencTas

'a I[IOI'BJIHMXA HOeKJapaluunn,
oT IIIIZOII,
"a, CcJemo KaTo ybenu,

OTHOCHO MBUCKBaHMATa Ha ui.103, an.2 or B30I
|
ce Ue NpemyIOXeHUATS qxx*nocTanmnM B CpoOK, B
AHV, HEeIpO3padHM ONAKOBKM, C HeHapyleHA uﬂnocm}}anCT%nM KBM TAXHOTO
2, IO pena Ha MNOJyYaBaHeTO MM. 3a BCAKA OTHEsHA noflageHa onaxoBKa C
M, KOMUCHATA [NpPOBEePM 3a HAJIUYUMETO Ha C%OTB@THMF[ Bpoi szanedaTaHmn
¢ Hagpnuc ,llpenjmaraHM UeHOBM HNapaMeTpu“, C%O@paSHO HOMEHKJIATYPUTE
0 ce yyacTsa. (Jlen ToBa TpMMa OT YJIeHOBETE Ha KOMMUCUATA OONMMCAXA
CKUTEe OPeIJIOKEHMSA M IJIMKoBeTe ,llpennaraHu ueHOBM ndpaMeTpM“ Ha BCEKM
YHACTHULIMTE .
KoMicusiTas KoOHCTaTHPa, Uue
3MJI OllaKOBKa C IOOKYMEHTH,

XO@HMTAﬂ

yyacrtukeT ,,TOIT
KOATO CBUBPXA:

Q%PBMC”

All

e




enunu
HaMepu
LOOKYMEHT

B KOWTO
npunoxeHma Onuc

ce
Ha

MK, C Haoouc ,JoKyMeHTM B3a yuvacTue B mOpouemypara“,
ernHa Iamnxka ¢ [-OOKYMeHTM. B mamnkara, CbIJIacHO
|

'MrTe, ce C"b,]l"bp)Ka n enHO ,llperyioxeHye =2a MINBJIHEHME Ha nopep4YKaTa;

- eIMH IJINK, C Hannm¢ sllpeliarady LeHOBW napaMmerpu®.

Kommcusas
LIEHOBM
opouenyy
HOMEHKJIZ
JmKa ¢
TIT130I11
B JOOKYyM

odocode:mE

KOMIIJIEKTO,
TJOKYMEHTH
LeHOBH I

'a YyCTaHOBU,

paTa
|
ITYPHM  HOMepa,

apamerpn",

#:Je YH9aCTHUKDBT € IMIpelcTaBul CaMo eIMH I[IIMK C npemiaraHm
a BBPRY OIIaKOBKaATa C JOKYyMeHTHuTe M 3a Yydacrue B
IIOCO}L‘-IMJ'[, e ydacTBa 3a OBa JNexKapcTeeHM oponoyKTa, c
1.7 m 1.52, T.e. JMICBaT IpelcTaBeHr »IBa OTIeJHHK
npenjaralHmu LI,eHI/I 3a OBaTa OTOEeJIHM J_II—I Taka, KaKTO e HMBHMCKBAHeTO Ha
uwr.30,an.1 u an.2, xakTo ¥ Ha ud.58,an.3 ¥ Ha BBLISNOXUTENH, BIMCAHU
2HTALMATA @ ,,54*Kor'awo yuacTaux noxaepa ogepra 3a nomev‘f? or ieg:r-za \‘Jf-xcmenxnawypa or
e nosuuMmM, B QIIAKOBKATA 5a BCsAKa OTHeNHa Homeﬂx.mau:'ypa ce wnp‘e,néut'assru' IIOOT HEJIHO
aHy caMo JoxyMeHTHTe no wi.39, an.3, v.l1 or llpaBunnuka \3a npmzanane ga BOII (senmuxn

or w.4.6. or J-:ac#vomam: pasgen) ¥ OTHEJHN HENPOSPAWHH IIJIMKOBE ¢ Ha‘qzmc wIIpegnaraun
c nc?covsaﬂe Ha HoMepa Ha o6ocolenara ncrsjq‘r.ma H HOMemmnamypamTa ovw

napamMeTpu,
e

Hess(Hanp.[1.3,; 1.7.; .)|, ®a xoswo ce orHacaw.". | i 0l
YUaCTHUKET € npeHCTmen M CcaMo eIouH ofm SKRBEMILIAP Hq iﬂﬂéuﬂomeﬂme 3a
MBIBJIHEHMWE Ha nop%qK#Ta - 00p.3, B KOMTO Ca ONMCAaHM U MBdTa MH,?KaTo OTHOBO
He € Cla3eHO LUVTHUPAHWTEe II0—-Ir'ope U3MCKBAHMA. | ‘ }
Komucusina cumra y We 1a1<a npexncraBeHa, ocbepmama Ha yuacm—mrca HE oTropapHa Ha
MBMCKBaﬁﬁﬂTa Ha Bmsnbmmmenz u npegnara, obdepwrara Ha ,TON XOCHUTAIL CEPBUCY
Al nma 6wme omcwpane#a OoT y4dacTMe B Npouegypara Ha ocHoBaHme wi.l07, w.2,
6.%a“ om B0OII. |
5.1.2. [Kommcusara IQaAPHena TOKYMEHTMUTE Ha YYaCTHULUTE, 348 M“bOTB@TCTBM@ c
KpuUuTepumTe 3a HO,]ZI'GOFp " M3VMCKBAHKUATA 3a JIMYHO C’bC'I‘OFJH]/I(,h ‘HOC"I'aBeHI/[ i OT
B’bBJIO?KM':.‘eJ'IFI, Y("'I‘aHOBM ChOTBETCTBMETO MM U IOOIIYCHa O@GE)TVITQ ]‘/]M‘ OO OLeHABaHe
1 KJlacupaHe, KakTo cnenaa . { ‘ 1
i :
I
+TBPTOBCKA JINTA HANMOHAJIEH ANITEYEH OEHTEP an - 3a JerapcTBeHuTe
nponyxTu (JIlI) , KaKTO glensa:
AHaTomo-
MewayHapogHo HenaTeHTHO ; MparHosHm
HiNe :gzi&?r%riﬁs HavmeHosaHwe [INN/ flekapcraeka dopma Mapxa Kanwyecrea
1 2 3 4 § 6
Ofn Ne 1 - UWUTOCTATHLM
42 LOTXAOS Oxaliplatin napeHrepansa qopma mg 150 000
51 LOIXC21 Ramucirumab napexTepanxa chopma mg 210 000
"Eﬁ EHO | I $APMA EBRINTAPKS” EAL - sa JIlI, xakTo cjensa:;
AHaTomo-
. MeskayHapogHO HENaTeHTHO MporHoatu
hie ;22?2??1‘:3; HaumeHosanme [INN/ Nekapcraena hopma Mépka KonMYecTaa
1 2 3 4 § 5]
O Ne 1 - UATOCTATHLMN
34 l LO1XC11 ‘ Ipilimumal napeHTepanHa chopma | mg 18 000
+MEIOEKC! 0O0Ofn 3a JIII, KakToO cJjensa:
AHaTOMO-
. MEM?HEDD.QHO HenaTeHTHO o I'IporHoarm
e ;gza&?’c{iﬁ? HaumeHosaHue /INN/ NekapcTaea opma Mnpka KOnuyecTea
1 2 3 4 & 5]
OIl Ne 1 - UUTOCTATHULIN
4 LO1XE1T Axitinib nepoparsnHa copma mg 13 440
7 VO3AF03 Calcium folinate napexTepansa dopma mg 1000 000
8 LO1BCO6 Capecitabine nepopantda cpopma mg 30 000 000
9 LO1XA02 Carboplatin napeHTepanHa copma mg 550 000
10 LO1XCO06 Cetuximab napeHTepanHa chopma mg 250 000
11 LO1XA01 Cisplatin napeHTepanHa chopma mg 110 000




17 LO1CDO02 Docetaxel napeHTepanHa ¢gopma mg 90 000
powder, dispersion and
18 LO1DBOY Doxorubicin hydrochloride concentrate for dispersion mg 20 000
for infusion
19 L02BB04 Enzalutamide nepoparnsa copma mg 806 400
20 LO1DB03 | Epirubicin napexTepanHa copma mg 125 000
23 BO3XAQ erythropoietin (Epoetin alfa) napeHTepanHa cpopma DDD 3500
26 L03AA02 | Filgrastim napexTepanHa cpopma MIu 23 000
27 LO1BCO2 Fluorouracil napeHTepanHa copma mg 6 250 000
29 LO1BCO5 | Gemcitabine napexTepanHa chopma mg 1 000 000
32* LO1XX28 Imatinib nepoparnya gopma mg 1200 000
35 LO1XX19 Irinotecan napexTepanta copma mg 150 000
37 LO3AA14 Lipegfilgrastim napexTepanta popma mg 576
42 LO1XAQ03 Oxaliplatin napexTepania copma mg 150 000
48 LO1BAO4 | Pemetrexed Concentrate for salution mg 100 000
for infusion
Powder for concentrate
49 LO1BAO4 Pemetrexed for solution for infusion mg 60 000
52 LO1XEQ0S Sorafenib nepoparnHa hopma mg 4 833 400
53 LO1XEQ4 Sunitinib nepoparsHa copma mg 300 000
i . : DDDH tabl.|
54 LO1BCS3 Tegafur/gimeracil/oteracil nepopanHa copma (15/4.3 5/1 1?8m‘ gﬁ 3024
55 LO1AX03 Temozolomide nepoparsHa cpopma mg 120 000
56 LO1XEQY Temsirolimus napeHTepanHa chopma mg 7 200
66 LO1CA04 Vinorelbine napexTepanHa opma mg 9000
68 MOSBAOB | Zoledronic acid napeHrepanta opma mg 5 600
Of1 Ne 2 - CITUATH
1 NO2AEQD Buprenorphine nnactup microgram/h 80 000
2 NOZAAQB Dihydrocodeine nepopanxa opma mg 600 000
3 NO2AB03 Fentanyl nnacrup microgram/h 200 000
4 NO2ABO3 | Fentanyl Sublingual tablet rmicrogram 160 000
T NO2AADS Oxycodone capsules, hard mg 200 000
8 NO2AAO5 | Oxycodone modified-release tablets mg 2 000 000
9 NO2AADS Oxycodone prolonged release tablets mg 350 000
- | Oxycodone hydrochloride tabl.
10 NOZAASS /Naloxone hydrochloride nepopanka topua 10mg/5mg 8900
- | Oxycodone hydrochloride tabl.
" N.OZAASE’ /Naloxone hydrochloride nepopanta opma 20mg/10mg 26000
- | Oxycodone hydrochloride tabl. ;
12 NC2AAS3 /Naloxone hydrochloride NepopaHa BHopMa 40mg/20mg t7.000
+COJIOMEII™ EOOO - =3a JIII, KakTo cJjensa:
AHaTOMO-
M| roponesmniy | MO@MSbOROTRTO | nagporosragopua | Mpa | [berieon
KOoa /A
OfT Ne 1- UATOCTATHLIM
3 LO1XX44 | Aflibercept napeHTepanHa copma myg 38 000
6 LO1CDO4 [ Cabazitaxel napexTepanHa dopma mg 3600
22 LO1XEDZ | Erlotinib nepopanHa dhopma mg 580 000
26 L03AAQz | Filgrastim napeHTepanka dopma MIU 23 000
32+ LO1XX28 | Imatinib nepopan{a copma mg 1200 000
Powder for concentrate
49 LO1BAC4 .Pemetrexed for solution for infusion mg 60 000
55 LO1AX03 Ternozolomide nepopanHa cgopma mg 120 000




62 LO1XE12 | Vandetanib nepopanda dopma mgy 72 000
»PbOHUKC $APMA” EOOHN - =a JIII, XKakKTO CJEIBA:
| et | Mo T | oo pome | wpa | s
Of1 Ne 1 - UATOCTATHLY
2 LOTXE13 Afatinib nepoparnt1a cgopma my 60 480
3 LO1XX44 || Aflibercept napeHTepan{a dopma mg 38 000
4 LOIXE17 | Axitinib nepoparnka topma mg 13 440
6 LO1CD04 Cabazitaxel napeHTepanHa dopma my 3600
8 L01BCO6 | Capecitabine nepopanHa gopma mg 30 000 000
9 LO1XA0Z | Carboplatin napexTtepanHa dopma my 550 000
11 LO1XAD1 Cisplatin napeHTepanHa gopma mg 110 000
12 LO1XE16 | |Crizotinib nepopanHa dopma mg 360 000
14 LO1XE23 | Dabrafenib nepopariia copma mg 648 000
17 LO1CD02 | Docetaxel napeHTepanHa dropma mg S0 000
powder, dispersion and
18 LO1DB01 Doxorubicin hydrochloride concentrate for dispersion mg 20 000
| for infusion
22 LO1XEO3 | Erlotinib nepoparnia topma my 580 000
25 LO1XE10 Everolimus nepopanHa copma mg 54 000
26 LO3AAO2 | Filgrastim napeHTepanta gopma MiU 23 000
27 LO1BC02 | Fluorouracil napeHTepanHa opma mg 6 250 000
28 LOIXEO2 | Gefitinib nepopanHa opma mg 270 000
29 LO1BCO5 | Gemcitabine napexTepanHa cdopma mg 1 000 000
30% MOSBAOE | Ibandronic acid napexTepanHa dyopma mg 900
32~ LO1XX28 | |Imatinib nepopansa thopma mg 1200 000
35 LO1XX19 | [Irinotecan napexTepanda opma mgJ 150 000
36 LO1XEQ7 Lapatinib nepopansa copma mgy 1 680 D00
37 LO3AA14 Lipegfilgrastim napeHTepanHa gopma mg 576
38 LO1DBO7 | Mitoxantrone napeHTepanda dopma mg 480
39 Lo3AX03 |[Mycobacterium bovis BCG napeHTepanHa gopma mg 20 000
(Baccilus Calmette - Guerin)
40 HO1CB02 | Octreotide ?(fr“{g;gﬁ;nsfgﬁﬁﬁf mg 4 500
42 LO1XAQ3 | Oxaliplatin napexTepanta dopma mg 150 000
43 LO1CDO1 Paclitaxel napeHTepanta dopma me 430 000
45 LO1XE11 Pazopanib nepopariHa opma mg 2 880 000
47 LO1X(C18 Pembrolizumab napexTepanHa dopma mg 32 000
49 | LOIBAO4 |Pemetrexed ';'O"r“‘;img;?g:'f;ﬂ;ﬁﬁ mg 60 000
51 LO1XC21 Ramucirumab napexTepanHa copma mg 210 000
52 LO1XEQS | Sorafenib nepoparH+a copma mg 4 838 400
53 LO1XEO4 Sunitinib nepopantsa gopma mg 300 000
55 LO1AX03 Temozolomide nepopanya gopma mg 120 000
56 LO1XEQ9 | Temsirolimus napeHrepanHa gopua mg 7200
57 LO1XX17 Topotecan napeHTepanHa gpopma g 650
58 LO1XX17 Topotecan nepopanHda copma mg 240
62 LO1XE12 Mandetanib nepopanHa copma mg 72 000
68 MO5BA08 | Zoledronic acid napeHTepanHa opma mg 5600
Of1 Ne 2 - OfTUATH
2 NO2AA08 | Dihydrocodeine nepopanHa copma rng 600 000
9 NO2AADE | Oxycodone prolonged release tablets mgl 350 000




POl BBITAPUSI” EOOH - =a JIII, xakTO CJjensa:

»®APMHET

o | i | MO 00 | oo | g | e
Of Ne 1 - UUTOCTATHLN
5 LO1XC07 Bevacizumab napeHTepanHa copMa mg | 800 000
22 LO1XEQ3 Erlotinib nepopaiiHa dopma mg 580 000
33 tggﬁggg Interferon alfa napeHTepasnHa dhopma MIU 2 000
50 LO1XC13 Pertuzumab napeHTepanHa copmMa mg 60 000
59 LO1XC03 Trastuzumab 150 MG napeHTepanHa popma mg 140 000
60 LO1XCO03 Trastuzumab 600 MG napeHTepanHa opma mg 324 000
61 LO1XC14 Trastuzumab emtansine napeHTepanHa gyopma mg 20 000
63 LO1XIE15 Vemurafenib nepopariHa gopma mg 4 900 000
67 LO1XX43 Vismodegib nepopariHa opma mg 151 200
" Al - 3a JilI, KakToO CJeIBAa:
| et | Mesreremormmome | popopaooma | wpa | Do
O Ne 1 - UUTOCTATHLMN
6 LO1CDO4 Cabazitaxel napeHrepanHa gopma mg 3600
7 VO3AF03 Calcium folinate napeHTepanHa gopma mg| 1000 000
8 L01BC06 Capecitabine nepoparidHa ¢opma mg | 30 000 000
9 LO1XAD2 Carboplatin napeHTepanHa opma mg 550 000
1" LO1XA01 Cisplatin napeHTepanHa gopma mg 110 000
14 LO1XE23 Dabrafenib nepopariHa gopma mg 648 000
17 LO1CD0D2 Docetaxel napeHtepanHa ¢opma mg 90 000
powder, dispersion ancl
18 LO1DBN1 Doxorubicin hydrochloride concentrate for dispersion mg 20 000
for infusion
22 LO1XEO03 Erlotinib nepopanHa gopma myg 580 000
25 LO1XE10 Everolimus nepopanHa gopma mg 54 000
26 Lo3AA02 | Filgrastim napeHTepanHa qopma MU 23 000
27 LO1BCO2 Fluorcuracil napeHTepanHa ¢opma mg € 250 000
28 LO1XEQ2 Gefitinib nepopanHa ¢gopma mg 270 000
35 LO1XX19 Irinotecan napeHTepanHa gopma mg 150 000
36 LO1XEQ7 Lapatinib nepopanHa gopma mg 1680 000
40 | HO1CEO2 | Octreotide ?;Vfgzrc{ﬁ;nsisggﬂfe'z{‘ mg 4 500
42 LO1XA03 Oxaliplatin napexTepanHa ¢opma mg 150 000
43 LO1CDO1 Paclitaxel napeHTepanHa ¢opma mg 430 000
45 LO1XE11 Pazopanib nepopanHa gopma mg 2 880 000
47 LO1XC18 Pembrolizumab napeHTepanHa opma mg 32 000
49 | LO1BAG4 | Pemetrexed e e Conceitrate mg 60 000
52 LO1XEQ5 Sorafenib nepopanHa copma mg 4838 400
55 LO1AX03 Temozolomide nepopanxa cgopma mg 120 000
66 LO1CA04 Vinorelbine napexTepanHa ¢opma mg 9 000
68 MO5BAO8 | Zoledronic acid napeHTepanHa cbopma mg 5600

,AITA A

PMACIOTUKBJIC"

EQOD - =a JII,

KarTO cCJynenrBa:




0 | o | Newroroterewane | eqcumagoms | e | [mow
011 1 - Qumocmamuyu
9 LO1XA02 Carboplatin napexTepanHa tpopma mg 550 000
14 LO1XE23 Dabrafenib nepopanta copma mg 648 000
powder, dispersion and
18 LO1DBO1 Doxorubicin hydrochloride concentrate for dispersion mg 20 000
for infusion
19 LO2BB0O4 Enzalutamide nepopanHa chopma } mg 806 400
20 LO1DB03 | [Epirubicin napexTepanHa cdopma mg 125 000
22 LO1XEO03  |[Erlotinib nepopanta copma mg 580 000
25 LO1XE10 | Everolimus nepopanka chopma mg 54 000
26 Lo3AA02 | Filgrastim napeHTepanHa thopma MiU 23 000
32* | LO1XX28 ||Imatinib nepopanta popma mg 1200 000
35 LO1XX19 Irinotecan napexTepanta chopma mg 150 000
36 LOTXEQ7 | Lapatinib nepopanHa copma mg 1680 000
37 LO3AA14 Lipegfilgrastim napexTepanHa thopma mg 576
40 | HO1CBO2 | Octreotide p°"‘.i’;’j§’c;‘;rns‘f§§m‘2ﬁt" fof mg 4 500
45 LO1XE11 Pazopanib nepopantxa topma mg 2 880 000
51 LO1XC21 | Ramucirumab napeHTepanta thopma mg 210 000
55 LO1AX03 Temozolomide nepopansa copma mg 120 000
57 LO1XX17 Topotecan napeHTepanHa thopma mg 650
66 LO1CAD4 Vinorelbine napexHTtepanHa thopma mg 9000
~CO®APMA TPENIMHT” AJIl - 3a JIII, KAKTO CJICOBA:
o | ropmeren || Meramapo e | popenmagoma | wpa | Do
011 1 - Uumocmamuuu

1 L02BX03 | Abiraterone acetate nepopanHa gopma mg 6 000 000

2 LO1XE13 | Afatinib nepopanHa chopma mg 60 480

4 LOTXE17 | Axitinib nepopanHa opma mg 13 440

7 VO3AF03 | Calcium folinate napeHrepanHia copma mg 1 000 000

9 LO1XA02 | Carboplatin napeHTepanHa chopma my 550 000
12 LO1XE16 | Crizotinib nepopanHa thopma mg 360 D00
14 LO1XE23 Dabrafenib nepoparnHa thopma myg 648 000
15 BO3XA02 | Darbepoetin alfa napeHTepanta copma meg 50 000
16% MO5BX04 | Denosumab napeHTepansa dopma mg 58 000
20 LO1DBO3 | Epirubicin napeHTepantda dopma mg 125 000
21 LO1XX41 Eribulin napexTepanHa gopma mg 420
22 LO1XED3 Erlotinib nepoparHa thopma mg 580 000
25 LO1XE10 Everolimus nepopanta chopma mg 54 000
26 L03AA02 | Filgrastim napexTepanta gopma Miu 23000
28 LO1XE(Q2 Gefitinib nepopanta copma mg 270 000
29 LO1BCO5 Gemcitabine napeHTepanHa dopma mg 1000 000
32+ LO1XX28 | Imatinib nepoparsiHa gopma mg 1200 000
36 LO1XEQ7 Lapatiniby nepoparHa dopma mg 1680 000
40 | HO1CBO2 |Octreotide i Spnieaiind | IIE © 4500
41 LO1XX46 | Olaparib nepopara gopma mg 3 225 600
44 LO1XC08 | Panitumumab napexTepanHa qiopma mg 76 000
45 LO1XE11 Pazopanib nepopariHa topma mg 2 880 000




46 LO3AA13 Pegfilgrastim napeHTepanHa opma mg 576
52 LO1XEQE ||Sorafenib nepopanta copma mg 4 838 400
53 LO1XEQ4 | Sunitinib nepopanHa ¢opma mg 300 000
55 LOTAX03 Termozolomide nepopanta copma mg 120 000
56 LO1XEDS | Temnsirolimus napexTepanHa thopmea mg 7200
57 LO1XX17 | Topotecan napexTepanHa thopma mg 650
58 LO1XX17 |/ Topotecan nepopanHa gopma mg 240
66 LO1CA04 | Vinorelbine napexTepanta thopma mg 9000
Ol N2 2-OITMATH
1 NO2AE01 | Buprenorphine nnacrvp micrograrm/h 80 000
3 NO2AB03 | Fentanyl nriacTup microgram/h 200 000
5 NO2AAO1 Morphine napeHTepanta cpopma mg 300 000
7 NO2AAQ5 | Oxycodone capsules, hard mg 200 000
13 NO2AX02 | Tramadol nepopanHa hopma mg 900 000
»EKOPAPM” EOON - 3a JIII, KakTO CJeOBa:
o | e | MORSERIISENT | nesmewoma | e | [bomoss
koa /ATC/
oIl 1 - Qumocmamuuu
13 LO1AAD1 Cyclophosphamide napeHTepanHa dyopma my 700 000
3 LO1AADG | Ifosfamide napeHrepanta dopma mg 1000 000
»PEMEIM TPEAIMHT” COX - =a JII, KAKTO CJEHBA:
Ne TeQaH r?;:rn(teH Me“;“;‘::;?f:;:g r}m :I?THO NexapcreeHa thopma Msipka |<[;|)‘:)|3|E4He?:3'rlg
Kkop JATC/
ort 1 - Qumocmamuuyu
25 LO1XE10 | Everolimus nepoparnHa popma mg 54000
36 LO1XEQ7 | Lapatinib nepopanHa chopma mg 1 680 000
40 HO1CB02 | Octreotide poﬁ%i;{;rnsﬂszsaiﬁ? for mg 4 500
45 LO1XE 11 Pazopanib nepopanHa copma mg 2880 000
53 LO1XEOD4 | Sunitinib nepopasHa cpopma mg 300 000
»~PAPKOJI”| Al - 2a JII[I, KakTo cJenBa:
w | e | Mermovowenmeme [ oo | e | oo
Of1 1 - umocmamuu
7 VO3AF03 | Calcium folinate napeHrepanHa dopma mg 1 000 000
9 LO1XAQ2 Carboplatin napeHTepanta copma mgy 550 000
20 LO1DBO3 Epirubicin napedTepanHa chopma mg 125 000
35 LO1XX19 Irinotecan napeHTepanHa hopma myg 160 000
57 LO1XX17 Topotecan napeHTepanHa dopma my B850
66 LO1CAD4 Vinorelbine napeHTepanHa dopma mg 9000
Of1 Ne 2 - OITNUATH
1 NO2AEO1 Buprenorphine nnacrup microgram/h 80 000
3 NOZABO3 | Fentanyl nnacrup microgram/h 200 000
7 NO2AAD5 | Oxycodone capsules, hard mg 200 000
9 NO2AAO6 | Oxycodone prolonged release tablets mg 350 000
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KOMUTO H¢
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1HETO Ha odep
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. Ha 27.09.2017 r., B 09:00 uaca, B kabuHera Ha yaopapurena ce

BTOPOTO dacemgaHme Ha KoMucuara. Komucocmsara NPUCTBIM KBM pazijexiaHe

HECKMTE NPEeIUIOXEeHMA 3a M3NBJIHEHME Ha MNophuYkaTa Ha YuyacTHULUTE,
JIT or oBocoBeHuTe MOBULMM, OO KOUTO TU

npouenypara. Pasmuexna ce CBOTBETCTEMETO UM
Ha Besjoxurena 3a U3NBIHEHME Ha [OpHYKATA,

?MTG.
|

no
HomnycHama mo

ocTaBeHuTe
no pema Ha

2

B C

\

%pennoerMﬂ Ha y4dacrHuuure ,THBPTOBCKA JIMTA HALY AN; ,EN

»COJIIOCMELI” EQOH; , POl EBITAPKUI” EOOL; ,ANTA

~PEMEI TPEAOVNHT" oon;  ,OAPKQIT” AL

usATa Ha BB3JIOKUTEINS M KOMMCUATAE HONycHAa opepruTe MM IO
[0 odpepupaHnUTe OT BCEKM YYaCTHMK HOMeHKIaTypu JII.

!

(JaCTHUKBT ,MEIOEKC” OOH e npemioxmuil Ha MUBNBIHM mocTapBkara Ha JII ¢ HN

HEt 2.9 cbc CpokoBe Ha TOOHOCT (KOJ.9) OT TEeXHUUECKOTO NnpennoxeHue, ,
OTTOBApAT HA BIMCAHMTE TawMBa B T.6.3 oT KpaTKuMTe XapaKTepUCTURMU
nySiuKyBaHuM Ha canra Ha WAJ.

Ye |IpeyIOXEeHUATa Ha YYacTHMKA =a MBITBIHeHMe Ha JII HN

&

1.49 u ¢ HWR 2.9 He dTPOBapHT Ha WUBUCKBAHMATA, BOMCaAHM B IOKYMEHTALUMSATA 10
npouenypara: ,Ipy M3TOTBAHe Ha NPeJIOKEHNETO CH 3a UBN'LIHEHME Ha MNOophLYKATA,
BCEKU YYUaCTHUK TpHGBé Ia MOCOouYM MaKCUMAJHUS CPOK Ha IOOHOCT Ha npenjalaHus
JEeKapCTBEEH OPOOyKT o# KOHKpeTHUA Npouz3BOomuTels. ™.
Ha ocHoBanme TOpHOTO, Kommcusita npegmara odpepTure Ha ywacTHuxa 2a JIII o HE
1.49 u ¢ HW 2.9 ga 6B RaT OTCTPaHEeHM OT ydacTue B npouenypamTa Ha OCHOBaHME
wi.107, | 7.2, ©6.%a“ or 80, TBlf KaTo OpeIoXKeHMeTo MY 3a HW3NLIHeHMe Ha
nopwpyYxKaTa He OTPOBap% Ha NPpeABaAPUTEJIHO OOABeHUTEe YCIOBUMA M MIUCKBRAHMATA HA
Besiioxmuresis. |
Kommcudgara monycHa o@epTaTa Ha yuactHMKa L MEIOEKC” QO mo oueHapade U
KIacupate =s3a OCTHaane HOoMeHKJIATYpHU JlIII, Ba KouTO e noman obepTu,

|
5.2.3. YYACTHUKBT HQQOHMKC ®APMA” EOOH e npe ioxuil Xa MIOBIHY [NOCTABKaTa Ha
JII. ¢ HM|1.47 cbC CpPOK Ha TOXHOCT (KOJX.9) OT TEeXHMUECKOTO OpennoxeHe, KOMUTO
HEe OTIOBaps Ha IMOCOYEHUS B T.6.3. OT KXIl, nyGmuxyBaHa Ha canrTa Ha EMA.
Komucusara cuura, qeinpenﬂoxeﬂmeTo Ha Yy4YacTHMKA 3a M?n%ﬂﬂeﬁmd}ﬂa JIIT ¢ Hie
1.47 He |oTroBaps Ha UBUCKBAHMATA, BIUCAHM B HOKyMeHTdQMHTa-WoyﬁpoueﬂypaTa:
AP M3TOTBsSAHEe Ha PenJIOKEHMETO CU Ba UBIBJIHESHMKE HHa nop%ﬁxama, BCEKM
YJ9aCTHMK TpAOBa ma 0ocoYM MaKCHUMallHMA CpPOK Ha TOOHOCT Hal| ! npenjaraHus
JEKAPCTECH MNPOOYKT OT KOHKPETHUS HNPOM3BOAUTEN. ™. ' % ‘3
KoMucusiTa Ipemilara oaepmawa Ha ywdacTHmMka Sa JIII ¢ HN 1447 aa 6%#9 owcTpaHeHa
oT ywacTmue B IpouerypaTa Ha OCHOBaHMe ui.107, T.2, 6.%" or BOI,
YYACTHUKET € NOPeIVIOXUI Ia WMS3NBJAHM IOCTaBKaTa Ha JII cHHm 1.58N% Topotecan,
nepopanana ¢Qopma ¢ JII,| c JIII HYCAMTIN Powder for concenq;ate fprr;olution for
infusion, koO¥TO e |B JexkapCTBeHAa dopma, pasanHaH oT ¢5%¢Kyemama 10
cnenubuKaLms. if o ([t
Kommcusama cumTa, ue |[NIPedJoOXeHUEeTO Ha YydacTHMKA 3a MQH%HH@HM@}Ha JIII ¢ HNe
1.58 He |oTroBapsa Ha MBUCKBAHMATA, BOUCAHM B TOKyMEHTaUgATa Mo NPOLEnyPaTa.

Komucusra rnpepnara odeprara Ha yuacTHuxa =2a JIII c HN 1458 aa
e B npoueryp
a Jgomnycka
eu

oT ydacT
Komucuam
OLleHSABAH

5.2.4. ¥
1.9 1 ¢
KOUTO He

YaCTHUKBT

L]
6sHe omcTpaHeHa
W w AT

7.2, 6.%a" o BOI,
ocraHaguMTe HoMeHKJarypu JII no

aTa Ha ocHoBaHMe ui.l107,
opepTUTEe Ha yuacTHMKa Sa
KJIacupaxe|.
n®R
HN 1.35 cno

OTIT'OBAPAT Ha

PMHET” All ¢ NpemjioxXuy Oa M3NEIHK mocTaBKara Ha JII ¢ HE
CPOKOBE Ha TOIHOCT (KOJ.2) OT TEeXHUYEeCKOTO NpenIoKeHue,
BIOMCAHUTE Takuea B T.6.3 or KXI, nySIMKyBaHM Ha canra




Ha WAJL. |llpenjoxmsl € CQBWO, Ia MBIBIHM NOCTaBKaTa Ha HH?&,Hm11L17§M < HN 1.18
ChC CPOKOBE Ha TOHHOCT (KOJI.Y9) OT TEeXHMUYECKOTO [PemJIOKEHUE, KOUTO He
OTI'OBapsT Ha BHMCaAHMTE Takuea B T.6.3 o7 KXII, nySnMKyBaHM Ha caiiTa Ha EMA,
Kommcusarta cumra, ue [LPENJIOXKEHNATa Ha y4YaCTHMKA 3a u3IIBJIHeHMe Ha JIII c HNW
1.9, 1,17, 1.18 wm  1.35 He OTT'OBAPAT Ha MBUCKBAHMATA, BIOVMCAHM B
HOKyMEeHTaumaTa 0o mnpouenypara: ,IpM M3TOTBAHE Ha NPeNJIOKEHMETO U =a
MSIBJIIHEHNE Ha IOPBYKATA, BCEKM YYACTHUK TPAOGBA Ha [NOCOUM MaXCUMAIIHMUS CpPOK
Ha TOOHOCT Ha HpeﬂﬂaJ;HMH JJEKAPCTBEH MNPOOYKT OT KOHKPETHMUA [IPOUSBOIMTET.™.
Ha ocHOraHWMe Popﬂomo) Komucuara npepnara opeprure Ha yvacrHura sa JII c HNWN
1.9, 1.17, 1.18, 1.B5 na 6Gwmarm OTCTpaHeHM OT ydacTue B I[IpolenypaTa Ha
OCHOBaHKWe uj,107, .2, 6.“a™ or 30I, B xaTo NnpemjiokxeHueTo My Ba
UBIEBJIHEHME Ha nop%quTa He OTroBapA Ha MNPENBaApUTENIHO OOAREeHUTEe YCIOBMHA U
MBUCKBAHUSTa Ha B%SHQXMTeﬂH.

Kommcmama monycHa opeprara Ha ydyacTHUuKa ,QPAPMHETY AJll 00 OlUeHSBaAHEe u

KJIacupaHe 3a OCTHanmqe HOMeHKJIaTypu JIII, 3a kouTo e noman odepTy.
|

5.2.5. YuyacTHUKDBT ,COPAPMA TPEMIMHT” All e NpemioxAl NA UBIbIHK nocraskaTa
Ha JII c|HNN 1.9; 1,2b M 2.1 cbc CPOKOBe Ha TONHOCT (KOI.9) OT TeXHUYSCKOTO
npenjoXxedmue, KOUTO #e OTI'OBapAT Ha BOMCaHWTe TakuMbBa B T.6.3 or KXII,
ny®JmMKyBaHM Ha calima 'ma MAJL. IIpenJoXMI € ChBIe, Oa MSNLIHM IocrTaBxaTa Ha JIII
c HB 1.26 cnc cpok H$ TOOHOCT (KOJI.9) OT TEXHUUECKOTO IPEeANOXEHME, KOMTO He
OTTOBaAPH Ha BIMCAHUS h T.6.3 or KXII, ny®imurkyBaHa Ha cakra Ha EMA.

KoMmcusama cumra, ue hpeﬂnoerMHTa Ha YydYacTHMKAa 3a MHBIIbIHeHue Ha JII1 o HEW
1.9, 1/20, 1.26 q 2.1 He OTTOBaApPAT Ha MI3UCKBAHUATA, BOMCAHM B
JOKyMeHTaumsaTa no mnpouegypara: ,lpu usrorssgHe Ha OpenyokeHneTo cM 34
MBIOBIHEHUE HA [NOPBUKATA, BCEKU YYaCTHMK TpAOBa [a OCOYM MAKCHUMBJIHUS CPOK
Ha TONHOCT Ha OpelIaTaHKUs JIEKAPCTBEH NPOOYKT OT KOHKPETHUS npouzsonnres, ™.
Ha ocnoBanme ropHotro,| KoMmcusira npegnara obdeprure Ha ydacTHMra Ba JIII o HNN
1.9, 1.20, 1.26 u 2.1 ga 6wgar OTCTPaHEHM OT yuacTie B npouenypara Ha
ocuoBaHme un.l107, wT.2, 6.%a“ or BR300, 7 xaTo OpemIoReHreTe My 35a
USHODBJAHCHME Ha NOPBYKATA He OoTroBapsa Ha OpelBapUTenHo obgBeHuT e YCIOBUA M
M3MCKBaHMATA Ha BLIIOXMTEIIS.

Kommcusara monycHa odeprarTa Ha yyaCTHMKE »COOAPMA TPEWNIOUHD" All o oueHABAHEe
n KjIacupaHe 3a OCTHAaMUTe HOMeHKJaTypu JII, B3a KOMTC e OOIaj odepTn,

|
5.3. Ha 13.10.4017 r., B 10:00 yaca, B xafuHera Ha yHpaBuTess ce
[IpOBENE | TPETOTO SacemaHmMe Ha KoMucCHMATa. CbC cwoBmeHue wm=x.N 917 om
11.10.2017 1., nyBamkyBaHO Ha [lpodpunma Ha xynyBada, yUYaACTHULUTE Baxa
HaIOJeXHO| YBeIOMeHU sarnaTaTa M dYaca Ha HaACTOAWOTO ZBacelaHMe Ba oTsBapAHe Ha
LeHOBUTE| UM HpenjoxeHns. Ha sacemaHMeTo HAa KOMUCHATE [IPUCHCTEA YII'EJIHOMONEH
NpencraBsyuTes Ha ydacTHuka ,dbOHUKC dapma™ EOO],

5.3.1. KommcuaTa oOTBOpM, OMNOBECTM ¥ MNONIMCA nonyCHa¢MTe Io YbueHHBaHe "

KJIacCypaHE UeHOBM odepTu, 10O pena Ha NOCTBIBAHE Ha - npénAOXeHMHTa Ha
yd4acTHULIMTEe . [IpUCHCTBALMAT NPencTaBUTeJ Ha yqaCTHMKa%;QBOHmkcL@apma“ EOCH
monnmuca BCUYKM LEHOBY| NPEJIOKEHMS Ha OCTAHAIUTE YYACTHULM B npouenypama.
Crnen mnpurIoYBaHE Ha | nybaMuHaTa yYacT OT 3acemaHueTo, KoMuUCHMATA USBERUNM
NpeneHKa Ha LeHOBUTE IPemJIOKeHMSI Ha YUACTHULUTE Sa CHOTESUCTBUMETO MM o
MSUCKBAHETO HA BESHONMUTEeNsT, nocoueHo B OGgBieHueTo (pasmesn ,,JlonbiaHuTenHa
yHOpMaLMA”) - npenraraﬁmwe €IMHUYHY LeHM H D@eﬁmpaHqu‘;HEKapCTEEHﬂ
[IPpOHYyKTN| Ha He HalOBMUABaT CBOTBETHATA CTOMHOCT Ha cwumre B IUIC, npuiIoxeHMe
2, axTyalyieH KbBM ,H&T4 15.09.2017 r. m pa He HamBUmaABaT KEM

JoroBopeHuTe ¢ HBOK quM, kaTo 3Ba Uenara cbecraBu TabGmuua 1, OpuIloXReHa KBM
HPpOTOKOJIA, CBOBPXAWA BCUUKKM NpeljarlaHy oT yYacTHMLMTE LeHM.

KomucusarTa kxoHcTaTHMpa inennomo:

ChATa  HaTa
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Sa yuacrHMka ,,CODPAPMA TPEﬁnMHP“ Al - npennaraHaTa eOMHM4YHa lieHa Ha
JIeKapCcTBeH nponykT HNM 2.7 - Oxycodone, capsules, hard, ue OTTOBaPA Ha
[IOCOUEHOTO M3MCKBAHE Ha BBL3JIOKMTENS, [OopamM KOETo KOMUCHSITA Hpexnjara
o¢epmaw? Ha yuwacTHMxa sa JII N 2.7 ga 6Bye oTcrpaHeHa om‘%onenﬂsane u
KjracmupaHe, Ha OCHoOBauwme uji.l07, 7.2, ©6.%“a“ or 30, xaro HEOTIOoBapAmLO Ha
NpenBapuTeNHO OO0ABEHUTE YCJOBMA Ha IOpBYKaTA. |
Sa ocmaHaJ MTe y4YagTHMUM — BCUUKM [Opeljlarady  emuHUYHN UeHym Ha I
CBOTBETCTBAT Ha MB3UCKBAHETO Ha BLaJOXKUTEIS. ‘ ‘

|
1
5.3.2. |KomMcuMATa NOPUCTLOM KEM pasTVlexmgaHe u F%HOCTaBHHe Ha LeHOBUTE

|
NPpenJjIoXeHWA Ha ydYacTHULUuUTe, 3a I[IpelueHdaBaHe HaJ'IMLH/IQ;‘TO ‘He ‘O‘CHOBEBHME} 3a

npuiarakero Ha wi.72, an.l or 30l Ha [ONYyCHATUTE MO | OHOHHBaHafm KJlacHpaHe
I
‘ NS
|

J o N

|
obepTu. ‘ 3
Komucusira KOHCTArMpa, uUe Ba NPelialaHuTe OT yqaCTﬂmumme enMquHM ueHu Ha JII
HAMAa OCHOBAHMS Sa NPWIATAHE HA MSMCKBaHMATA Ha wWwi.72, an.l om 201,

h, !
5.3.3. | KomucuaTa MSEBPUM KJacHUpaHe Ha TPenIoKSHNSITA Hg - yyacTHMUIMUTE,
OOnIyCHATM OO OLe@HABAHE I KJacuMpaHe, KaTo 13a uean‘ o@opMM \1a6nmma w2,

HepaspejlHa 4acT OT NPOoTOKOoJAa.

5.3.4. Ha oCHOBaHME MSBBLPLEHOTO M B CHLOTBETCTBUE C MWBUCKBAHMATA Ha 4. 58,
an.3 ot II30M, xoMucuATa pemwM na Nposene nybuuued KPEBUM sa Bhpeneﬂﬂﬂe Ha
UBOBJIHUTEN MEXIYy KJIACUMPaHUTe Ha MNBEPBO MACTO OQepTH, Tl KaTC}KpMTepMHT B
HacToAmara ofmecTBeHa NOPBYKA € ,Hal—-Hucka LeHa™ ¥ Tasu LeHa ce npennara B
nBe opeprw, =a JI ¢ HE 1.8 - Capecitabine, nepopanua ¢opma. :ﬂ
Kommcusata pemm pna nposBelie nybiuueH xpebuit u =a KJIacupaHe Ha | BTOPO MACTO,
TBHA KaTk eoHa M Chlla LeHa ce mpemnara B ABe obepTu, KOMTO Ce KIacuparT Ha
BTOpO MficTo, 3a JII ¢ HW 1.53 - Sunitinib, nepopanHa dopma. ‘i ‘
Ha Ilpoduina Ha kynyBaua ce nNyoJgMKyBa CLOBmMeHMe 1o BamumepeCOBaaﬁTe Juua,  3a
narara, (4aca ¥ MACTOTO, ONpPeneJieHM =a NPpOBeXIaHe Ha HybﬂMQHMF erOMM
|

5.4. |Ha 18.10.2017 r., B 09:00 uaca, B KaGuHeTa HdiVdeBM%emﬂ ce mOpoBene

\
YeTBBPTOTO BacemaHMe Ha KOMUCHATA Ra OPOBEXOAHE Ha mPEbMM Ba onpenenzae Ha

]
UBIIBIIHUTENI MeXOy KlacupaHnre Ha IEPBO MSACTO ()er'I'M "!a\ J'I(‘K'apC‘TBE’H]/Iq IIPOOYyKT

C HOMEHmJaTypeH HoMep 1.8 m sa kmacupare Ha BTOPO MHUTP Ha obepwwmm 3a JIII ¢
Hie 1.53|, kakTo ¥ I& M3BLPWM OKOHYATEJHOTO KJlacupaHe Ha HOHyCHdTMTe obepTH
3a y4dacTue B HacmodmarTa Ipoluenypa 3a BhjlaraHe Ha o@mecTBOHa HOp%HKd

Ha sacellaHMeTO Ha KOMMCUATa He NPUCHCTBaXA BaMHTepeCOBaHM nutal,

XpeOuar | Ceme OpoBemeH 0T uYJeHOBETe Ha KOMMGMHT&, a TEXHCHODMHTa Ha
NpOBEXNaHE M PesyNTaTUTe OT Hero ca NoUpobHO ONMCAHU B ﬂpOTxon'

Kommcusara cbCcraBu Tabnmia C OKOHUATENHOTO KJacupaHe Io BCMqKM;HOM@HKnaTyp

JIEKAPCTBEeHU MPONYKTH . b

6.| KrnacumpasHeTo Ha yYaCTHMLUMTE, CBOOPARHO MBBﬁaHMH ‘OT Besroxuress
KpUTepu ,Hal-HMCKa OpenjoxeHa LeHa“ e, KaKTo cnenBa:i

nn INN ﬂélgg;‘:ﬂﬂaeua I-BO MACTO I-po iMiil(#TO III-"r’o MAGTO ¥ cneaBawyn
or1 1 - Lumocmamuyu ¥

1 Abirate:rone acetate nepopanHa dopma | COGAPMA TPEMANHT

2 | Afatinib nepopanta doopma | ®bOHVKC ®PAPMA [ COGAPMA TREAOWNHI

: napeHTepanHa A=
3 | Aflibergept hopma PbOHUKC ®APMA CONOMEL
4 | Axitinit nepopansa ¢opma PbOHUKC GAPMA COPAPMA T‘P;EVI,D.MHI' MEOEKC
: rnapeHTepanta
5 | Bevacizumab GopMA POW EBJITAPUA \
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napedTepanHa

6 | Cabazitaxel ®bOHUKC GAPMA OAPMHET | CONOMER
thopma
7 | Calcium folinate " oo GAPKONT COGAPMA TREMIVHI o eri et
8 | Capeacitabine nepopanHa opma SbLOHUKC GAPMA SAPMHET |  MEIEKC
9 | Carboplatin e e GAPKON MEAEKC e e |
10 | Cetuximab “HP$J:3:”“3 MEOEKC
11 | Cisplatin ”apafg:h‘::””a ®bOHUKC GAPMA ®APMHET MEAEKC
12 | Crizotinib nepopanta gopma | CO®APMA TRPENJNHI SbOHUKC PAPMA
13 | Cyclophosphamide nanpggss:ma EKO®APM
14 | Dabrafenio nepopantia popwia | COPAPMA TPEVIBVIHT | GbOHWKG pAPMA | ATTA SAPMNC
15 | Darbepoetin alfa ”apifg:,[;:””a CO®APMA TRPEMOWHI
16* | Denosumab "ap;f'ggs:““a CODAPMA TPEMANHI
17 | Docetaxel ”‘*p;fg:szn“a ®bOHUKC GAPMA MEAEKC
Powd., dispersion | AJITA
18 | Doxorubicin hydrochloride and conc.for SbOHUNKC PAPMA ME/IEKC SPAPMACIOTUKBIIC
dispers.for infusion i
. ANTA -
19 EnzaIL!Jtamlde nepopanHa copma SAPMACIOTUKBIC MI:MI‘E.FAC
| : i
20 | Epirubjcin T oo ®APKON MEQEKC SAPMACIOTUIBIC
21 | Eribulih "ap‘;‘g::;:“”a CO®APMA TPEAONHI
CO®APMA TPEMAVHT
. , . AJTTA ®APM-NC
22 | Erlotinjb nepopanHa dopma PbOHUKC ‘DAPMA SAPMHET " conomEes
POLL BELITAPUS
23 | erythropoietin (Epoetin alfa) "apz;gsszma MELEKC
; napexTeparnHa
24 | Etoposide dopwa
i PHOHIKC GAPMA
25 | Everolimus nepopanHa dopma | PEMEAN TPEAAWHI | CODAPMA TRPENOUMI SAPMHET
| : AITTA ®APM-NC
U "AIITA ®APM-TIC
26 | Filgrastim T ooma | ®bOHVIKC ®APMA MEJEKGC - GAPMHET
N . CONOMEL
27 | Fluorolracil ”apfi;*g:ﬁ:““a ®bOHMKC GAPMA MEAEKC . ®APMHET
28 | Gefitinib nepoparsiHa copma ®bOHUNKC PAPMA PAPMHET CO®APMA TPEVAWHI
29 | Gemcitabine ”ap‘;‘ggﬂgn”a ®bOHUKC ®APMA | COGAPMA TREAAMHI " MEJEKC
. $od
30* | Ibandronic acid “apft')g::;:””a ®bOHUKC GAPMA
31 | Ifosfarmide "ap‘g‘(}:ﬁ:“”a EKOGAPM
CODAPMA TPEMONHT
32* | Imatinib nepopariHa gopma MELEKC SbOHUKC &’APMA ANTA ®APM-NIC
. CONOMEL
33 | Interfefon alfa ”apg‘ggfd’:““a POLL BBLAFAPUSA
34 | Ipilimumab ”ap‘g‘ggjg““a EWM EHA AV ®APMA
35 | Irinotegan e e GAPKO ObOHUKC oAPMA |, MEARKC
36 | Lapatinib nepopanta dopma | PEMEAMW TPEAOVHI ANTA ‘ %ogmfl\ﬁlﬁzﬁm
APMACIOTUKBIC | 1o onmmn TPEVIVHI
37 | Lipegfilgrastim ”ap'f;ggs:””a MELEKC ey Aﬁglg$1/|k7bn(; ®bOHUKC GAPMA
. napeHTepanHa ‘
38 | Mitoxantrone dopma SbOHUKC dAPMA % \
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Mycobacterium bovis BCG napeHTepanHa
39 (Bacci‘us Calmette - Guerin) thopma ObOHUKC ®APMA
powder for . . lr .| ®bOHUKC ®APMA
40 Octreﬂtide suspension for PEMEQW TPENOUHT | COGAPMA TREWAUHT AITTA PAPM-NC
injection + solvent | GAPMHET
41 OIapav{lb nepopanHa ¢opma | COGAPMA TPEWANHI
- napeHTepanHa ; 1 MEDEKC
43 | Paciitagel ”ap‘g‘gshf::”“a ®LOHIIKC GAPMA OAPMHET
44 | Panitumumab ”ap';g:;::””a COGAPMA TPEAOVHI
. ) | ®bOHWUKC ®APMA
45 | Pazopanib nepopanta gopma | PEMEAV TPEWAVHT | COGAPMA TRENOVHI GAPMHET
AJTTA GAPM-C
46 | Pegfilgrastim ”apz;*gpeﬁ:“”a CO®APMA TPEMAMHI
47 | Pembrolizumab "ap‘f;‘g:sg””a ®APMHET
Concentrate for
48 | Pemetrexed solution for infusion MEQEKC
Powd.for conc.for ‘ i
49 | Pemetfexed solution for infusion | PPOHAKC ®APMA GAPMHET CONIOME]
50 | Pertuzumab “ap‘;*gshfg”“a POLL BbAMAPUS
— napeHTepanHa AJTA ST
51 | Ramudirumab Form ®bOHMKC PAPMA SAPMACIOTUKLIG ThPrOBCKA IWrA
52 | Sorafenib nepopania opma | COGAPMA TPEMAMHE | ObOHUKC GAPMA w“ﬁfﬁ%
53 | Sunitirlib nepopanHa popma | ®bOHWKC GAPMA | COGAPMA TREMIVHI PEME%;EPE(':"””HF
54 | Tegafur/gimeracil/oteracil nepopanHa ¢opma MEJOEKC
¥ AIITA ®APM-TIC
55 | Temozolomide nepopana dopma |  SOHUKC GAPMA MELIEKC CO“?AEXQJEEE#”MH[
i | i
‘ . CONOMER
56 | Temsirolimus o oo | ®bOHUKC ®APMA | COOAPMA TREVAVHT MEEKC
57 | Topotdean nap«;gsa:m«a ®OHMKC PAPMA | COGAPMA TREWIMHI | \”E{TPL“;‘?‘(';%"HC
58 | Topotecan nepopanHa gopma | COPAPMA TPENONHI
napeHrepanHa -
59 | Trastuzumab 150 MG bopma POLL BEBIAFAPUA
l napeHTepanHa -
60 | Trastuzumab 600 MG bopma POLL BbIITAPUSA
61 | Trastuzumab emtansine "apa;*g;&':””a POLL BLNAPUS
62 | Vandetanib nepopanta gopma |  SbOHUKC PAPMA ConoMER
63 | Vemurafenib nepopanHa gopma POLW BBIFAPUA ‘
) | napeHTepanHa
64 Vmbla?tlne thopwia \
65 | Vincristine o oree
N CODAPMA TPEVANHT
66 | Vinorelbine napeHTepanta MELEKC BAPKOI ANTA GAPM-NC
$opma R . GAPMHET
67 | Vismodegib nepopanHa gopma POLW BBIIFAPUA
68 | Zoledronic acid ”apgg:s:””a ®bOHUKC ®APMA GAPMHET MEJEKC
On 2 - OnuaTtu
|
1 Buprerluorphine nnacrtmp MEOEKC GAFKON
2 Dihydrkcodeine nepopanHa gopma MEOEKC ObOHUKC: <ijPMA
3 | Fentanyl nnacTup GAPKON MELIEKC CODAPMA TPEMAMHI
4 | Fentanyl Sublingual tablet MEJIEKC |
5 | Morphine "apf*ggs:”“a CO®APMA TPEMONHI
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6 | Morphine nepopanta opma
7 | Oxycodone capsules, hard SAPKON MEAEKC
modified-release

8 | Oxycodone tablets MEJEKC

9 | Oxycodone prolonges "elease | GbOHUKC GAPMA SAPKON
Oxycodone hydrochloride

10 /Naloxone hydrochloride nepopanta dopma MEJIEKC
Oxycodone hydrochloride

11 /Naloxone hydrochloride [lepopanta opua ME[IEKC
Oxycodone hydrochloride

12 /Naloxone hydrochloride lepopanta qopma ME[IEKC

13 | Tramadol nepopanta topma | CODAPMA TPENINHI

7.| lpemyioxeHMe Ba OTCTPAHABAHE HA YYACTHMLM ¥ MOTUBMN:
7.1, Kommcuara npennara odpeprarTa Ha Y4acTHUKA #TOI XOCIHUTAJI CBHPRHUC” AL na
OpOe OTCTpaHeHa OT ydaciue B IpolelypaTa Ha oOCHOBaHue ui.107, T.2, 6.%a" or
30I1.
MoTmBmM: | noupoOHO wu3joxkenn B T,.5.1.1, or Hacrosmmsa Jorjaan - Ogeprara Ha
ydacTHMka He CbObPXKA OTHeNHM TeXHUUECKM IIPeMJIOXKEeHMA M OTIENHM I[IJIMKOBE C
IpelylaT'aHy LEeHOBM IlapaMeTpy Ba OBeTe HoMmeHxyaTypu JIII, Ba KOMTO e npencrabBui
OOKYMEHTH, T.Ee. He OTI'OBaps Ha OpelBapuTenHo obBgBeHMTE VCJIOBMHE U
M3UCKBAHMATA Ha BB3IOXKMUTEN.
7.2. Kommucuara npepnmjara odepTuTe Ha yyacTHuKa ,MEJEKC” OOXN =a JIII C HN 1.49
m ¢ HW 2.9 »ma Obmar oTCTpaHeHM OT YyuyacTue B npouglypaTs Ha OCHOBRaHUE
yr.107, (7.2, 6.%a™ or BOII.
MoTusu: | IOOPOOHO M3IOKeHM B T.5.2.2. or Hacrosums Jlokjiam — IpenjioxeHMeTo Ha
y4aCTHMEka 3a U2IBJIHEHME Ha NopbuykaTa Ba BCeku oT JII  He §OTPOBapH Ha
NpenBapiTeNIHO OOABEHUTE YCJIOBUS UM MBUCKBAHMATA Ha B%gﬁbeTenh.
7.3. Koyxcmgma npemnara odepTnTe Ha ydacTHUKa ,PBOHUKC @APMA"‘EOOM sa JIII ¢
HNe 1.4ﬂ m ¢ HEM 1.58 gma Obmar oTcTpaHeHM OT ydacmue B in;@uenypama Ha
ocHoBaHye unx.,107, T.2, ©.%a“ or 3OI. | | i
MoTUBM: | IOOPOOHO MBJIOKEHM B T.5.2.3. oT HaCTOAmMA Towitan ~‘Hbeﬂnomeﬂmemo Ha
YYacTHMKa 3a UWBNBJIHEeHMe Ha NophkdYykaTa 3Ba BCeku oT! JIII ﬁé‘JOTPOBapH Ha
NpeNBapHTeNHO OOABEHUTE YCJIOBUA U MBUCKBAHMATA Ha B%ﬂnoxmweng
7.4. KommcuaATa npeanara odepTuTe Ha yUaCTHUKA "¢APMHPTW All sa HH C HNw 1.9;
1.17; 1[18 1.35 ma BBmaT oTCTPaHEHM OT yuacTHUe B npogenypama Ha OCHOBaHUe
un.107, 7.2, 6.%a“ or SBOI.
MoTuBu: | mompoOHO mBiokenu B T.5.2.4, or Hacroaumsa Jorian - I[IpemJiOXeHUETO Ha
ydacTHUEA 3a MBIBJIHEeHME Ha [NOpBhYKATa He OTDOBRAPS HA HpenBapuresHo ofABeHMUTe
YCIIOBUSA |M MBUCKBAHMATA Ha Bb3JOXUTelId.
7.4. Koyucuara mnpegara opeprurTe Ha ydacTHUKa ,COSAPMA TPEAIMHDY AL =a JII c
HNNe 1.9; 1.20; 1.26; 2.1; 2.7 pa ©wOaT OTCTPaHEHM OT yyacTue B npollenypara
Ha OCHomaHue uj.l107, 7.2, ©.%a“ or 30I. B ‘
MoTuBu: }i } i !
- s3a JIII c HEw 1.9; 1.20; 1.26; 2.1 - nompoBHO MéhomeHM}BinLS.Z.B. oT
Hacroama Jokynan - IpefyoXeHMETO Ha ydYaCTHMKA 3a UBNBJIHEeHMEe Hal mophukara 3a
BCeKM elMH OT uuTHMpaHuTe JIII He oTrosBapsa Ha npenBapMTenHo oGgsngmwe YCIOBUS
M MSUCKBAHMATA Ha Be3noxuress; ¥ ] !
- 3a Jlll|c H® 2.7 - [eHOBOTO NpemoXeHMe Ha yYaCTHUKA ?b TOjM ﬂHIH@ OTIroBapsa
Ha NPenBapUTeSHO OBABEHUTE YCIOBMS ¥ M3MCKBAHUSA Ha BmsnomMTenH?

8.| Kommcusara npejmiara Ha Bbsjoxuresns ma 6niar | @KHMHGHM‘HOPOBOPM 3a
MBOBJIHEHWE Ha [NOPDBYKATa C KIACUPaHUTE Ha IBPBO MACTO yqaCTHMHM 3a OTIEJHUTE
HOMEHKJIATYPHM JIEKAPCTBEHY NPOIYyKTH OT OB0COGeHMTe MNosuluM, - |
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9.

Kommcusara npenjara Ha Brorioxurens na nperaTm npouénypama 10 pena

Ha qn.lTO, an.l, 7.1 or 30Il, za ciuemauTe JII: L N
nne | e  HeON- MexayHapogHo HenaTeHTHO . M lNporHosku
- paniz;vg/eﬂ koA HanmeHosaHue /INN/ flekapcTeena popma 7pa KoJimyecTsa
1 2 3 4 5.1 6
Ol Ne 1 - LiuTocTaTuum
24 L01CBO01 Etoposide napeHTepanHa cgopma mg 140 000
64 LO1CA01 Vinblastine napeHTepanHa chopma myg 360
65 L0O1CA02 Vincristine napeHTepasnHa dopma mg 150
Ol Ne 2 - Onuaru
6 NO2AA01 | Morphine nepopanHa gopma | mg | 240 000
Morusu:

onpenesyi¢H OT B%BHOXMTGHH,

10

3a UMTHpaHMTE HOMeHKmarTypu JIII orT obocobeHurTe NOBMLMKM, B CPOKa,

HAMa MojaneHa HMTO ehHa obepra.
|

!
- B HacroamaTa mnpouenypa OT y4YacCTHUMUMTE HEe Ca MU3MUCKBAHM U He ca

NnpeldCTaBsgHM MOCTPU.

Cb

an.3 u i

21.09.2

‘ ‘
€ CBCTABAHETO Ha HacToaumsa [HorNamn, CBIVIACHO M3UCKBAHMATa Ha wi.l103,
10 pena Ha wn.60 or MISO0I, xkomucusATa, HasHAUEHA CBLC 3anoBen N 170 oT
17 romuua, 3a npoBexmaHe Ha OTKpUTa npouenypa, ¢ npemMer: “JocTabxa

Ha JIeKapCTBEHM NPOAYKTM 34 JIEUEHME Ha OHKOJOTMUHU 3a00MABaHMA, pasnpeleseHu

B OBe O
pabora i

Kb
paboTrarTd
1,2.

Ha

SOCOOeHM MNOBMUMM, CBIVIACHO NPWIIOXeHa Ccheuuduxanms”’

NPUKITIOYM CBOSATA
3 onpelesieHMA OT Bu3JIOXMTEs]s CPOK. !
}

M OOKJIALAa Ca IpPMJIOXEHM BCHUYKM [HOKYMEHTH, ChbCTaABEHN & B

I Ha KOMMCHMATa — OpoTokomu NN 1,2,3,4 oT sSacemauHuaTa ¥ U

Xoma Ha
TABIMLM NN
|

I
ocHoBaHue un.l06, an.l or 30 HacrToAmMAT HOKJIaD C& MpPeJcTaBs Ha

Be3jgoxuTesad 3a yrBhpXOarade Ha 19.10.2017 romua.
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