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p. Xackoso 6300 Ten. 038/ 665316,
byn. CveguHerne N949 Glaxc..038/ 664373;
e-mail: mdozs@yahoo.com

PEWWEHWE

N /07.03.2016 1.,

Ha ocHoBanne 4n. 73 oT 30[1, npenoctaseHaTa AOKYMEHTau s u pe3ynTatuTe,
oTpaseHn B [lpoTtokon ot 29.02.2016 r. Ha KomucusaTa, Ha3HadeHa cbC 3anosesn NO
305/11.12.2015 r. Ha Ynpasutens Ha CBA/IO — XackoBo EOOI no oueHka Ha
AONYCHATUTE LEHOBW NPEANOXEHWE W W3BBLPLWEHOTO KiacMpaHe H1 y4dacTHUUUTE Mo
KpuTepui ,Han-HNCKa LieHa"” 33 CbOTBETHATa NO3MUMSI, YHACTHUKBT (U1aCMpPaH Ha MbpBo
MACTO 3@ CbOTBETHATa NO3WUMS € OnpeaeneH 3a U3NbAHUTEN, Tb KaTo HeroeaTta LeHoBa
odepTa CbOTBETCTBA HA 33a4afEHUS KPUTEPWUM 33 OLEHKA M LUeHaTa e HauW-u3rogHa 3a

Bb3/IOXUTESNS, NOPAAN KOETO
ObABSBAM:

I. Knacmpane Ha y4yaCTHMUMTE, W3BBLPWEHO MO  [JOryCHAaTUTE  LEHOBM

NPEANOXEHNS NO KPUTEPUIA Hall - HUCKA LeHa, CbrnacHo Mpunoxenne \Q 1.

II. KnacmpanuTe Ha MbpBO MACTO YYaCTHULUM OMPeAensaM 2a U3MbAHUTENN Ha
obujecTseHa nopvyka 3a 0bekT ,[JoCcTaBka Ha NeKapCTBEHWM MPOAYKMM 3a HyXAuTe Ha
CneunanussmpaHa bonHMUA 3a akTMBHO NeYeHne no oHKonorust - Xeckoso EOO" 3a

CbOTBETHATa NO3MLUMA, CbrnacHo MNMpunoxeHue N9 2.

[1I. OTCTpaHeHn yqacTHUUM OT ydacTve B KNaCUPaHETO KakTo Crieasa:

1. ,ObOHUKC ®APMA" EAL - TJIOBAWB, 3a nekapcTBerwTe MpOAyKTU MO
o6ocobenn nosmumm N 10, N© 31 n NQ 55, nopaan nMncea Ha LeHa 3a Pemetrexed Ha
Sandoz n oTopu3auunm.

2. ,CODAPMA TPEMAVHI" AL - rpag Codus, 3a NEKApPCTBE HUTE NPOAYKTM MO

no3uums N2 51, noganeHa nopasun A0NyCHATa TEXHUYECKA rpeLLKa.



3. ,ME[EKC" 00f, - 3a ofocobeHa noavuma N 4, noraau oepupaHe Ha
APYyr N€KapCTBeH MpPOAYKT pasNMyeH OT TexXHWMYEeCKOTO 3ajarnMe — BMeCcTO 3a
JIEKapCTBEHUSA NPOAYKT enoeTuH ,6eTa”, e npeanoxeHa LeHa 3a NeiiapcTBEHNS NPoayKT
enoeTuH ,3erta”.

~ 3a 06ocobeHa no3mumsa N2 67 C uncioBoTo N3PaXKEHMNE. KOETO NMOANEXMN Ha
OleHABaHe e C nmosede OT 20 Ha cTo (39,17 %) MO-BJAFOMPUATHA oT cpepHaTa
CTOWHOCT Ha NPEeANOXEHWSTA Ha OCTaHanUTe yYacTHULM Mo KpUTEpUs! ,Hal HUCKa LeHa”,

OTHacsaWM 3a no3numsa N 67,

PeluenneTo noanexu Ha obxanBaHe B 10 AHEBEH CPOK OT Nnosly4aBaHeTo My,
CbrnacHo Y. 120 an. 5 ot 30N npea KoMucusTa 3a 3ainTa Ha KOHKY[L eHUuunsTa.
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KNACUPAHE
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2 axes caps nare 50 mg | 28 | assoo | capsules. o Registraton oo agne |42 176 2500 434 866" 146 115.01 18 753380118 | Buirapas
: hard 150mg Lmited, 004
x 28 United Kingdom Ehte
Roferon-A
| sciution for
. ' Ecton | e Pow
fr Lilista - St e | 72600 pre-filled '“thgg“w RR110053 19,9500 19,9500 14364.00 s 17236.80 1B, | Bunzapus
syringe - EOOA |
i needle 3MIU !
| i |
- L

LUEHA HA QOFrOBOPA

5518 856,49 ns.

rapanuus

55 188,56 nas.
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Jl0CTaBKa Ha NEKapCTBEHN NPOAYKTIA 38 HyxakTe Ha Creumanuanpana BonHuLa 3a akTeHo nedenne no oHkonorus - Xackoso EOO1”

N3MNBNHWTEN
HA OBLUECTBEHA MOPBYUKA 3A OBEKT

3A CNEAHNTE OBOCOBEHU MO3ULIMN

LL.£+0B0 NDEANOKEHWE 38 JOCTABKA HA NEXKAPCTBEHWN TDOAYKTA. HECOXOANMIA 3@ NPOBEXAAHE HA OHKONOTAYHO neverne 8 CBANO - Xackoso-ECO |
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selution ‘or COOAPMA ALl- Codpapma
> | Acanao" ansteron ; 3000,00 RR100408 17.1667 1,7167 5150,10 ne 6 180,12 18 .
? ACG4EAD Ondansteron Jection 2mg/iml 4 mi| my 1 ar:l;f;at/gm CooUsi Tpenamsr Al
CAHAOCTA
power for Tmﬁ AP NOVARTIS Codapua
5 | Ho'CBO2 | Octeotid | solution for 20 mg | 1 4800 | T .| PHARMA | RR109878 | 10574167 1057,4167 50 756,00 n8 5090720 ms. | M':"M
njection prSm::‘\ SERVICES INC peta
cancentrate BUHOPEND
ncenii:
16 | _GICAO4 | Vinorelbine | fur soiution 50 mg | 1 12000 ™ A;p RORUL ACTAVIS RR10655C 33.6917 33,6917 404300 118 85160 ris Tpceoﬁ:‘j'r“zu
for nfusion 10MriMnsmn
EMUCHHIA
26 | oloioses | Eprabion | SCumonfor) 2momiso | 480,00 H 2mrian ACTAVIS RR104573 553833 553833 26 583,98 g 31600,78 ns. | COPAPM2
i ‘ njection ml WHP pp Tpeagndr AL
! ! | 100MI/50mn
1
b
BEKTUBAKC
concentrate KOHljeHTpaT
34 | _0XC08 | Panitunumab | for sowtion 100 mg | 1 600.00 38 MHX PP E/\yRG;;‘: RR109082 695,7000 95,7000 417 420.00 n8 500 90400 n& TC?‘“":‘“"
for intusion 20mMr/mMn SMn - pedave A
x1
. film-coated WPECA 16 ASTRA . A Cowpapma
37 | LOTXEQ2 Gefitnib N 250 mg | 30 | 1as000 | Tl RR109245 |  3589,3333 1196444 17228794 18 206 7455308 { b
TAVBBPE
fi m-coated Punm NOVARTIS Cocpapma
42 Lapatinib et 250 mg | 140 | 336000 | Tabnemn PHARMA | RR109211 | 3226.6667 23,0476 77 439.94 ns s2927.93 e | Eh‘{’“:r n
tatiel 250mrx | SERVICES INC pena
; 1406
H
i powder “or TOPVCEN
| s
- mamsronnus | CONCENELe 25 mg | 1 5¢.00 &n 30mr PFIZER RR109181 | 13433333 13433333 67 166.67 ns 80 600,00 ng. | CoPaPME
. ter sciation 125+5/ = Tpeaaunr AL
| i for intusion paspeavTen
|
i tmcoted 30TPUEHT | NOVARTIS Comanie
(et e | pazepand | O 400 mg | 60 | 432000 |ra6n400mrx| PHARMA | RR109265 | 40943333 582389 294 792,05 nw 353 750.46 ns j‘w"’ A
| ° 506p | SERVICES INC pefann A
T
I . o, Co
s 1 iexens Afatinb film-coated 40 mg | 28 a36.00 |[PHIOTIO| et RINGER || RR108985 | 33735000 1204821 40481.99 s 4857830 na | OPaIME
i tabets B 40Mr x 28 Toeranrn AL
fim-coate O = C &
. Atatrp | coated 3¢ mg | 28 | 300 |[FHNOTEM®) gon oiNGER 1| RR108985 | 25018333 89.3512 30022.00 18 36026 40 . | _ ~OPaPHE
taplets 76 30Mr x 28 Tpeaaunr AL
KCANKOPY c
Lo IEte | Crzene bagcaps 250 mg | 8C | 72000 |nanc250mix|  PFIZER RR109134 | 90358333 150,5972 108 429,98 ns 130 115.96 ns Tp:;’f:‘::“iﬂ
80 °
‘ ; OTAKTAC
i H O npax3a Comapma
SDl Llteert | Tepumtesan 4 my 1 12000 |rony 3aund| ACTAVS RR108605 181083 18.1083 2173.0C re 260760 05, | ZOFERME
AMT X 4 Mr X
! 4
’ s XVKAMTHH | NOVARTIS covsoms |
: “opatecan | P 1 mg | 10 483,00 | Kkanc dmrx PHARMA | RR109878 495,0000 49,5000 23 760.00 18 26512006 |, f o
: i 106p SERVICES INC et A
I
i UPUHOTEK
B N “00 mg | 1 4gogo | ArTAWTaBMC | eravis RR105220 42.8333 438333 21039.98 ns 252479808 | COPAPM2
n 20mrimn Tpeanunr AL
| Smr
|
BUTUTA .
tac.ets 250 mg | 120 1 432000 | 16.250mrx | JANSSEN RR109162 | 6011.0000 50,0917 216 396,14 ne 256 675,37 na. | COPAPME
o CILAG Tpenauni All
. solior HEYACTA ) N}
034t | Peghgrastm | SOV N 6 mg | 1 120,00 Ak pp AMGEN RR109286 | 14304667 14304667 17165600 18 205987 2C s | COPEPME
prefilec syt 0.6min x 1 EUROCPE Tpeadmnt AL
I EKCIDKMBA h
' e soidtion for 120mgi1.7 AMGEN - .- Cowapua
1A WSHBXC gV m 1 ! 1 4 B 7432, b 2. i
[ 098KCa | Denusunao | P00 E s g 36000 | i 1‘2nm I RR110043 559,5500 5595500 201 438.00 8 4172580 s |0
|

LIEHA HA [1IOFOBOPA

1724 448,67 ns.

rapaHugn

17 244,49 nB.




U3MSIHUTEN Mpunoxerne Ne 2
HA OBUIECTBEHA NOPBYKA 3A OBEKT
JLocTaeka Ha nekapCTBeHM NPOAYKTY 3a HYXANTe Ha Cneunanninpana bosHULA 3@ aKTUBHO JTeYeHne no oHkonoru: - Xackoso Q0L
3A CNEJHUTE OBEOCOBEHN NO3NLMN
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Binocrit
10000 UA
3 | moaxaot | EVropoietn | 10000 u | s ggopp | Thsolution | Sandoz GrbH -1 poyiaiae | 335 0000 55,0000 52 800,00 n6 63 360,00 na. | Meaexc 00A
alfa for injection ABcTpys
in pre-fiied
syringe x 6
' DACARBAZI
N TEVA Tesa
power for owder for |®apmacTikbIC
9 L0 AXCA Dacarbazin solutor for 200 my 10 [clelene] p . d RR106283 133,0000 13,3000 7 980.00 s 9576.00 ne. | Meiekc OOL
injecton soiution for Bwnrapas
njectior 200 EOQL,
mg x 10
Capeda 500 | "Yaitkadspma
13 | Lo1BCOB | Capectabme | | TCo8ted 500 mg | 120 | 4320000 | MMM |Bucokokauscree] ooy 00, 72,0000 0.6000 25 920,00 16 31°04,00 18 | Megexc OOL
tabiets coated HuTe NlexapcTea
tablets x 120 | A[], Bvnrapus
Teysuno 20
Tegafurigimer|  hard 20 mg/5.8 ma/s 8 Nordic Grou
15 | _01BCSa gaturg "OE g | 84 2016.00 | mg/15,8 mg € Sroup | pR110011 548,1000 6.5250 13 154,40 ne 15 785,28 na. | Menekc OOf
acit oteracil/ capsules mg BV, Xonanaus
nard capsule
x B84
T
| ' Taolnexa 20
! concentiate L'ﬂ“gen’[;‘ae KRKA ¢ d
10002 Docetuse. for sulution 80 mg 1 96C.00 ufcr “ ot “ Nove mesto RR110332 27,6500 27 8500 26 544,00 ns 3185280 nB | Mapekc QO[]
for intusion soltion CnoseHus
| for infusion -
1 4mix1
I
H |
l Myoce: S0
mg powder.
i dispersion
1 ana
0 img | o2 0o | concentrate | TevaBY oginga0e |1 718.0000 8590000 2577900 ns 30924 00 518 | Meaexs 004
for Hugepnangns
! aispersion
fer nfusion,
! 5C mg * box
: x 2 sets
! i
— |
[ MITOMYCIN !
C KYOWA Nordic Pnarme i
Mtcmyen | powd 20 mg | 1 360.00 powd. for CFnalma | e 106605 44,3500 44 3500 15 966,00 11y 495920 18 | Menere SO
s5.r.0. Yexus “ “
sol forinj : i
20mgx 1 !
]
CISPLATIN i
ACCORD i
concentiate 1mg/ml Accord H
Cssoaun for solwtion S0 mg 1 600,00 ccncentrate Healithcare RR108743 8.8200 8.9200 5352008 €422 40 00 | Medene GOL |
for infusion for soiution Limited, JK
, : ferinfusion
. ' 1 x 50ml
OKALIPLATI
! i N ACCORD Accord !
! , cencentrate Healthcare
Z CLUAALT ‘ Cxa patr *0Cmg20mit my 1 §0C.00 fersoition Limited RR105420 26,2000 26,2000 15 720,00 g 18 864 00 1B | Meaenc OOLR
| fernfusion Obegnneno
‘ Smg/ml 1x KpancTso
! 20ml|
!
‘ Erbitux 5
| i Singmi - 26 MO herck KGaA
Z XCo8 | Cetuximan ‘ so.nf val |7 g‘n” LTy 1 134000 solution for re MHH:M' ) RR110280 332.2000 332.2000 44514800 )i 534177 60 ne | Mepexc OCLL
} i C infusion 20 pMars !
: mlx1 .
- ; t 1 —_
. ! ruorieLce baikadanma ‘
| 108 m < ERH 3]
5 [ ; e owg | or2c | 2448000 00my | Bucoroxaunctue| o ogqqy 4092000 3.3350 | 8164280 Ny 97 968 96 14 | Megere OO
capsues wire Nekaperua !
! | i harex 120 | AL Buniapus i
S : ; i
! SUTENT 50 B
b ! mg ha
i cixge | suates ana 50 mg | 30 | 1350.00 mg hara | Phzer Limited 1 oo ih067 | 7 749.9500 2583320 348 748.20 418 497 84 ne | Menexe OCL
‘ capsules capsuies x | Jnited Kingaom N
il 30 !
T
‘ | Halaven 0.44 Eisai Eurape
‘ - soluton for | 0.44mg/ml 2 mafeml Limited
| L0 XXar Erouln mg 1 120.00 solution for | RR109792 621.8000 621,800C 74816 00 ne 8953820 ne | Merewc 0G|
injection m: P OBeandeno -
i mjecuon. 1 KPRITCTBO
\ | viai x 2 ml
T
i
i Zaitiap 25 i
R e "7?%{"1;[ . | Sanofi-Avants ‘
LoAX44 Afiveradt ;unrcron su my 1 72.00 ’cr‘:o“' t\or“' Groupe RR1C905% 1200.0000 1200,0000 86 400.00 s 103 680.0C 1ia. | Mrgewe OOH‘
: Ltion
‘ for intusior 8 @paniua i
mlx1 :
I L | | |
<ot



LOCTaBKa Ha NeKapCTBEHN NPCAYKTH

V3MBNHWTEN
HA OBLWECTBEHA MOPBbYKA 3A OBEKT

3a HyXauTe Ha Cneynanvanpana BonHuLa 3a aKTUBHO neyeHue no oHkonoru: - Xackoso EQOL”

3A CNEAHUTE OBOCOBEHM NO3NUUN
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Astellas Pha
Ktandi 40 mg sEt(:\(\:\% PEa\r/ma
59 | L02BBO4 | Enzawtamia | soft cans 40 mg | 112 | 403200 |[sotcapsules Hmeiﬁauw'ﬂ RR109057 | 5 966,8000 532750 214 804,80 e 257 765.76 ns. | Meaeke OOf
X112
Zarzio 30
MU/ 0,5 mi
solution for
o solution for Sandoz GrmbH
61 | L0O3AAD2 | Flgrastim ”g:f’:";; 30MIUOSmI| mg | & 1800,00  irjectionor | Do A"u‘sm | RR109842 250,0000 50,0000 90 000.00 na 108 006,00 N8 | Menexe OO
i infusion in ‘
syrnge i pre-filled
syringe x 5
Longuex6 |  UAB "Sicor
mg solution | Biotech”, V. A
54 | L03RA14 |Lipegtigrastm pf;‘ﬂ;“;‘c"yw 6 ”‘QY/VT' 08| ng | 1 12000 ':’;?f"ﬂ‘";’;‘ g':f;;,fﬁ RR110328 | 13983000 1398.3000 167 796,00 ns 201 355,20 8. | Meaexe OO0
i syringe Vilnius, N4Taa
0,6mix1
Pamilar Yankacapma
Bucokokadectae
concentrate
Pamid concentrate 15ma/ml & for sol.for HuTe
65 | MOSBAC3 "'”‘L"d"”‘c for solution '“rgm”‘ mg | 1 720.00 e | Nexapetez"ARL - | RR103600 250.0000 250,0000 180 000,00 ne 216 000,00 n6. | Menekc OOL
“cl 3
for irtusion “5mgimi- Eigim:m
6mlx1 p
LEHA HA 10rOBOPA 1878 360,20 118 2254 03224 rs
rapasuyua 18 783,60 nB.




M3NHLAHWUTER Mpunoxerne Ne 2
HA OBLLECTBEHA NMOPLYKA 3A OBEKT
.JOCTaBKa Ha NEXapCTBEHN NPOAYKTY 33 KywauTe Ha Cneyuanusupana 6onHMLa 3@ aKTUBHO Ne4eHue No OHKonorus - Xackoso EQQO/"
3A CNEAHUTE OBOCOBEHN NO3ULN
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power for Acloxan Baxter Oncolo Exotbanm
6 | 014806 | ifosfarude | solution for 1000 m 1 600,00 | powd.inj. 1 [ ONeolaY RR102540 39,3400 39,34 23 604,00 ne 28 324.80 ns Kopap
9 19 GmbH EOOF,
injection x1
Cyclopnospna power for Endoxan Baxter Oncolo; Exocpapm
LoVRADT | TYCOPTISPIAN ol tion for 200 mg | 10 | 120000 |powd.inj. 200 9| RR105844 43,1000 4 517200 ns 620840 na ropap
mide GmbH E00A
i injection mygx 10
i
LEHA HA JOTOBOPA 28 776,00 nB.
rapaHuus 287,76 nB.
I CATARLIE |




M3NBIHNTEN Mpunoxenue Ne 2
HA OBLLECTBEHA NOPBHYKA 3A OBEKT
,0CTaBKE Ha NEKapCTBEHW NPOAYKTY 3a HyxauTe ha Cneymanuapana BonHMLa 3@ aKTUBHO NEYEHWE No OHKONOrUs - Xackoso EQOL”
3A CREAHUTE OBOCOGEHM NO3ULIMK
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Alimta 500
mg powder
power tor for i L Thproscka
10 | L21BAO4 | Pemelexed | conc for 500 mg | 1 108.00 | concentrate Ned;r\la ayEsv 7533 1772.1583 1772,1583 191393,10 s 229671.72n8. | rura- HALL
mjection for solution n AL
for infusion x
)
LIEHA HA JOTOBOPA 91 383,10 nB.
rapaHuva 1913,83 nB.

crp 1



N3NbAHWUTEN Mpunoxetne Ne 2
HA OBUECTBEHA TOPBYKA 3A OBEKT
JlocTaska Ha nekapCTBEHU NPOAYKTIA 38 HYXAuTe Ha Cneuvanuaypana BonkuLa 3@ akTUBHO NeyYeHne No oHkonorus - Xackoso EOOQ”
3A CNEQHUTE OBCCOBEHWU MO3NULIMA
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CYTOBLAS
TIN solution N
18 | L0°CADT | Vinbiasne | SOMbor o 10 mg | 1 12000 | forinjection | CP (UKI LI 564 19,5500 19.55 155,00 na 234600 . | VIO PaPHa
injection 9 ) UK Al
! 1 mg/ml -
10mix1
ETOSID 20
concentrate mg/ml .
17 | Lo1cBot Stoposide | for solutuion 100 my | 1 240000 | solution for | C'P'® SJKKJ Lid. 566 6.0000 5,00 12 000,00 na 1440000 ng | MO GapMa
far intusion infusion - 5
mlx1
LIEHA HA 10rOBOPA 13 955,00 nB.
rapaHuus 139,55 ne.
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