
IIPOTOKOJ] N9 1

.[nec' 19.09 .2016 rlo.qI4Ha, B 09.00 qaca, n rca6mHera Ha Vnpanzre.ls Ha .KOUEyplac" Eoo,4, B rp.Eyprac, 6yn."cle(faH crau6onoe" Ns 73r a Xrpypr,%rreH Kopnyc
Ha MEAJI-Byplac A!, er.7 , Korwrcu+. B cbcraB:

Ilno nco rT^ ma n . TT;rrr/vAvvAqrer,. AapI4Ha Cro.qHoea - rlJIaBHa MeEI4III4HcKa cecTpa, ,rKOI{-Bypr,ac',EOO.{;
9"nenoae:
1 Ttlnvua Tnnnr!ryvrna rvAvpoBd - MarlI4crbp-OapMaqeBT, ynpaBI4reJI 6onHra.rHa a|lreKa, .KOII-
Eyplac"EOOI;
2 llaaua Tlomnnr/+eq'a rryrywBd - [paBocnoco6eH ropl4cr, no -q,Jr.20t aJ7.4t r.3 ot 3oll;
3 . Mmnrco Kr:ee cr . eKcnepr / lupextlwa *3lIC,qT3C" -- O6qlaua Eyplac ro .q.qr .20 |alr.4t r.3 ou 3OII;
4. Pyusua Kovzroea - crJeroBo.Ert['eJr, ,,KOI]-Byplac// EOO,{,
B I43nbJIHeHI4e Ha 3anoBe,4 Ne 224 or 19.09.2076 r,o.qr4Ha ua Ynpanr4TeJr.:r Ha *KOU-
Eyplac" EOOIr ce cr6pa .qa I43BbpIxr4 npe.qBaprdreJleH no.E6op, .qa pa3r,Jre.qa, olleHr4
n Knacllpa nocrbrluJrlATe ooepril 3a yqacrr4e B orKpJ4Ta npoqeEypa 3a BbBJra|aHe Ha
n6rtrocmpau: nnnLrt?. ^ rn anrr^h. //ilaama-,.^ ,,-vv'+eurDenq rrvybqKa, c npeIMeT': AOU'I'aEKa Ha JIeKapcTBeHI4 npo.qyKTI4 3a rer{eH7e
Ha OHKOIOTTI4TIHZ 3a6ons.Ba:F.I/-fl, I paB|Ipe.qe JIeHIT B .qBe O6OCO6enU rrO3I/.IlI/ItA I CbTTJIaCHO
npI4JIOXeHa CnequQvrKarlvrfl.tt .
T-TnarrnrrlruqeAypaTa e oTKpI4Ta c:
PeueHvte N, 25/08.08. 2016 t.,
pelr4crprzHaHa B AOII no.q Ne 00232-2016-0008,
nyonunyeaHo o6.sBrreHr4e e pol] N, 743955/09.09.2016 t.
m e oB Ha EC N, 206/3 754-2't8395 0r 11.08.2016 t.
rna -a^rlPeAoeAareJJ.gr Ha KoMtlc71ETa npoBepJ4 cbcTaBa Ha [pI4cTrCTBarql4Te u cJIe.q KaTO
yCTaHOBI4/ r{e nptlCBCTBaT BCVIV.KU TIJICHOBe Ha KOMI4CVIAIa, OTKpil 3aCe.qaHI4eTO.
Ha sace.qaHl4ero Ha KoMl4cufl,Ta He npficbcrBaxa npe.qcraByrreJli Ha yqacrHrarJvrre ulru
Ipy|r4 npaBor4Ma:jJ.vr J1!A4a.
Tlno nno n: ma n qfirrr/uAuer+qrerrar Ha KoMJ4cm.{Ta [OJIyq]4 C npileMo-[pe.UaBaTeJ]eH npoToKoII oT
c T'I\/)TcTlrro TT IJ: KOTI-F,rznr. ^ nha n^mVJIJJIVIISJI Nq I\VIA UJ IIT'VAVf ABEHI4TE ONAKOBKI4 U ONWC HA YT.IACT:ts]IAI\I4TE, trIOI.AJIIA
,qoKyMeHrI4 3a yrracrl4e B HaCTO.qrlaTa oTKpr4Ta npoqe.qypara 3a BbSJrarraHe Ha
o6rlecrBeHa nopbrlKa.
Jlr.ro nca n: ma r sm \rar,eAUU'qqrsrra! /Be.qoMl4 qJIeHOBeTe Ha KOMI4CI/IHIa, TJe My Ca npe.qa.qeHl4 TpI4HaEeCeT
A^^ -ulruH 3d.LleIlalTaHI4 Henpo3paqHI4 OnaKOBKI4, BBpXy KOyITO Ca OTpa3eHI4 : [O.qareJI /
rlpe,4Mer Ha oOulecrBeHara noptrrKa/ Bxo.q.sq HoMep, .qara vr qac Ha BHacsHe B
cqeToBoAcrBoTo Ha \\KOII-Bypr,ac,,EOO,!, KaKTo cJIe.qBa:

1. or ,,EIi EHr IuI cApMA EEJIrApI4.g// EA,q, c Bxo.qsq Ne o7/t+.og.2or6 r., Ko.sro
e nocrBflmJra B 09:30 qaca;

2 . o,t ,,T'BPTOBCKA JII4TA HAItr/' A,q, c BXo.U.Erq N, 02 / 16 .09 .2076 r . , Ko.sro e
nocrbnilJra B 09:30 qaca;

3. or ,/e,APKoJItt A,q, c Bxo.u.sq Ne 03/71 .09.2016 r', , Ko.rrro e rocrbrrr4Jra B
0B:55 r{aca;

4. or /,coJIoME[" EOO,[, c Bxo.q.qq Ne 04/11 .09.2016 r., Ko.sro e nocr.rnmra B
09: 00 qaca;

5. or 
"eAPMHETtt 

AEt c Bxo.q.qrq Ne 05/1,'7 .09.2076 T. , Ko.qro e nocrbnr4Jra B
09:10 qaca;

6. or ,/coaDAPl"tA TpEi,4I,IHff aE, c Bxo.q.sq Ns o6/rj .og .2016 r. , Koslo e
noc['.b:rl]4Jra B 09:13 rJaca;

7. or ilM(: €APIIA/' AI, c Bxo.u.qu Ne 01 /fi .09.2016 r., Ko.rrro e rocrbnr4rra B
09:15 qaca;

B ' or "MtgEKc', ooE, c Bxo.qsq Ne 0B / 71 .09 .201,6 r' . , Ko.qro e rocrbflrzJra B
09:20 qaca;



9. or .,TOII XOCTI%TAJI CbPBPIC,/ A,q,
nocrr"br-r4Jra B 09 :24 qaca,'

c Bxo.q.sq Ns 09 / I7 .09 "2076 | . , Ko.cro e

L0. or ,,EKO€APM,, EOO,{, c exo,q.cu Ne l0/I1 .09.2016 T. , Ko.rrro e [ocrr'6nr4J]a
09:28 qaca;

11 . or /TAJITA eAPUACICTmIffitrICU EOOI c BXoE.silI Ns 17 / 71 .09 .2016 r " , Ko.qro e
rrocrbr-rr4Jra B 09:33 qaca;

12. on ,/POUI EBJIIAPI45/| EOOI/ c Bxo.q.crq Ne

flocryblrffJra B 09:35 qaca;
13. or ,,#bOHI4KC eAPMAf' EOOA, c Bxo.q.cq Ne

rocrr"br-rr4Jra B II z 20 qaca .

72/I1 .09.2016 r. , Kosro

13 / 11 .09 .2016 rr . , Ko.cro e

B r4gfIbJIHeHI4e mSrACKBaHtrHra Ha .rJl . 51, an. B or |Iil3O|I/ BCIr'qKvr r]reHoBe Ha
Korwrcvrfl,ra nonbJlHr4xa EeKJIapawr t orHocHo nzucKBaHms.Ta Ha r{fi.103, an.2 or 3OII
v qn.52 on Ull3Oll.
Kotts'tcunta, cJIe,E Karo ce y6eaur Ee npe.qJloxeHvIrla ca nocrbnvrJlr4 B cpoK, B

--'lpo3paqHI4 OnaKOBKI4, C HeHapylleHa II9JIOCT, ilp?lCTbIIvI KbM T9XHOTO
oTBap.sHe, no peJla Ha [ocT'b[BaHeTo vr]|/.lt npm KoeTo ce KoHCTaTtIpa:

1 P nnrvnou: c Bx.Nr 01/14.o9.2oL6 t., .qeno3upaHa B 09:30 ..r. ot ,,F.ilL EHI ItIr . D vtrq^vD Nq t
eAPllA E1bJIIAPI4.EZ EA,q , EUK 737701 01 2 , cbc ce.EaJrrzrqe w a,Epec Ha ynpaBJleHr4e
lp. CoQu a , L2'lI, palZoH ,,Hagen<qa" , yil."Pox.eH" , Ne 24, npe.qcraBJrsBaHo or
n-^,.^-,,--^ l-^.,nJrs^uonAoy .nurc.r(CaH.qpOB MapmnOn - I43|IT)JIHI4['eJIeH .ql4peKTOp, Ce C'b.U'bpxa: nanrca Ns

1 - .4oKyMeHTI4 3a nog6op rr rl4rJHo cbcro.qHze, narKa Ne 2 - TexHr4rJecKo
nna nn^YAHr/a D: I43n.bJIHeHI4e Ha IIOp.brlKa1t a I4 e.qI4H OT.qeJIeH 1JII4K - flpe4laf'aHm
TIO (JrII)HOBJ4 |lapaMeTpr4 3a JreKapcTBeHUs ilpo.4yKT(JrIr), KaKTO CJ]e,[Ba:

Ns

Anarotvto-
TepaneBTHqeH KoA

tATCI

Me44ynapo4no HenareHTHo
nanurenoeanue /lNN/ Ilexapcraena Qopua Mnpxa

flpornosnn
KOnhqecTBa

On 1 - l-lumocmamuq,u

32 L01XC11 lpilimumab napeHrepanHa QopMa mg 18 000

Tpurr.ra oT qIeHoBeTe Ha no.Enr4caxa nIr4Ka c qeHoBI4['e napaMeTp]4 J4 .qoKyMeHTr4Te B

rexHr4qecKoTo [pe.trJloxeH]4e .

Bo.qeIt1m.qr B€Ice.qaHr4ero onoBecrr4 .uoKyMeHTr4Te, cb.ubpxatlJ4 ce B onaKoBKara Ha
yr{acTHI4Ka u w3B'bprur4 npoBepKa Ha cboTBeTcTBI4eTo uM c npl4JIoxeHtAfr oI yqacTHr4Ka
orrrAc " Kotwtcus.ra KoHcTaTr4pa c.borBercrBr4e Ha npe.ucraBeHr4Te .qoKyMeHTrl u
rraAnnaurrma n f,Y-- - ..pJ4JTOXeHr4.q OT yqaCTHUKa O[]4C.
Kot'tucwg,ta npvcybnvr KbM paSrrJlex.EaHe Ha .qoKyMeH['I4Te B oraKoBKara 3a
c'bot,BercrBt4e c KpI4Tepuure ga no.q6op v IA3vI]KBaHITHTa 3a rl4rlHo cbcro.qHr4e /
flocraBeHrl or Br:.noxytre.n.s .

Ilpvr r43BbpueHara [poBepKa 3a Har]4r{r4ero rA pe.qoBHocrra Ha npe.ucraBeHr4Te or
yqacTH',IKa ,4oKyMeHTyr I KoMl4cr4.sTa cr{r4Ta r He c,bur/rfT e [pe,qcTaB]4JI BCIII-IKI4 |
u3rACKBarJJrA ce or Brsnoxvrrer.q .qoKyMeHTm/ orrroBap.s Ha Kpr4Tepr4r4Te My sa nog6op
W VISWCKBAIJI,{fl-TA 3A JI]4T]HO C'bCTOA:H.VIE 14 ,4OIIYCKA OQCPTATA MY ,EO OI]CH.SBAHC 14

Krracr4paHe =a JIll no Oll N, 1 . 32 .

? R. nn:vnpv: C Bx.N. O2/L6.O9.2016 t., .qeno3rrpaHa B 09:30 .r. OT /rTbPIOBCKA
JI%A IIAIII4OIlAJIEH AIITEqEH ItEHTtPtt AEt EI4K 03027 6301 , cBc ceEarrvlrle r4 a,Upec Ha
ynpaBJreHr4e lp.CoQm.a, tIJ2, palZoH l4=lpee, 6yn. "1.M.fluuzrpoe" Ne I,

-m Tercnnn trnXOC EOXOC.qFI IA TOHZ IZOSXO3 BeHrcOe - 3ae.qHo U11I/vAv

roor.ueJrHo, rJpe3 ynBJrHoMoilIeH npe.ECTaBilTeJI luaua 34paercoea 3aro3Ha.s, ce
rralKa c .uoKyMeHr'yr 3a nog6op r IB€ nanKI4 - TexHr4r{ecKo

nncnnclxccHT/c q: l4Bn.bJIHeHI4e Ha [Op.bqKaTa tI EBa OTEeJIH]4 5JII4Ka - llpeglapaHu
rleHoBvr napaMerpr4 3a JIll , KaKTo cJreEBa:



Ne

Anarontto-
TepaneBTuqeH KoA

IATCI

Me44ynapo4no HenareHrHo
Har,tnneHoeaHr4e /lNN/

IleKapcrBeHa QopMa Mnpxa
llporrosnn
KOnhqecTBa

On 1 - Uumocmamuqu
?n* LO1XX28 lmatinib nepopanHa soprua mq 2 160 000

49 L01XC21 Ramucirumab napeHTepanHa sopMa mg 48 000

Tpmrr.aa oT rtJleHoBeTe Ha Ko}rurcrr+ra flo,4ntlcaxa nJ]I4KOBeTe c IleHoBI4Te napaMeTpl4 I4

BCtAqKn .qoKyMeHTTr B TeXHI4rtecKr4Te npe.uroxeHr4.q 3a I43nbJIHeHI4e Ha nop'brlKaTa.
R.frcTTTT/q.F q;t(]eraHI4eT'o onoBecTI4.40KyMeHTI4Te, Cb,qbpxalqil ce B onaKoBKaTa Ha

yqac['HilKa rA yr3B,bprr]r4 npoBepKa Ha c,boTBeTcT'BI4eTO IAiNl C npI4JIOXeHUfr oT yLlacTHilKa

on]4c. Korr{racr.qra KoHcTaTr4pa c'boTBeTCTBtIe Ha npe,UcraBeHmTe ,UoKyMeHTI4 rA

me6poeHnre B nprJloxeHl4s or yrlacrHj4Ka oflvlc.
Kottsttcwnna |.pracT1,bnvl KbM pa3rlJIeX,EaHe Ha .4OKyMeHTI4['e 3a cboTBe['cl['B?1e c

Kpt4TepI4tITe 3a noI6op r4 r43I4cKBaHrrflTa 3a rI4rJHo c'bcroAHue I rocraBeHI4 or
Brgroxillen.e..
IIpr r43B|bpl]JeHa['a npoBepKa 3a HaJrrAr4VreTO VI pe,EOBHOCTTa Ha npe.qcTaBeHtlTe oT

yqacTHI4Ka .qOKyMeHII'I4, KOMI4CyrsTa crJI4TaI He cblll4.gT e npe.qcTaBI{JI BCI I{KI/II

vrgr cKBay\v cle or Bssnoxffrer.q ,EoKyMeH['I4, orrroBap.c Ha Kpvfiep:'rr'rrre My sa no56op
rA r43r4cKBaHt;r.fl.Ta 3a Jrr4rlHo gbcroflHvre w .qonycKa oQeprala My Eo oUeH.sBaHe 14

KJracr4paHe no o@epupaHl4re HoMeHKJIarypu JIIJ .

3. B onaKollKa, c sx.N O3/t7 .09.20t6 T " r .qero3l4paHa e 0B: 55 q. or 
''CAPKOJI'/

A,q, EI4K 10222'1 154 , cbc ceEaJII4lIe w a.4pec Ha ynpaBJleHile Ip. EypIac, 8000,
:]n ,, e.Ar+ C.neiha Ho" Ns 28 , flpe.qcraBr.qBaHo or [aHiler J]rc6euoe Pa,Uyroe , Tau.a
J lL .

MilHrreea Munqeea-Basoreea, Ieop|r4 llerrcon Easolee - HaIZ-MarKo '4BaMa or r.qx
rrrrr| Bcu\-r-KrA 3ae,qHo, rlpe3 y[,bJIHoMoilIeH npe.UcTaBmreJI PalZo ClaHrcoa Kapuee ce
.qnrLnl*c: ! cTIHA nanKa c IoKyMeHTI4 3a nog6op, .4eBer KoMnJreKTa rexH%r{ecKo
v uA !vJ^s

npe.qJloxeHr4e 3a r43n.bJrHeHr4e Ha nopBqKaTa IA .qeBeT oT.qeJIHI4 nJIvrKa - llpe.ula|aHr
ueHoBrr nap;IMerpv. =a JTII , KaKTo cJIe.qBa:

Ns

Anarouo-
TepaneBT[qeH KoA

IATCI

MexqynapoAno HenareHrHo
HanrvteHoeaHue /lNN/

Ilexapcreena Qopua Mnpxa
flpornosnn
KOfl14qecTBa

on1 Uumocmamuu u

I VO3AFO3 Calcium folinate napeHrepanHa QopMa mg 1 000 000

LOlXAO2 Carboplatin napeHTepanHa sopMa mg 500 000

21 LO1 DBO3 Epirubicin napeHTepanHa QopMa mg 1 '10 000

33 LO1XX19 lrinotecan napeHrepanHa QopMa mg 120 000

64 L01CA04 Vinorelbine napeHrepanHa QopMa mg '16 000

On 2 - Onuamu
1 NO2AEOl Buprenorphine nnacTrlp microoram/h 98 000

J NO2ABO3 Fentanyl nnacTilp microgram/h I 10 000

N02AA05 Oxycodone capsules, hard mg 300 000
q N112AA06 Oxycodone prolonqed release tablets mg 300 000

Tnr,rr.ra orI Tr.neHoBeTe Ha KoMyICI4.CTa no,4nI4caxa flJII4KOBeTe c ueHoBtITe |IapaMeTp]4 14
f v,rrwis

BCI|I{KVI .qOKyMeHTI4 B TeXHI4TIeCKI4Te npe.trJIoxe:F.ZIA 3a I43n'bJIHeHI4e Ha nop'br{KaTa.

Bo.ueuiugr Siace.EaHr4eTo orroBecrr'14 ,uoKyMeHTI4Te, CbnBpxaum ce B onaKoBKaTa Ha

YI{ACTHI4KA'.N VISBBPIXU NPOBCPKA HA CbOTBCTCTBI4ETO UM C NPI4J]OXCHVIA OT YqACTH]IKA
onvc. KorvDtcu.sra KoHCTaTr4pa cboTBeTcTBJ4e Ha npeIc['aBeHI4Te .4oKyMeHIII4 IA

rtadraautr ma p nDtr4JIOx(eH'1.g O[' yqaCTHl4Ka OflI4C.

Kor,,Mcil.qT'a npmcTbnr4 KbM pa3rrJlex,uaHe Ha .uoKyMeHTI4Te 3a cboTBeTCTBme c

Kprrepr4l4Te 3a nog6op IA yr3tICKBaHIrAra 3a JII4qHo cbcro.gHI4e, noc['aBeHJ4 or
Bb3roxr4Terg.



Ilpm ylSB.bpueHaTa npoBepKa 3a HafirtqyreTo vI pe.qoBHocTTa Ha npe.qcTaBeHi4Te oT

yrlacTHr4Ka EOKyMQHTT4, KO\MrCyIfr.Ta CqilTa, He c'bll\uflI e flpe.qcllaBvIfi BcI4qKVt I

w3trcKBauJvr ce or BssnoNrtreJrn .uoKyMeHTr4, orloBap.s Ha KpI4TepI4I4Te My 3a no.q6op

v ]4gr4cKBaHr4flTa 3a JIr4r{Ho c,bcTofl:F-ue v ,4orlycKa ooepTaTa My .qo oUeHsBaHe 14

KJracr4paHe ro ooep]4paHl4Te HoMeHKJIarypH JlIi.

A D c Bx.Nt O4/!7.09.2016 r. r .qeno3r4paHa e 09:00 q. or 
"COJIOMEI\\t. D UIIdfrU.ElI\,d7

EOOA, EI4K 8320t8046, cbc ce.uaJrr4rle r4 a,4pec Ha ynpaBJIeHI4e Ip ' cooil.s 1618 ,
x r< . R+.rce.noH. vr. Ka36eK 49, npe,ucraBJlsBaHo or leoplu TleaHoe llasoe
ylpaBr4TeJr I ce c,b.Ubpxa : eEHa nanKa c ,qoKyMeHTI4 3a nogOop r oceM KoMnJIeKTa

TexHr4rJecKo npe.qJ]oxeHile 3a yl3rrbJIHeHtle Ha nopbqKaTa 14 0CeM oT.qeJIHI4 nJII4Ka
Tlnr r_t/

fTn k: kmn a no flR: !vrrvA!s.

Ne

Arrarouo-
TepaneBThqeH KoA

tArcl

MexqynapoAtto HenareHTHo
xailMeHoeaHhe /lNN/

IleKapcrBeHa QopMa Mnpra
ilpornoonn
KOflt4qecTBa

On 1 - Uumocmamuqu
J LO1XX44 Afliberceot napeHrepanHa QopMa mg 36 000

o L01CD04 Cabazitaxel napeHTeDanHa cpopMa mg 2 160

12* LO3,AA
COLONY STIM. FACTORS
Filorastim Lenoqrastim

napeHrepanHa sopMa MIU 16 000

30* LO1XX28 lmatinib nepopanHa QopMa mg 2 160 000

40* BO3XA
OTHER ANTIANEMIC PREPARA-
TIONS Ervthropoetin Darbepoetin

napeHrepanHa +opMa DDD 3 500

47 LO1 BAO4 Pemetrexed naoeHTeoaflHa oopMa mg 420 000

53 LOlAXO3 Temozolomide nepopanHa Qopua mg 200 000

60 L01XE12 Vandetanib nepopanHa QopMa mg 108 000

Tpmva oT r{,[eHoBeTe Ha KO].!1yICVrfl,\a [o.4lII4CaXa nJ]I4KOBeTe c IleHoBvITe napaMeTpll Tl

BCrLqKVr ,4OKyMeH['I4 B TeXHilqecK]4Te npe.uIoxe[vI[ 3a tI3lI'bJIHeHile Ha nop'brlKalla.
Ronorrrrzrqrn ?e.enaHl4eTo onoBecTl4.4OKyMeHT'I4lIef cb.qbpxaupt ce B onaKoBKaTa Ha
Deav4rr.L

yqacTHI4Ka 14 I/.3B'bpIXI4 npoBepKa Ha cboTBeTCTBI4eTO I4l|4 C flpI4JIOXeHIIE- OT yrlacTHvlKa

o\7vrc. Korrlrzcragra KoHCTarrilpa c'boTBeTCTBtle Ha npe.qcTaBeHI4Te .qOKyMeHTI4 vr

rra6nnourrma p nDilJIOXeHIAH OA yqaCTHmKa OIII4C.

Kotutcws,ta npmcr,bnr4 KbM pa3rrJlex.uaHe Ha .uoKyMeHTI4Te 3a cbo['BeTCTBI4e C

Kpt4Tept4l4Te 3a nog6op ra I43I4CKBaHIAATa 3a JII4qHo c.bcll'osHl4e I rlocraBeHvI or
Bgsroxl4rer,q.
Ilnr,r T/?R.hnTTreHA Ta npoBepKa 3a HaJlilqtleTo vI pe.qoBHocTTa Ha npe.ucTaBeHilTe oT

Yr]ACTHJ4KA .UOKYMCHT'YI , KO\LYCVIfl.TA CT]]4TA, HE C'bIJ]I/IAII C NPC.4CTABMJI BCVITIKIA I

var^.r4lAtrrr^ rle clr Brsnoxl4rer.q .uoKyMeHTI4, orrloBapg Ha Kpvrrepllvrre My 3a flo,tr6op

rA r4gr4cKBaHvrlra 3a II4r{Ho c'bcTofl:e.vre rA ,4orlycKa oQeplala My .4o oUeH.qBaHe 14

KJracr4paHe no oQepI4paHtITe HoMeHKJlarypu JIII .

5. B onarcoerca, c Bx.N 05/17 .09.20t6 t., ,qeno3l4paHa e 09:10 q. oT //CAPMHET\
A,q, EI4K 2.02513211 | c'bc ce,4aJll4ilIe il a,qpec Ha yrpaBJIeHI4e |p. BapHa 9020,
6yn. Peny6nuxa/ crlpa.Ua Ha Mq Mna.4OCtr npe.4CTaBJIsBaHO oT BeCrca Cnacona
M:nArrrT{^ - T^?nbJIHilTeJIeH .UTrpeKTOp , ce cBE'bpxa: e.qHa [anKa c .qoKyMeHT]4 3a
!rsvv4r\e

.,.rr,6.,.r. necer KOMnJIeKTa ['exHl4qecKO npe,4J]o)I(eH]4e 3a u3n'bJIHeHI4e Ha nop'brlKaTa I4
rrvAvvy f Av vv f

fre TTTI . T.^ T.rFa) r-.nc nBa :ILLL t vsrvArceT oT.qeIHI4 [JII4Ka - Ilpe.qJlarraH]4 UeHOBI,I napaMeTpvl 3d rLI!l

Ne

Anarorvto-
TepaneBTnqeH

xon /ATC/

Mex4yxapoAuo HenareHrHo
Hattrr,reHOeaHhe /lNN/

Ilerapcreena SoPtvta MFpKa
flpornosru
KOnhqecTBa

On 1 - Humocmamuqu
11 LOlXAOl Cisplatin napeHrepanHa +opMa mg I 10 000

4q LO1XE23 Dabrafenib nepopanHa cpopMa mg 432 000

24 LOlXElO Everolimus nepopanHa sopua mg 32 400



25 L01ElC02 Fluorouracil napeHTepanna QoPua mg 6 250 000

26 LOlXEO2 Gefitinib nepopanHa Sopua mg 270 000

34 LOlXEOT Lapatinib nepopanHa cDopn/la mg 1 260 000

39 H01CB02 Octreotide
powder for suspension
for iniection + solvent

mg 4 500

45 LO1XE11 Pazooanib neoooanHa 6opua mq 2 880 000

47 LO1 BAO4 Pemetrexed napeHrepanHa QopMa mg 420 000

6B L01XC18 Pembrolizumab napeHrepanna Qopva mg 3 600

Tnrzvra orF rr.rreHoBeTe Ha KOMI4CI4gTa no.utl]4caxa [J]I4KOBeTe c IIeHOBI4Te napaMeTpl4 I4

BCUTTKYI ,EOKYMCHTI4 B TCXHI4I{CCKilTC NPC,UJIOXEHil,q 3A I43I]'tJ1HCH]4E FIA NOP%T{KAIA.

Ronenrrzs.n ?acenaHI4eTo otloBecTI4.40KyMeHTI4Te, cb,4bpxaql4 ce B onaKoBKaTa Ha

yqacTHJ4Ka V l(3B'bprrrr4 npoBepKa Ha cboTBeTCII'BI4eTO J4M C nptIJIOXeHWTI OT yqacTHilKa
onI4c. KoMrrcr4.cTa KoHCTaTr4pa c.boTBeTCTBile Ha fIpe.ucTaBeHI4Te .EOKyMeHTI4 vr

m:6poeHrre B rtpl4J]oxeHl4fl or yrJacrHl4Ka onl4c.
Kolyrzcil.qra npI4cT.bnJ4 KT,M pa3rrJlex,uaHe Ha [oKyMeHT]t['e 3a cTroTBeTCTBI4e c

Kpr4Tepr4r4Te ga nog6op u r43racKBaHIAATa 3a Jrvrlq:Ho c'bcrofl.}jue r rlocraBeHl4 olt'

BtsroNI4ren.q.
llpil yr3B.bprleHaTa npoBepKa 3a Ha[TuqvreTo vI pe.qoBHocTTa Ha npeICTaBeHI4Te oT

yqacTHI4Ka AOKyMeHTT4 | KO\il4CVIflTa Cr{r4Ta r ve c%ul,4..flT e npe,4crIaBI4JI BCVI9KVI I

rl3r4cKBarqr4 ce or Br3noNrtreJrf, .uoKyMeHttl/ orloBaprl Ha Kpl4TepililTe My sa no.46op

vt r4grrcKBaHwfl.Ta Ba Jn4r{Ho cbcroAHrAe vr ,uonycKa oQeplala My Ao oIleHsBaHe 14

KJracilpaHe no oQepI4paHI4Te HoMeHKJIarypu JIll .

6. B oraKoBKa, c Bx.ry! 06/L7.09.2016 r. | .uenoer4paHa n 09: i.3 q. or ,'CO€APM;A

TpEIl114Hf" g5 | EIAK 103251 194, c.bc ce.qaJrr4rrle u aJlpec Ha yrpaBJIeHI4e rp.CoQra,
narTor+ .-T.z1qrneR" - v.T'T - //.fT+-qe?An CraHqen" / Ns5, COQapVra EU:UeC TaylpC / C|pa.4ayqvLv!! tttlrL uvu I J !,

7\tt 6m 12 rnan-maRnqR:H^ .m fTr,rlnrzr.n+-n Traa\nrT/OR flrZWVr.nnon-t{qT-IT-.nHI/TTeJTeH
,rA t e'I'. IZt ll}JsAu!QDJLnDqnU vI AvlrvvlrDy rvvyrvrv!

Ei4peKTop/ qpeg yn.bJrHoMorqeH flpe.qcraB]4TeJI Tmxouzp Hr,rronoe Koleer ce cb.ubpxa:
e.uHa nanKa c ,UoKyMeHTu 3a nog6op, Tpr4.qecer KoMrIreKTa rexHl4rlecKo npe,UJloxeHTle

3a Tr3rrbJrHeHr4e Ha nop.brJKaTa rr rpl4.UeceT oT,qeJIHI4 rlJI?IKa - Ilpeg.nalaHm UeHoBI4

|la ilr:3d JLLL, Jtdr\'l \J UJISADq .MC

Ne

Axarouo-
TepaneBThqeH

xoA /ATC/

Me4ynapoAtto HenareHrHo HauMeHoEaHtae
/INN/

JleKapcrBeHa QopMa Mnpra
flpornoanu
KO'l14qeCTBa

onl Uurnocmamuqu
1 LO2BXO3 Abiraterone acetate nepopaflHa Qoprua mg 5 400 000

z LO1XE13 Afatinib nepopanHa QopMa mq 60 480

LO1XX44 Aflibercept napeHreparHa QopMa mg 36 000

4 LO1XE17 Axtnb nepopanHa Soptua mg 13 440

o L01CD04 Cabazitaxel napeHTepanHa cpopMa mg 2 160

LO1XE16 Crizotinib nepopanHa QOpMa mq 360 000

4q LO1XE23 Dabrafenib nepopanHa $optua mg 432 000

17" M0{tBX04 Denosumab napeHrepanHa cpopMa mg 58 000

24 LOlXElO Everolimus nepopanHa QopMa mg 32 400

zo LOX XEO2 Gefitinib nepopaJlHa cpopMa mg 270 000

34 LOlXEOT Lapatinib nepopanHa Qopri/Ia mg 1 260 000

?o H01CB02 Octreotide
powder for susPension
for iniection + solvent

mg 4 500

40" BO3XA
OTHER ANTIANEMIC PREPARA-
TIONS Ervthropoetin DarbePoetin

napeHrepanna soprua DDD 3 500

44 L01XC08 Panitumumab napeHrepanHa QopMa mg 54 000

45 LO1XE11 Pazopanib nepopanHa Soptua mg 2 880 000

46 LO3AA13 Pegfilgrastim napeHrepanxa $oPttla mg



trn LOlXEOS Sorafenib nepopanHa QOpMa mq 4 838 400

51 LOlXEO4 Sunitinib nepopanHa QopMa mg 300 000

53 LOlAXO3 Temozolomide nepopanHa SoPrua mg 200 000

54 LOlXEOg Temsirolimus napeHrepanHa cpopMa mg 7 200

6A LO1XX17 Toootecan nepopanHa QopMa mg 240

AN LO1XE12 Vandetanib nepopanHa Qopua mg 108 000

67 LO1XX41 Eribulin napeHrepanHa cpopMa mq 320

68 L01XC18 Pembrolizumab napeHrepanna $oPua mg J OUU

On 2 - Onuamu
5 NO2AAOl Morphine napeHrepanxa QoPrua mg 300 000

6 N02,M05 Oxycodone mod ified-release tablets mg 1 500 000

10 N02,M55
Oxycodone hydrochloride / Naloxone
hvdrochloride

nepopafiHa QoPnlta
tabl.10m

q/5mq 8 900

11 NO2AA55
Oxycodone hydrochloride / Naloxone
hvdrochloride

nepopanHa Soprua
tabl.20m
o/10m0

36 000

12 N02AA55
Oxycodone hydrochloride / Naloxone
hvdrochloride

nepopanHa QopMa
tabl.40m
o/20mo

17 000

13 NO2AXO2 Tramadol nepopanHa Sopua mg 1 500 000

Tnrzvr: orF q.TTeHoBeTe Ha KOMI4Ct4g[ta no,urlj4caxa |IJII/IKOBeTe c ueHoBI4Te napaMe[p]'{ I4

BCVI\4KIA EOKYMCHTI4 B TCXHI4qCCKI4TE NPC,UJIOX(CHil.q 3A I43IIbJIHCHUC HA IOPbT{KATA '
R^nArrrT/q.F Ar:erraHT/em., r)rr.)F'ccrFI4,4OKyMeHTI4Te, Cb,trbpxaul4 ce B onaKoBKaTa Ha
DVAV4v!^ r JqveAq

yrraCTHr4Ka w w3B,bplxyr npoBepKa Ha CTTOTBCTCII'B%CTO UM C npTIJIOXeHvIfl' OT yr{aCTH]lKa

onr4c " Kov:acugna KoHcTar]lpa cboTBeTCTBI4e Ha npencTaBeHI4Te .4oKyMeHTIl IA

zs6poeHzre B npl4roxeHl4.q or yqacrHl4Ka onrtc.
KOMJ4Cyi.sTa npr4CT.brrI4 KbM pa3r,JIeX.EaHe Ha .UOKyMeHTI4re 3a CbOTBeTCTBI4e c

Kpr4Tepr4t4Te sa nog6op vr r43yIcKBaHvrflTa 3a JII4rlHo c'bcrogHl4e ' rocraBeHI4 or

BrsroNltrerg.
TJnrz T/qRr-nTTTeHATa npoBepKa 3a HailIA:{VIeTrO U pe,uoBHOCTTa Ha rlpe'4cTaBeH]4Te oT

yr{acrH]4Ka .uoKyMeHT% | KO\MrCtAfl.Ta cqvrrya, qe c'bll\ug.T e npe.4cTaBI4JI BCnqKrA'

rABtTcKBarJJvr ce or Bt,=.noxrnrer.q ,EoKyMeHTI4f orrroBapg Ha KpurepvrlATe My 3a no'46op

tA r 3vICKBaLIILfl.Ta 3a JII4qHO C'bcl.Ofl:r.ue V .qOnyCKa OQeplala My .UO OUeH'aBaHe t'I

KJracl4paHe no oQepI4paHI4Te HoMeHKJIarypu JIll .

1. B onaKoBKa, c Bx.N O7/L7.09.2016 r., .ueno3l4paHa B 09:16 'r' or ,rMC eAPl"lAu

A,q, EI4K 1308 61077, cbc celaJrylqe IA a.qpec Ha ynpaBJIeHI4e: r'p. coQmn , 76l-8 '
palZoH Oeqa Ky[eJI , yI ."3eMJ7fl.He" Ne 35, npeECl['aBJI'sBaHO oT KaIo'qH ACenOe

ApceHoe U3IybJ15115rSJIeH II4peKTOp r Ce Cr5,4bpxa : eIHa fianKa C IOKyMeHTvI 3a

nnn6nn .-.LrTrr-nxcarla rA TeXHI4T4eCKOTO npeEJIOXeHI4e 3a I4SnbJIHeHTIe Ha flopbr{KaTa 14
rlvAvvy I v uAut,'t\

oT.UeJreH IJII4K - Ilpe4.narraHil USHOBI4 napaMeTpl4 Sa Jlllr KaKTO CJ]eEBa:

Ns

Anarono-
TepalleBTuqeH

xol /ATC/

Me>t1qyHapoAHo HenareHTHo HauMeHoBaHue
/INN/

JleKapcrBeHa (PoPMa Mapra
flpornoann
KOnIqecTBa

On 1 - Uumocmat nuqu
63 101 CA02 Vincristine napeHrepanHa QopMa mg 80

Tpmua OT qJIeHOBeTe Ha nO.qnI4CaXa IJII4Ka c il,eHOBI4['e napaMeTp]4 I/I

c.bcTaBJIgB-tllI4 TexHtlrlecKoro npe.4JIOXeHI4e .

Bo.ueulr4.qT Sace,qaHr4eTO OnOBeCTI4 .qoKyMeHTI,ITe r c'b.u'bpxalql'4 ce B

yqacTHI4Ka VI vI3B'.bpIXI4 npoBepKa Ha c'boTBeTcTBI4eTo II}{ c npilIoxeHI4',C

Onr4C. KoMyrCil.qla KOHCTaII'I4pa C'bOTBeTCTB?1e Ha npe'ECTaBeHI4Te

rs6'ooeHvlTe B npI4JIor(eHI4g or yr{acrHtlKa onI4c.

.qoKyMeHTI4Te t

arlronm: me H:vYvts+g+e

OT YTJACTHIIKA
.uoKyMeHTI4 rA

6



KoNirzcm.qra npl4cr.bnr4 K.bM pagrulex.qaHe Ha .qoKyMeHT%Te 3a c'bo[BercrB]4e c
KpI4TepItI4Te 3a nog6op IA I43I4CKBaHvrfr-Ta 3a JII4rlHo cbct'oEHl4e r rtocraBeHI4 or
Br'g.noNvtre"ng 

"

flput rl3BbprxeHara npoBepKa 3a HarrlqileTo rr pe.qoBHocrra Ha flpe,ucraBeHilTe or
YT{ACTHYIKA "EOKYMCH|I'IA, KON]J,. ICI4E.TA CI4VITA r EE CbilI]4,'IT C NPC,qCTABI4J] BCILTIKVI I

r43vrcKBauJrA ce or B.s=noxyrrer.c.qoKyMeHlrat orroBapl Ha Kpvrrepvwre My 3a no56op
u I/r3uCKBaHrr''ATa 3a JrI/IuHo C%CroflHrae u ,4onycKa oQeplala My .UO olleH.qBaHe ,1

TcTrar-T/nAHe qa .ITll nO Oli Ne 1 . 63 .

B. B oraKonKa, c gx.Ns 0g/L7.09.2016 F. , Ieno3l4paHa B 09220 r{. or /'ME,4EKC/
OOL EyIK 131268894, c.bc ce.qaJrrzrle il aJlpec Ha yrpaBreHl4e lp. CoQt't x ' II3B ,

parTron Mlagocl r x. K. Iopy6.naue, 6yl . "CalaoKoBCKo iltoce" Ne 2JI , Tlploncrcr ueHTbp
Enrzrna - c.n,5 - nr.rarr-m^RTrqle:Hrr Bae.qHo I4 noor.qeJlHo or Etvtr,n A.nencaugpoe ,[anee I4

I er.Jl

Belreap Al{rosoe.!pa!oee - ynpaBr4Telrvrt ce c'b,Ubpxa: e.UHa naflKa c.UoKyMeHIrvI 3a
nnn6nn mnTrna-Fm r^ rFytT/ TaaMT]TTCT(rF^ TeXHL4rIeCT.^ nrfan[r\T4FIJT/A 3a tl3n'bJ]HeHtle Hartv-vvr / *r.--- -eT u Tpyl KOMIIJTeKTa TeXHI4qeCK- rrrJeArrvJl\vr!,rv

fropbr{Kara vr rpr4,qecer tA Tpw or,[erH]4 nJII4Ka - flpeglaranlA IleHoBIz napaMerpl4 3a
II|I, KaKTo cJ]e.uBa:

Ns

Analouro-
TepaneBTnqeH

roa /ATC/

MexqyHapoAHo HenareHTHo HauMeHoBaHile
/INN/

flexapcreena Qoprrita Mnpra
flporHo3H 14

KOrt4qecrBa

onl Uumocmamuqu
J LO1XX44 Aflibercept napeHTepanHa QopMa mg 36 000

4 LO1XE17 Axitinib nepopanHa sopua mg 13 440

h L01CD04 Cabazitaxel napeHrepanHa QopMa mg 2 160

R 101 BC06 Capecitabine nepopanHa Qopn/ra mq 40 000 000

10 L01XC06 Cetuximab napeHrepanHa cpopMa mg 250 000

11 101)(A01 Cisplatin naoeHTeoaflHa 60oMa mg 110 000

12 LO3AA
COLONY STIM. FACTORS
Filorastim Lenoorastim

napeHTepanHa sopMa MIU 16 000

13 101)(E16 Crizotinib nepoparHa sopua mg 360 000

18 L0'10D02 Docetaxel napeHrepanHa cpopMa mg 80 000

19 LO1 DBOl Doxorubicin hydrochloride
Powd., disp.and conc
for disoers.for infuslon

mg 20 000

zv 102t3804 Enzalutamide nepopanHa Qopua mg A27 Ann

/_c 101t3C02 Fluorouracil napeHTepanHa sopMa mg 6 250 000

27 L0'18C05 Gemcitabine napeHrepanHa QopMa mg 1 300 000

<t I LO,1,KX28 lmatinib nepopanHa Qopn/la mg 2 160 000

JC 103,M14 Lipegfilgrastim napeHTepafiHa QopMa mg 576

101 DC03 Mitomycin napeHrepanna Sopua mg 15 000

40 BO3XA
OTHER ANTIANEMIC PREPARA-
TIONS Ervthropoetin Darbepoetin

napeHrepanHa QopMa DDD ? Ann

41 L0'1XAo3 Oxaliplatin napeHrepanHa QopMa mg 130 000

47 LO1 BAO4 Pemetrexed naDeHTepanHa 60pMa mg 420 000
EN LO1 XEO5 Sorafenib nepopanHa Qoprua mg 4 838 400

51 LO1 XEO4 Sunitinib nepopanHa 60pva mg 300 000

52 101 BC53 Tegafu r/gimeracil/oteracil nepopanHa $opnrta
DDD-1 tabl.
(15t 4,351
11,8mq)

3 024

101AX03 Temozolomide nepopanHa cpopMa mg 200 000

54 LO1 XEOg Temsirolimus napeHrepanna sopnaa mg 7 200

60 L01XE12 Vandetanib nepopanHa cpoprua mg 108 000

oo MOSBAOS Zoledronic acid napeHrepanna Qoptua mg 5 300

o/ LO1XX41 Eribulin napeHrepaflna $opua mg JZU

On 2 - Onuamu



z N02M08 Dihydrocodeine nepopanHa $oprrra mg 1 000 000
4 NO2ABO3 Fentanvl Sublinqual tablet mrcrooram 160 000
I NO2AAO5 Oxycodone modified-release tablets mg 1 500 000

10 NO2AA55
Oxycodone hydrochloride / Naloxone
hvdrochloride nepopanHa Soprua

tabl.10m
o/5mq

8 900

11 NO2AA55
Oxycodone hydrochloride / Naloxone
hvdrochloride nepopanHa Soprrra

tabl.20m
q/10m0 36 000

12 NO2AA55
Oxycodone hydroch loride / Naloxone
hvdrochloride

nepopanHa Qoprrra
tabl.40m
ol20mo 17 000

Tptzlta or qreHoBere Ha KoMr4crz.rrra no,q[]4caxa nJlr4KoBere c qeHoBr4Te napaMerpl4 14

BCVIq.KI4 .qOKyMeHTI4 B TeXHr4r{eCKI4Te [pelnONe}]rAfr- 3a ?l3nBJIHeHrre Ha nop.bqKaTa "

Rnnorrr'sm a;r-anaHtr',Iero onoBecrI4 .qoKyMeHTI4Te, cbllbpxauI4 ce B oraKoBKara Ha
yqaCTHI4Ka vr u3B'bprxl4 rrpoBepKa Ha cboTBercrBr4ero v:rM c npfiJroxeHm[ oT yqacTHilKa
onuc. Kovr,rcrz.era KOHCTart4pa cborBelcrl'Bile Ha npeECTaBeHtlre .EoKyMeHTr4 u
m:6poeHmre B npfifioxeHr4.q or yrlacrHvrKa oiluc.
KoMrzcil.qta npI4ct'bnl4 KbM pa3rJIex.qaHe Ha .qoKyMeHTI4Te 3a c.borBerc['B]4e c
KpJ4Tept4I4Te ga nog6op u I43I4CKBaHIAfl.Ta Ba rI4rrHo c,bcrofllaue r rocraBeHI4 or
Brgroxfilen.q "

IIpw I4gB'bpIIJ€)Hara npoBepKa 3a Haru\ruero v pe.qoBHocrra Ha npe.ucraBeHr4Te or
YqACTFI'TKA EOKYMCHTI4 I KONWICYIfiTA CTJI4TAT T{E C'bIWIAT C NPC,UCTAB]IJI BCVIqKIAI
u3mcKBanJn ce or Bsgnoxvrrer.q .qoKyMeHTI4/ orloBap.s Ha Kpurepvrwre My 3a nog6op
v I43l4cKBaHv.ts.Ta 3a Jrzr{Ho c,bcroHHvre r,r .qonycKa oQeprara My .qo oqeH.qBaHe 14

KJracr4paHe no oQepr4paHr4Te HoMeHKJrarypu JIII .

q R An:?^Dka c sx.Nl 09/]-7.09.2016 r. , .qeno3r4paHa z 09 224 q. or //ToII
XOCI!{TAJI CTTPBWC/' A,g/ EI4K 202161036 | cbc ce.qarrrtrrle u a.upec Ha ynpaBr]eHr4e
lp. Co@za , I40'l I palZoH Jloseneq, y.n. "tlepur Bpbx" Ns 4J , npe.ucraBr.rrBaHo or
ILaailno Ena.r'oaecroe Earrnrcoe u l-lneraH Tlnason Ir4Mr4TpoB - 3ae,qHo, rJpes
yn.l'JIHoMouJeHnA lt3rvbrrHvrreJleH .qr4peKTop ILeailno Earilnroe, ce c6.ubpxa: e.qHa rarKa
c ,qoKyMe:r.ry.It Ba nog6op, ce.qeM KoMrJreKTa rexHr4qecKo npe,EJroxeHr4e ga r43n.bJrHeHile

',': ce.ueM or.qeJrHl4 flJrvrKa - llpegraraHr4 rleHoBr4 fiapaMerpr4 ga J]n,
KAKTO CJIENBA:

Ns

Anarouo-
TepaneBThqeH

xo4 /\TC/
Mex<,qynapo4no HenareHrHo

HauMeHoeaHhe ilNN/ flexapcreena $opnlta Mnpxa
flporxosnur

KOfl14qecTBa

onl - l-lumocmamu4u
V03AF03 Calcium folinate napeHrepanHa SopMa mg 1 000 000

19 LO1 DBOl Doxorubicin hydrochloride Powd.disp.and conc.for disp.for inf. mg 20 000

20 L02EB04 Enzalutamide nepopanHa QopMa mg 537 600

34 101X.E07 Lapatinib nepopanHa Soprua mg I 260 000

35 LO3AA14 Lipegfilgrastim napeHrepanna $oprua mg 576
45 L01X:E11 Pazopanib nepopanHa Oopua mg 2 880 000
50 L01XlE05 Sorafenib nepopaJrHa Ooprua mq 4 838 400

Tprua or rlJIeHoBere Ha Ko\/rJ/rcvrfr.ra noEnl4caxa [J]I4KoBere c ueHoBr4rle napaMerpr4 14

BCI4r{KI4 .qOKyMeHTJ4 B TeXHI4rleCKtITe npeIJIOXeHvIfl 3a Irl3lIbJIHeH}te Ha nOpT,rJKaTa.
Bo.qeur.ql 3;rcelaHr4ero otloBecri4 IoKyMeHTr,rre, cb4T,pxauir4 ce B onaKoBKara Ha
yrracTHl4Ka I4 ll3B'bplxr npoBepKa Ha cborBeTCTBI4eTo vrjlil c npl4JloxeHug, oT yrracrHr4Ka
orrrLc. Kox'tvtcug.ta KoHcrarr4pa cborl'Be['c['B?Ie Ha [pe.qcTaBeH]4Te ,qoKyMeHTr4 IA

I43OpoeHI4['e B npr4JloxeHr4g or yr]acrHwKa olr4c.
Kottvtcus.ta r'pr ct.bfrvr KtM pa3rulex.qaHe Ha .qoKyMeHTI4Te 3a cborBercrBr4e c
KpIzTepJ4vITe 3a no.U6op u r43r4cKBaHvrHTa Ba Jrr4qHo c,bcrofllu;r.e, rocraBeHrz or
Br:.[oNnren,q.
Jlnrr T/eRqnTTToH: m: nnnpAnkl a: HalruqueTo rA pe.4oBHocrTa Ha npe.EcraBeHI4Te or
yr{acTHI4Ka ,EOKyMeHTI4, KOMI4Cyl.qTa CrfI4Ta, Ee CbtItI.gT e llpe,UCTaBI4JI BCr4T{KW I



vr3ucKBantJvr ce or Brg.noxuler.q .uoKyMeHTr4, orloBap.s Ha KpilTepl4l4Te My 3a no.uOop

vr r43r4cKBaHlrfl.ra 3a Jrr4rrHo c,bcroA:r-ue vr ,4onycKa oQeplala My .qo oUeH.cBaHe 14

a na arl

^rrauvryqnu .,v vs)€pl4paHl4Te HOMeHKJIaTypil JIII .

10. B onarcoerca, c Bx.N! 10/17.09.2016 r., .qeno3r4paHa B 09:28 q. or ,'EKOaDAPM,

EOO& EI4K 130390055, cbc ce.uarrr4rrie v a.qpec Ha ynpaBrleHile: r'p. CoQrs I pairoH
TJnnauarr 6rrn //lfanprr pnqw// N9 1A d'- ')ulvJe.rv+, -. r.r 1 \)r!. J 1 rry€,[CTdBJ]EBaHO OT lleftp IpUf'OpOe
Ronop - \/tfn:RT/man rry-)Fq \.zn+-TTH.)MOTITeH nnencTAR'ITeJI AJIeK()aHJ-I',bp l-eljSl4elJr ..y--rATeJr I T-rpe3 y|IbJIHoMorqeH rlpe,EcraBvrreJr AnercaHgsp Tepeuen
rbprloBcKr4 Ar4peKTop, Ce c.b.U.bpxa: e.qHa rlanKa c IoKyMeHIlI4 3a no.46opr EBe nanK]4

TexHr4qecKo npe.qJloxeHIle 3a 143nbJIHeHile Ha nopbr{KaTa il ]1Ba OT.qeJIHI4 nJII4Ka
flnrry JIII.qJraraHil ueHoBTI napaMe 3a / KdK'I'O UJIeAud;

Ns

Analopro-
TepaneBTIqeH

Kon /ATC/

Mexqynapo4no HenareHrHo
HAIMEHOBAHUE /INN/

flexapcreena Qoprrlta Mnpxa
flporHo3H14
KOr14qecrBa

On 1 - Uumocmamuqu
14 LOlAAO1 Cyclophosphamide napeHrepanHa +opMa mg 700 000

29 LOlAA06 lfosfamide napeHrepanHa QopMa mg 1 000 000

Tnrzwa orF rr.t]eHoBeTe Ha K)}MICVIHTa no.qn]4caxa uII4KoBeTe c ueHoBl4re napaMeTpl4 t{

BCIAIIKVT TOKYMCHTI4 B T'CXHI4I]CCKI4TC NPETJIOXEHVIq. 3A T43flbJIHCHYIE HA NOP' T{KATA.

BoEerqm.q[' 3ace.uaHr4eTo orroBecTyr .troKyMeHTI4Te, C',bn'bpxaql4 ce B onaKoBKaTa Ha

YI{ACTH]4K  IT VI3B'bPIIII4 NPOBCPKA HA CBOTBCTCTB]4CTO I4M C IIPI/IJIO)KCHIIfl OT YI]ACTHYIKA

onl4c. Kotttytcvtg,ta KoHcTaTJ4pa c'borBeTCTBI4e Ha flpe.qcTaBeHmTe .4oKyMeHT]4 r/r

vB6poeHl/r['e B npI4JIoxeHIlg or yr]acrHwKa orwc.
Korwrcvrfr.Ta |IpvrcT,bnw Kt,M pa3r,Jrex.4aHe Ha .uoKyMeHTJ4Te 3a cboTBeTcTBI4e c

KpI4TepI4J4Te 3a lto,U6op u ]4gI4cKBaHI HTa 3a JII4rtIlo crrcro.sHvle r roc['aBeHI4 or
BrsnoNzrerlt.
flpr,r r43B.bprxeHaTa [poBepKa 3a F'ailvrrfr/IeT1o il pe,qoBHocTTa Ha npe,4cTaBeH]4Te oT

yqacTHI4Ka .qOKyMeH['r4, KOM]4Cr4.qTa Cr{yITa I 9e cbilll4.sT e npeECTaBl4JI BCWUKVI I

u3vrcKBaxJvr ce or BssnoNr4rer.rr .qoKyMeHTtI/ orrloBapJr Ha Kpvfiepvrrare My 3a no.q6op
rA r43r4cKBaHufl.Ta 3a JrrqHo c,bcrofl.HIAe vr .UonycKa ooepTaTa My .qo oqeHsBaHe 14

''^ '-a 
n,]

^Jravvrvqn- ,,- -,|epl4paHl{Te HoMeHKJIarypI4 JIll .

11 . B oraKoBKa, c Bx.N tL/Ll .09.20L6 r. I Eeno3r4paHa n 09: 33 q. or /,AJITA
eAPIIACXCTI4KIbJIC/ EOOI I EIIK ]-15256438 , cbc ce,Eaflt4rqe fi a.4pec Ha ynpaBJieHl4e:

rp.Co6l4.q, L6!8, parzoH Br,rroura, Er43Hec ueHT'bp A6arcyc, 6yn. "Brrrapl4.E" Ne 118,
Am ) nne'n.m:.BJIgBaHO O[' TOgOp,[OUen,[OUee - y[paB]4TeJI , qpe3 ynbJIHOMOIIeH

4t ]]y!'ffv+e

nno Tr.rFA RT/.F{a.TT Recr<a Xercoea Koreea , Ce cb.4Bpxa : e,4Ha ranKa c EoKyMeHTI4 3a
rrt/v4vf

no,U6op I 'qervrpw KoM[JIeKTa rexH]4r{ecKo [peEJIoxeHI4e 3a I43n'bJIHeHI4e Ha nop'bqKara
JIll , KaK['o cJ]e.4Ba:qeTIApu o'I.qeJIHl4 nJII4Ka - lIpe.qJIaraHI4 4eHOBr{ |IapaMeTpl4 3d rLLL,

Ns

Anarouo-
TepaneBTuqeH

xog /ATC/

MeXAyHapoAHo HenareHrHo
Har,1rvreHoeaFr Ie /l N N/

Ilexapcreena Qoptua Mrpra flpornosnu
KO'|l4qecTBa

On 1 - Uurnocmamuuu

19 LO1 DBOI Doxorubicin hydrochloride
powder, dispersion and concentrate

for disoersion for infusion
mg 20 000

ZU LO2BB04 Enzalutamide nepopanHa QopMa mg 537 600

35 LO3AA14 Lipegfilgrastim napeHrepanHa QopMa mg 576

49 L01XC21 Ramucirumab napeHrepanHa QopMa mg 48 000

Tplrvra oT qJreHoBe['e Ha KoAnilcyrfl.Ta flo.qlr4caxa [JI]4KOBeTe c qeHoBI4Te napaMeTpl4 I4

BCVIqKVT EOKyMeHTI4 B rrexHl4qeCKI4Te npeEJIOXe}lzlfl. 3a I43nbJIHeHI4e Ha flop'bqKaTa.
Rnnerrrrzqrn ir:cenaHl4eTo onoBecTI4,EOKyMeHTI4Te, CTT.UGpXaIII4 Ce B OnaKOBKaTa Ha
DVAV+'L'L

YI{ACTH]4KA IA VISB'bPIIIJ4 IIPOBCPKA HA C'bOTBCITCTB'IETO Vll|jd C NPTIfiO,KCHVIH' OT YqACITH]4KA

onvc. KoMJ4cr.qra KoHcTaTt4pa c.boTBercTBr4e Ha npe,ucraBeHilTe ,EoKyMeHTtt u
re6poeHure B npl4JroxeHl4.s or yrlacrHmKa onl4c.
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Kor.,fl cm,qla [pl4ctr'.bnrl K.bM pa3rJ]ex,uaHe Ha .EoKyMeHTvITe 3a c'borBelIcrBI4e c
Kpr4Tepl4r4Te ga no.q6op u rA3vrcKBanuflTa 3a JrrrrrHo cbcro.EHl4e, nocraBeHI4 or
BrsroNr4rer.q.
fipu 143BbplrreHara npoBepKa 3a }lalrrarilrero tI pe.qoBHocrra Ha npe,UcraBeHI4Te or
yqacTHrrKa ,4oKyMeHTr4 / KoMI4CtI.gTa cqr4Ta r He c'buvl[ll e npe,4cTaBI4JI BCIAIqKTT t

I4gucKBarqr4 ce or BrgloxrreJls .qoKyMeHTr4, orloBap.q Ha Kpvflepvrtare My 3a nog6op
v r3r4cKBaHvrs.Ta ga ryrqHo c,bcros.Hwe v .qonycKa o0eprara My .qo oueH.cBaHe I4

k rl aTln: HA n 
^ 

nrtronrzn: HTlma Hartr -"^" nr
-;epilpaH]4Te HoMeFIKfldr.'ypl4 JllI.

12. B oraKoBKa, c ex.Nr LL/t7.09.2016 D., .qenoslzpaHa e 09:35 q. or ,/Poll
ELIIIAP'ITIZ EOOI, EyiK 73121995I , c'bc ce.4aJII4tIe v a,4pec Ha ynpaBJleHile :

r.n (loftrr,rq- 161.8t x,K.MaHacrrApcKu nweal,il-3ana.u, yn.Enno nore, Ns16/L tr. vvY'L'L

npe.qcraBr.rrBaHo or Melo.uil.q gagnrtoecxra, EelenulZ Hraxo.naee Hnrcolon n Ena
F.r n6r na Fnou nr - ynpaBr4TeJrvI I rrpe3 EeleHJ4IZ Hrronaen Hu ro.noe v rbproBcKvl
rrbJrHoMorqHr4K leplaHa Mlrnasona 3apeea ce cb.qbpxa: e.4Ha nanKa c EoKyMeH['I4 3a
nnnAnn n^ aam nanKI4 TexHZrIecKo IIpe,4JloxeH]4e 3a l43nbJIHeHI4e Ha nop.brlKaTa vIrrvAvvy/ 4v.uvr

BET OTIICJIHI4 II r Ka - lIpe.EJIaIaHI4 qeHOBr4 ra MeTpm 3a Jlllr Ka K'I'O OJIC,4Bd ;

Ns

Anarouo-
TepaneBTuqeH

KoA /ATCi

Me44yxapo4no HenareHTHo HanMeHoBaHne
/INN/

Iexapcraera Qoptvta Mnpxa
flporHo3H14
KOflt4qecTBa

on1 Uumocmamuuu
5 101)(C07 Bevacizumab napeHrepanHa sopMa mg 756 000

22 101)KE03 Erlotinib nepopanHa 60prrla mg 580 000

31
LO3AB04
LO3ABO5

lnterferon alfa napeHrepanHa sopMa MIU 3 240

48 101)(C13 Pertuzumab napeHrepanHa QopMa mg 50 000
E-7 L01iKC03 Trastuzumab 150 MG napeHrepanHa +opMa mg 60 000

58 L01XCo3 Trastuzumab 600 MG napeHTepanHa QopMa mq 324 000

59 101;KC14 Trastuzumab emtansine napeHTepanHa sopMa mg 12 000

61 101,XE15 Vemurafenib nepopanHa $opn/la mg 4 900 000

65 LO1XX43 Vismodegib nepopanHa sopwa mg 150 000

Tnrzw: ()n q.neHoBeTe Ha Ko\ltyrcl4+Ia no,unl4caxa nJItIKOBeTe c IleHoBI4Te napaMeTpl4 I4

BCVIqKW .qOKyMeHTI4 B TeXHI4rleCKI4['e npe.qroxeHl4.c 3a J43nbJlHeHI4e Ha nopbqKaTa.
Roncrnrzrq.r' qe cenaH]4eTo o|loBecTtl .4oKyMeHTI4Te, cb.qBpxalqj4 ce B onaKoBKaTa Ha

YI]ACTHI4K  I4 IA3B'bPIIII4 NPOBCPKA HA CbOTBETCTBI4C['O IA}i[ C NPI4J]O'XCHI4fl OT YqACTHI4KA
orrrAc. Korratacugra KoHcraTllpa cboTBercTBI4e Ha |Ipe,qcraBeHI4Te EoKyMeHTtl 14

usopoeumre B npilJIoxeHil.q or yrracrHuKa onl4c.
KoMrlcyl.cTa npucTt,nI4 KbM pa3r'Jlex.qaHe Ha .qoKyMeHTI4Te 3a c'boTBeTCIlBile C

KpI4Tepr4r4Te 3a nog6op u r43l4cKBaHrrfl.Ta 3a JII4qHo cbcro.qHl4e, [ocraBeH]4 or
Bnsroxrtten.c.
Ilpla il3BbpileHaTa npoBepKa 3a Harrr[uvIeTo u pe,qoBHocTTa Ha npeIcTaBeHilTe oT

YI]ACTHI4KA .qOKYMCHT]4 I KONIJ/ICVIfl,T  CUWT T EE C'bI]]WAT E NPE.UCTABilJI BCUI4.KIA I

u3rACKBayltA ce or Brsnoxl4neJr.s .qoKyMeHTI4, orrloBap.ti Ha KpI4TepuilTe My 3a no46op
u r4gr4cKBaHvra.Ta 3a JIr4rrHo C,bcTofl:ts'vLe rr IonycKa oQeprara My .Eo oUeH.qBaHe 14

r^ ^;^Jrauvr1lanu .Lrv vQ€pl4paHI4f e HOMOHKIaf yp7l JIII '

13- B onaKoRKa, c Bx.N2 LL/t1.09.2016 r., ,Eeno=r4paHa n II:20 q. or 
'/ebOHtlKC

iDApt'lA/, EOO,q EI4K 203283623, cbc ce.qaJrr4rrle v a.upec Ha ynpaBJIeHI4e: r'p.coQrn,
1700, par)ion Cty.qenlcrr, yl ."Orco.noBp'bcTeH n'bl", Ne 199A, npeIcTaBI.cBaHo oT
ynpaBr4TeJrr4T'e cv Bece.nrH Be,nu.rrcoe Kynee, IO,nraH Atasacoe He,qertlee, PaSocrrH
feopl-mee,{uvr,rrpoe v. Torrlrac.nae XmnaHoemu, qpeS yTIBJIHoMOIIIeHI4Te npe,UCTaBr/rae]rrri

Kpacuvzp Hmxonaee Hrr<.o,laee w !,anvrena llerpoea HurconoBa - 3ae,UHor ce cb.4'bpxa:
. IoKyMeHT% 3a no.q6op, - IBe rrartKrr rexHvlqecKo [pe.UJloxeHile 3a

VAfIg

- Top.brJKara - ga BCgKa o6oco6eHa nozwrw.q or.qerHo, B KoylTo rarKllYl5II'DJIEgEYI9 EO I
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Ca nOCTaBeHr O6qO trpr4necetr u e,qHO TexHilr{eCKl4 npeEIO)KeHI4.q; - ErPr!'qecetr

orleJrHm nJII/.Ka - llpegnalaHl4 ueHoBI4 napaMerptl .

Tpuva oT r{JreHoBeTe Ha KolrMcrLHTa no.qnr4caxa flJII4KOBeTe c ueHoBI4Te napaMeTpl4 14

BCIA\LKU ,UOKYMCHTI4 B TCXHI4I]ECK]4TE NPCTJIO)I(EHVTH 34 I4 3rIbJ]HCHTIC HA NOPbI{KATA.
Ronenrr,rq.r qacenaHl4eTo oIIoBecTI4 .trOKyMeHIIl4Te/ cb.ubpxauil ce B onaKoBKaTa Ha

YI{ACTH]4KA YI :I/.3B'bPIII]4 IIPOBCPKA HA CBOTBCTCTBI4CTO TA:N.[ C NPI4JIOXCHIAA OT YT{ACT'H]4KA

ormc. Korr4yicm,era KoHCTaTmpa c,roTBeTCTBI4e Ha npe,qcTaBeHuTe IoKyMeHTvI rA

.qoKyMeHTl4Te, TaKa KaKTo ca r,r:6poenu, B npI4JIoxeHI4.a or yr{acrHl4Ka o[]4c.
Kolorcltscca ]'c['anoB!1t :

1. V.{actFrr4rc.br e ron,bJrHr4Jr n EE[O[, Vacr Bnopa, pa3.4eJl A-TluQopvaqrn 3a

14KO ^A^^-^ TTTI.oAdijd. uueP'I'd 5d uJruAr-lvL -L v Jlll .HOM]4IJC CKI4.q OIICPd'I'OIJ,

Ns

Anarorvro-
TepaneBTuqeH

xon /ATC/

Me4yxapoAno HenareHTHo HauMeHoBaHue
/INN/

IleKapcrBeHa QopMa Mnpra
flpornosnn
KOJIt4qecrBa

on1 Uuntocmamuuu
z L01l(E13 Afatinib nepopanHa $opua mg 60 480

LO1;KX44 Aflibercept napeHrepanHa sopMa mg 36 000

4 LO1;KE17 Axitinib nepopanHa sopua mg 13 440

o LOlCDO4 Cabazitaxel napeHrepanHa sopMa mg 2 160

VO3AFO3 Calcium folinate napeHrepanHa sopMa mg 1 000 000

10 L01iKC06 Cetuximab napeHrepanHa oopMa mg 250 000

13 LO1,XE16 Crizotinib nepopanHa cpopMa mg 360 000

15 LO1,XE23 Dabrafenib nepopanHa Sopua mg 432 000

19 LO1 DBOl Doxorubicin hydrochloride
Powd.dispers.and conc.

for dispersion for inf.
mg 20 000

21 LO1 DBO3 Epirubicin napeHrepanna SoPntta mg 110 000

24 LO1 XE1 O Everolimus nepopanHa Soprua mg 32 400

25 101 BC02 Fluorouractl napeHTepanHa +opMa mg 6 250 000

zo LOlXEO2 Gefitinib nepopanHa Qoprua mg 270 000

28" MOs8406 lbandronic acid napeHTepanHa QopMa mg 900

34 LOlXEOT Lapatinib nepoparHa QopMa mg 1 260 000

37 LO1 DBOT Mitoxantrone napeHrepanna QoPrrlta mg 480

?R LO3AXO3
Mycobacterium bovis BCG
(Baccilus Calmette - Guerin)

napeHrepanna QoPrua mg 6 000

H01 CB02 Octreotide
powder for suspension
for iniection + solvent

mg 4 500

42 L01CD01 Paclitaxel napeHTepanHa $opMa mg 330 000

45 LO1XE11 Pazopanib nepopanHa QoPnlta mg 2 880 000

47 LO1 BAO4 Pemetrexed napeHrepanHa QOpMa mg 420 000

50 LOlXEOs Sorafenib nepopanHa cpopMa mq 4 838 400

51 LOlXE04 Sunitinib nepopanHa $oPua mg 300 000

54 LO,NXEOg Temsirolimus napeHrepanna SoPtua mg 7 200

co LO1XX17 Topotecan nepopanHa Sopua mg 240

OU LO1XE12 Vandetanib nepopanHa cpopMa mq 108 000

bo M015BA08 Zoledronic acid napeHrepanna QoPnlta mg 5 300

67 LO1XX41 Eribulin napeHrepanna SoPua mg 320

68 L01XC'18 Pembrolizumab napeHrepanHa QOpMa mg 3 600

On 2 - Onuamu
NO:2AAO6 Oxycodone prolonqed release tabl. mg 300 000

13 NOzAXO2 Tramadol nepopanHa $oprua mg 1 500 000

2. 3a BCZTHKTA rrocor{eHj4 e ra6luuara [o-rrope JIII ca [pe.qcraBeHl4 or.4eJrHI4

KOM|IJICKT]4 TCXH]AI{C CK'I IIPCEJIOXCHUS ;
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3 . JDrncea npe.ucraBeH rrJrr4K c llpeg.nalaHlz UeHoBu napaMerpl4 3a JIn Ne I .2 . -
^ 

€-+.: -.i l- A.nnrrrfa]- d L-L11-LJJ, rJ UPUPdJIHd g/uPrvrq .

Ha ocHoBaHr4e rJJr .I0'l , T .2, 6. "a" or 3OIl IA yKaSaH%ero or ,[orcyueHlar\IrATa 3a
yr{acrt4e Ha B.b3JIoxI4TeJI.{: //KoMr4cufl,Ta, Ko.qro ttle 6t,.qe Ha3Har]eHa 3a npoBexEaHe Ha

npoqe.qypara., IIIe 6r.qe .uJrbxHa .qa npe.uJloxl4 3a orcrpaH.cBaHe or |lo-HararblIIHo
yqacTr4e B npoqe.qypaTa BCeKyr yqaCTHI4K: - KoIZTo He e npe.UcTaBI4JI HsKo7l or
r,rq6noer+l.rne no-rrope ,EoKyMeHTVri . . ." , Kor,rrac;:zatra qpegJraFa o(DePtrara Ha yrilactrHtlKa

Ba JIII Nt L,,2"- Afatinib, repopaJrHa (lopuar AEr 6tge otrcEPal:elta ol! yqactrr4e B

Ilporleglrpa|oa I rropag,f Jrr4nca lra IIPegJIaFaHa IIeHa ga trog,[ JIIL

KoN|,ttcugta fipIACTr,bnIt K,bM pa3rulexIaHe Ha EoKyMeHTmTe, 3a cboTBeTc[BI4e c

Kpr4repl4]4Te Ba no.q6op u rL3r cKBa:F,IAflTa 3a rl4r{Ho cBcro.gHl4e ' nocraBeH]4 or
Bs:noxmrelq.
llpyr 143B.bpureHaTa npoBepKa 3a HaJrylr{r4eTo 14 pe.uoBHocTTa Ha npeIcTaBeHI4Te or
yqacTHI4Ka .qOKyMeHTtl , iKOI./MCVTHTa Cqr4Tar 9e c'bllJvIflT e npe.4cTaBl4Jl BCI r-rKVII

rA3ucKBaylw ce or Bb3JroxrrreJrs .qoKyMeHTIA lA orroBap.s Ha KpvlTepv:.z-re My 3a no.q6op

VI VI3IACKBAH'1.'ITA 3A JTYIIiIHO C'bCTO,qH]4C.

KoMl4Cm.cTa ,qOnyCKa yrJaCII'HI4Ka ,,OIOHI4KC Sapvra" EOOI .4O OrleH.sBaHe 14 KJIaCilpaHe

rlo ocraHaJItlTe ooep],IpaH]4 HOMeHK.narypn JIll .

^*^ * HFH,,,Te flpoBepKr4 w or6er.q3BaHe Ha KoHcrarIrpaHoro, B 13:20 qaca,
vuleA

frpt{KJ]roql4 SaceEaHueTo Ha Kottsncngna.

(/.)r
rf.ti-t l<
^d Ftthq
Fg ralFi i.rt
-.-. l-l=>>:
rFliJ f.r'!
LFI:>^7H

gJ;
w>l(-=->Iri irFli

FFr\a

?

A

Kottvtcvtg:

Tlha naa n2 ma tr .
rrl/vAvvAs + vvt .

TT-^"^-^.

/n 
^^^-..^-^ 

/
/ A.W'!V^nvDa/

/l/I.Totopona/

/A.IIerpoBa/

/M. Koee /

/P.Kormroea/
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NPOTOKOJI N9 2

.[Hec, 21 .09 .2016 r,o.qrlHa, B 09. 00 qaca, e ,,KOI]-Byplac,, EOOL Ha alpec lp.
Eyplac' 6ytr."CreQau Crau6oroB" Ns 73, r e Xzpypll4qeH Kopnyc na MBAJI-Eyplac
AL el".7 , Ko\tIl/rcvrfr. B cbcraB:
Tlna nno n: ma Tr . TTrnrrrr r taa -,'-rrr/eAveAqruJr. Aapl4Ha uro.{HoBa - rlJIaBHa Me.q%U%HcKa cecrpa, ,,KOU-
Eyplac"EOOl];
9.renone:
-l T/nr."r m^-^^-L. vIpwHa lo.qopoBa - Marl]4crtp-QapuaUeBT, ynpaBr4TeJl 6O.nuurffia anTeKa, .KOI]-
Eyplac"EOOll;
2, ,[eaga lleinpoea - npaBocnoco6eH ropr4cr I no ufi.20, alr.4t r.3 or 3OI];
3. Mltnrco KoeB - cr.eKcnepr, fl:u.pex1un "3llC,UT3C" - O6uIuHa Byplac no .ulr.2ol
alr.4, r. 3 clr 3Oll;
4. PyuaHa KoMzroea - cqeroBo.qr4TeJr, ,,KOU-Eypractt EOOL

B I43n'brHeHI4e Ha 3anoBe.q Ne 224 or 19.09 .2016 ro,trr4Ha Ha Ylpaerre.na Ha
"KOII-Eyplac" EOOI' ce c'a6pa .ua npo4bJrxlz cBo.qra pa6ora no r4sBbpilrBaHe Ha
nnanp^nr/ma116u nanAanrrl,uADql/vrreJrEn lIOl{()opr pa3frJIex.qaHer OqeH.flBaHe yI KJIaCI4paHe Ha nOCfbntlJII4Te
oOeprl4 3a yqacrl4e B orKprra npoqe.uypa 3a Bb3JrarlaHe Ha o6ilIecrBeHa flopbqKa/
' nnan^'am ' "rlocraBKa Ha JIeKapcrBeHt4 npo.qyKTl4 3a JIerleHI4e Ha oHKoJIorrI4rlHI4ffv

3a6or.sBaHI4rI , pa3rtpe,qereHr4 B.qBe o6oco6eu.ut nozurgvl cbrlJracHo npr4JroxeHa
^- ^, ,, " 4,. -^ n .,-. - tfurrEllyrqryrNa\yLil

lpoueaypara e orKpr4Ta c: peuesre Ne 25/08.08.2016 t.,
pefr4crpr4HaHa B AOll nog Ne 00232-2016-0008,
ny6rr4KyBaHo o6.qBrreHTre B POII Ns 743955/08 . 0 8 .2076 r .

14 B OB Ha IIC Ne 206/3 154-278395 or 11.08.2016 t.
flpegcegareJl.qr Ha KoMtlclz.sra npoBepr4 cbcraBa Ha npr4cbcrBarqr4Te yr orKpr4
3acenaHl4eTo.

Korrfizc%.qta npvrcvbnu KbM pa3r'Jlex.qaHe Ha rexul4qecK]4Te [pe4roxeHl4.s ga
I43rIbJIHeHI4e Ha nopbr{Kara Ha yqac['Hfirl%Te, no HoMeHKJraryprrre J]ll or
o6oco6eutt re no3wrJuw I no KoJ4To rvr e ,EonycHaJra ,Eo yrtacryre B npoue.qypara .
Drarnavr: r-a ^BorBercrBl4e['o rrM c tlocraBeHvrre u3r4cKBaH]4.s Ha BBgJIoxJ4TeJI.g Ba! sJr u!vJr\As

rl3nbJrHeHvle Ha ropbrlKara/ no pe.4a Ha nocrbrlBaHero Ha ooeprr4Te.

1. ,,Eil EHI I['{ eAPMA ELIITAPI/H// EA'q - ooepra BX. Ne01/14.0g.2016, 09:30 rr.
Vue r-mgrrrqm nna r-- .^r,-JJrara cpoKoBe 3a r{SfrbJIHeHI4e Ha nopbqKaTa:
- npv nepr4oIr4rrHr4 .uocraBKrl .qo 10 (.qecet) pa6ornu EHvr oT no.EaBaHe Ha
3a.qBKaTa,
- Tlnil rtr.?HTlT4r{:Jla HeO6XO.UI4MOCT I4gBbH CpOKa Ha nept4g,q?IqHl4 ['e .qOC1'aBK]4 ,EO
6 l nam \ n: finmqrrr.... .trHr4.
flpegnar,a 3€i.sBKr4Te .qa ce no.uaBar no Qarcc 02/Bt] 39 93.
flpeg.noxeHrdero e BaJruEHo .qo 31.01 .2011 r,.
Kola,rcrasra cqldna, E€ o$eptrara rra yqacrxuKa otrFoBapg :ta I4strcKBaHr4tIEa rra
Be5,noxr,'rretrr

2. /,TbProBcKA JMIA HAII'/ AI - oQepra Bx.Ne 02/rc.09.2016 r'., 0g:30 qaca;
Vu: cmurzrqm nna r..r,v,.IJIarla cpoKoBe 3a il3II.bJIHeHI4e Ha nop,brJKaTa:
- fIpJ4 nep'1o.El4r{Hm .UocTaBKI4 9 (4eeer) pa6orHz I.:Hvr oT no.qaBaHe Ha Ba.rrBKaTa,

Heo6xo.4]4Mocr I43BbH cpoKa Ha nepmo.qJdqHilTe EocraBKr4 - 4
(wonvnv I n;r6nmr-.rvr EHI4 .

flpegrala Ba.qBKl,tTe .qa ce no4aBar no Qarcc 02/962 41 2'7.

r! AoEycrca crDqarEa go orleltrlBalte !4 rlo JIN

IN
AHaroMo-

TepaneBTIr'ie
H KoA /ATC/

Me)g|yHapoAHo
HENATEHTHO

Hat4N4eHOBaH Ie
/INN/

fieKapcrBeHa
Qopn,ta

Mnpxa

nporHo3rlo
Kon!4qecTBo (B

nocoqeHaTa
Mcokal

Trproecxo
HAUMCHOBAHIC

flp!4rexaren Ha
paSpe[!eHneTo 3a

ynorpe6a

Cpox ra
roAHocT or

flPV a

fOAUHA
1 J 4 5 o q 10

1.

32
L01XCl 1 lpilimumab napeHrepanHa

Soprua
mg 18 000 YERVOY

BRISTOL-MYERS
SQUIBB, EEIG 3 roA.



nn
AHaroMo.

TepaneBTxr{
EH KOA /ATC/

Mex(AyHapoAHo
HCNATEHTHO

HAhMEHOBAHhE
/INN/

r|eKapcrBeHa
SopMa

Mnpxa

nporH03Ho
KOnIqecrBo

(a
nocorreHara

Mqh[al

Tuproecro
Ha!tMeHoBaHhe

npHTexarefl Ha
pa3peuieHxero aa ynorpe6a

CpoK Ha

roAHocT
or flPY e
roAltH14

I o o 7 I 10

1.

30-
LO1XX28 lmatinib

nepopanHa

$opua
mg 2 160 000

HRONILEUCEM
capsules, hard

,,t{a14KacPapMa
Bucoxora,recreeH hte
Iexaocrea"A.[

z

1.

49
LO1XC21 Ramucirumab

napeHrepanHa
Sopnita

mg 48 000
Cyramza sol for
infusion ,,Eli Lilly Nederland B.V."

flpe4noNeHl4ero e BaJrr4.qHo .uo 37.07.2011 rl .
Kolorcrgra cq%tla, E€ o(DepnaEa Ha yriractrHtlKa otrFoBaplr rra ,cgttcKBaHusllga Ha
B.sgrroxrane,nnt u gorrycKa ctu{atra go orler:rrBarre u KJracr4pane rto o(leprapaaute
HoMeHKJraryptu JIII:

3. ,,iDAPKOJI' AI - ooepra ex.Ns 03/11 .09.2016 r'., 0B:55 rraca;
V.ractnurcrt npe,EJlara cpoKoBe ga I43nbJIHeHtle Ha [op'br{Ka['a 3a BCTA'qKI/r

oQeprpauv IIII , KaKTo cJre.EBa:
- npn nepuorrr\J-Hrt .trocraBKr4 .qo 10 (aecer) pa6ornz l:evr or no.qaBaHe Ha

3a.EBKara,
- nnT/ R.r-qHT/T{H^rla Heo6xo.UI4MocT I4gB'bH cpoKa Ha flepfio.UI4rJH]4Te .qocTaBKI4 - .Eo 5

(ner ) pa6orHlr gum .

Ilpegnala 3.rsBKr4re .ua ce ro.qaBar no Qarcc 056/851 122.
llpegnoxeHvrero e BaJrrl.uHo ,uo 31 .01 .2011 r.
Kouuczsra cr{9rtra r r€ o(leprara Ha lnlactrHgtKa otrroBaptr rra trgtrcKBarrlttrtra :ra
BEglroxlt,r.ersr u AorrycKa crrqatra ,qo or{enirBarre u KJractpane no o(leprapaure
rrolaeHKrraryprd JIII:

4. ,,COJIOME;q', EOO,q - ooepra BX.Ne 04/I'7.09.2016 r'., 09:00 q.aca;

v

nn

AHaroMo-
TepaneBTl/l

qeH KoA

tArcl

MexqynapoAno
HENATEHTHO

HAIMEHOBAHUE

/INN/

IleKapcrBeHa
QopMa

MepKa
npofHo3Hx
KOnhqecTBa

Trproecxo HaIMeHoBaHhe
flpnrexaren na

pa3peueHueTo 3a
ynorpe6a

Cpor na
t'oAHocT
or nPY -
B roAlrHt4

1 3 c b 7 o I
- Uumocmamuuu

7 VO3AFO3 0alcium folinate napeHTepanHa

QOpMa
mg 1 000 000

CALCIUM FOLINATE
ACTAVIS SOL.FOR INJ.

Actavis Group
PTC enf., lceland

3

o LOlXAO2 0arboplatin napeHTepanHa

Qopna
m9 500 000

CARBOPLATIN ACTAVIS
SOL.FOR INJ,

Actavis Group
PTC ehf, hcn-s

15

21 LO1 DB03 l-pirubicin napeHrepanHa

QopMa
mg 110 000 EPISINDAN SOL.FOR INF.

Actavis Group
PTC ehf, 14cn-n

15

LO1 XX1 9 lrinotecan napeHTepanHa

Qopnlta
mg 1 20 000

IRINOTECAN CONC. FOR
INF.SOL.

Arraauc EA,Q,

6rnrapnn 15

64 L01CA04 Vinorelbine napeHreparHa

QopMa
mg 16 000

VINORELBIN CONC. FOR
INF.SOL.

Arrasnc EM,
6unrapur

On 2 - Onuamu

1 NO2AEOl Buprenorphine nnacrIp mrcrog
ram/n

98 000
BUPRENORPHIN ACTAVIS
TRANSD.PLAST.

Actavis Group
PTC ehf., klcn-n

tc

NO24BO3 Fentanyl nflacTup
mlcrog
ram/h

110 000
VICTANYL TRANSDERMAL
PATCHES

Actavis Group
PTC ehf, lceland

7 NO2AAOS (Jxycodone capsules, hard mg 300 000
OXYCODON HARD
CAPSULE

Actavis Group
PTC, lceland

15

I NO2AAO6 t3xycodone prolonged
release tablets

mg 300 000
OXYCODONE ACTAVIS RP
TABL.

Actavis Group
PTC, lceland

2

rrd c'J_'tlt4I('b'J-' ItpeAJld J-' d l.lo Cj'lld.iJ Kd. H

nn

AHATOMO-
TepaneBrr

qeH KoA

IATCI

Me)l(AyHapoAHo
HENATEHTHO

HaIMeHoBaHhe /lNN/

flexapcraera
QopMa

Mnpra
flporHooHh
KOnUqeoTB

a
Tuproacxo HailMeHoBaHhe

llpurexaren Ha
pa3peueHMero 3a

ynorpe6a

CpoK Ha

foAHocT oT

flPY - a
TOA14H rl

1 3 4 7 o

On 1 - Uumocmamuuu

3 LO1 XX44 ,Aflibercept
napeHrepanH

a QopMa
mg 36 000

Zallrap Conc.for solution
for infusion 25mq/ml-8ml

SanofiAventis
Groupe, Opaxqun

3

o L01CD04 Cabazitaxel
napeHrepanH

a QopMa
mg 2 160

Jevtana Conc.and
solv.for sol.for inf. 60 tur

Sanofi-Aventis
Groupe, Opaxqnr



12* LO3AA

COLONY STIM.
FACTORS Filgrastim
Lenoqrastim

napeHrepaflH
a QopMa

MU 16 000
NIVESTIM Solution for
injection/infusion so
MIU/0.5 run

Hospira UK Ltd.,
O6e4uneno
Kpancreo

25

30* LO1 XX28 lmatinib nepoparHa
QopMa

mg 2 160 000
lmakrebin Film-coated
tablet 100 trrr x 120

Alvogen lPCo
S.dr.l, Ilorceu6ypr 2

40" BO3XA

OTHER ANTIANE.
MIC PREPARATI-
ONS Erythropoetin
Elarbeooetin

napeHrepanH
a QopMa

DDD 3 500
Retacrit Solution for
injection 1 0000 lUiri,rn-6
pre-filled syringes

Hospira UK Ltd.,
O6e4nneuo
Kpancrso

25

47 LO1 BAO4 Pemetrexed napeHTepanH
a QopMa

mg 420 000

Pemetrexed Alvogen
Powder for concentrate
for sol.for inf.500prx1

Alvogen lPCo
S.dr.l, flroxcera6ypr

53 LOlAXO3 l'emozolomide nepopanHa
Sopua

mg 200 000
Blastomat Capsule, hard
100prx5

Alvogen lPCo
S.ir.l, Ircxceu6ypr 2

OU LO1 XE1 2 \/andetanib nepopaflHa

Qoprua
mg 108 000

Caprelsa Film-coated
tablet 100tvtx30

Astra Zeneca AB,
IIJaeqnn

llpe.ulala cpoKoBe 3a r43nbJrHeHile Ha nop'bqKara 3a BcrllrKvr oQepzpaur or Hero
JIll , KaKTo cJre.qBa:
- npr4 [ep]4o.ur1rJHr4 .qocraBK]r Eo 3 (rpu) pa6orura EHvi or no.uaBaHe Ha 3a.qBKara/

K H; rla HeOOXO.trI4MOCT l/I3B'bH CpOKa Ha nepI4O.qI4rIHI4Te EOCTaBKTI - .UO Z
/ np: \ na6nn'qu r\4's/ r--- -..-,. JHI4.

flpegnala 3a.cBKr4Te .ua ce no.qaBar no Qaxc 02/95 55 600.
llpegroxeHr4€)To e BaJrr4.EHo .qo 31.01 .20I'7 r.
Kottvtcus.rya ycraHoByr :

1. Vrracrnunrr e npeEJroxrrJr .ua vr:nuJrHvr.EocraBKara Ha JIll NeNe 1.3; 1.40*; I.60
c no e.4Ha, Tor{Ho onpe.4eJrHa oT Herro rloToBa .qo3r4paHa JIeKapcTBeHa Qoprrla,

_ rn^ ^Aanmr/ma a: paaK]4DDrrIJE^vI as D IIJIV, ANIyAJIgH IDIVI A4f AaA HA Uf DdPXnE nA U\PE}Jlv|r'E | 5A DUsr
oT nocoqeHvrTe JIII mvra M?rHr4MyM |lo oue e.4Ha loroBa JreKapcTBeHa sopua.
2 . 3a ocraHaJrr4Te JIII e IIJIC, aKTyaJreH K.bM .qarara Ha orBap.rrHe Ha oQeprmre,
cbrqecrByBal caMo Qopvzre, npe.qJloxeHr4 or yqacrHilKa.
3. B ,troKyMeHTaur4.cra no npolle.qypara Brs.uoxrareJr.qr e BanI4caJI: ,,BceKlA
YI{ACTH]4K fIOCOqBA N OQCPTATA CI4 TbPIOBCKOTO HAI4MCHOBAHI4C HA OQEPMPAHIAA IINI
6es yrolrrrrrBarre rra KorrKpetrrra FotroEra gogrq)aHa JreKapctrBena (lopua (rpaen
nnn ntzrm \ \\

K'ot'g/ tcr,.4ztr.a c:rIutra, r{e:
4.L. rrpennoxerlvretlo rra ysactrHrrKa Ba JIfl N:N 1.3; 1"40*; 1.60 He otr'roBaprr Ha
4pegBapr4tt|eJrl{o o6sBeHr!tre ycJroBrrfi. u rl9''4c'KBalrvrrtra xra BtsBJrorKHtreJrE.
Kot'ptc:zsna rrpeflnana o(lepnatra rra yr{acrHr4rca ga tlegu JIII ga 6rge orcrpageHa otr
ylractrr4e B rrpor{egl4)ara rra ocrroBaHrre .u.107, 8.2, 6.ttEtt on SOII .

4.2. npegnoxeeourra Ha ycractrHr,rKa ga octraneurrtre Itr, Moxe ,qa ce rq)raeMe 5a
otrFoBapflIryf lta t4gr4crcBaH!4rilla rta BtsBJroxl4treJrrl .

Kolryrcusna florrycKa oQeptratra Ao or{eHsrBaHe 9t K,rracr'lrparre 5a cne,qrrllne
HoMeHKJrarypr JIII:

TN

AHaroMo-
TepaneBTh

qeH KoA

tATCt

Mex,qyrapoAro
HCNATEHTHO

HanMeHoaaH!ae /lNN/

IleKapcrBeHa
OopMa

Mf,pKa
fl porH03H14

KOII49ECTB I boroBcxo HahMeHoBaHIe
flpvrrexaren xa

pa3pelrjeHIeTo 3a
ynorpeOa

CpoK Ha

roAHocT oT
flPY - e
roAil H14

4 7 I 9

on - Uumocmamuttu

o L01CD04 Cabazitaxel napeHTepaflH
a QopMa

mg 2 160
Jevtana Conc.and
solv.for sol.for inf. 60 Mf

Sanofi-Aventis
Groupe, <Dpanqun

12* LO3AA
OOLONY STIM.
I:ACTORS Filgrastim
l-enoorastim

napeHTepanH
a SopMa

MU 16 000
NIVESTIM Solution for
injection/infusion so
MIU/0.5 un

Hospira UK Ltd.,
O6e4uneno
Kpancreo

25

30* LO1 XX28 lmatinib nepopanHa
SopMa

mg 2 160 000
lmakrebin Film-coated
tablet 100 ur x 120

Alvogen lPCo
S.Ar.l, Jlrcrceu6ypr

2

47 LO1 BAO4 [)emetrexed napeHTepanH
a QopMa

mg 420 000

Pemetrexed Alvogen
Powder for concentrate
for sol.for inf.500utx1

Alvogen lPCo
S.dr.l, Ilrcrceru6ypr

J

E? LOlAXO3
-femozolomide nepoparHa

QopMa
mg 200 000

Blastomat Capsule, hard
100urx5

Alvogen lPCo
S.Ar.l, Jlroxcena6ypr

z



5. f/eAPMHETtt AE - ooepra BX.Ne 05/11 .09.201,6 t., 09:10 qaca;
vqactHl4rbT npe.qJrarra cpoKoBe 3a r4SrrBJIHeHr4e Ha nopbqKaTar KaKTO CJIe.4Ba:

- nprl [ep]4o.qmqHr4 .qocnaercu 3(rpm) pa6ouHtz EHvr o\ noEaBaHe Ha 3a.aBKara,
- tlnrn RrhqHT/IT{HaJIa tteo6xolraMocr I4gBbH cpoKa Ha fIepI4oII4rJHI4Te .uocraBKtI - 2
/---\ h-A^milr,(IBa,) pauo1''Hr4 .qHI4.
flpegnala BanBKIzre ,ua ce no.qaBar no Qarcc 052/'l 26 821-.
flpegnoNeHrrero e BaJItI.qHo ao 31 .01 .20 17 r'.
Kouucragea cqrrtrar E€ o(lepraea l{a yqactrH%Ka otr3oBaP'I lta ergrzcKBaltl4'Itra Ha

B6Blolsrtrerrr u ,qonycKa crbu{atra go oqeu lBar:e tr KnactrPaxe no o(lepr,q>arutne
JItI

6.,,COCAPMA TPET4ilHT/', AI - oQepra nx.Ns 06/L1 .09"2016 t., 09:13 qaca;
YqacrFlJ4rgr [pe.qJlarra cpoKoBe 3a ]43IIbJIHeHI4e Ha nopbr{KaTa 3a BCIA\'IKZI

oQepmpauw ,T7lI , KaK['o cJIe.uBa:
- rrprr nepr o4usHu ,qocraBKr4 ,uo 10 (aecer) pa6orHlt Elevr or no.4aBaHe Ha

Sa.qBKaTa,
- FrnT/T R,T-?HTIT<HA.rIa geO6XO.qylMOCT I43B'bH CpOKa Ha fiepilOl:n-q:c-:./-Ie.qOCTaBKt{ -.4O 5

(nel ) pa6olulz gHlz .
n*^-F-ta^ ..<drFKl4re .qa ce ro.uaBar no Qarcc 02/BI 33 785 ralrvr Ha e-mai1:
frl f pOe s khs G s opharmatrading .bg .

flpe,4roNeHl4ero e BarI4,qHo .uo 31.01 .2011 r.
Kololcrsra cq%tra, y€ oilepnara lra lzqaclFHldKa otrFoBaPE Ha !4srdcKBaHr4fitra Ha

BE3go)r(I,rtreJlg u AorrycKa crblqatra ,qo orlelrrrBalre u tcJracr4PaHe IIo o(leprapanure
JIN

HOMCHKJIA

fln
AHaroMo- Me)l(qyHapoAHo

HENATEHTHO

xauuenoeanne /lNN/

neKapcrBeHa

QopMa

npofH03Ht4
KOnIqecTBa

Tuproecxo
HAHMEHOBAHhE

Tlphrexaren Ha
paopeuJeHIero 3a ynorpe6a

Cpox na
roAHocT oT

nPY-e
ron uHhxog /ATC/

1 5 o 7 8 I
JN 1 - Uumoc mamuuu

11 LOlXAOl )isplatin napeHTepanHa

QopMa
mg 1 10 00( isplatin Accord

\ccord Healthcare

-imited, O6e4.xpancreo
Z roAhH14

15 LO1 XE23 )abrafenib nepopanHa
6oona mg 432 00( Iafinlar

\ovartis Europharm
.imited. UK

2 roAilHr4

z1 LO1XE1 O :iverolimus
nepopanHa

(DooMa mg 32 40C \finitor
{ovartis Europharm
-imited. UK

3 ro4unr

25 101 BC02 ::luorouracil napeHTepanHa
6oorr/la

mg 6 250 00( :luorouracil Accord
\ccord Healthcare
-imited, O6eA.rpancreo

2 rognnn

zo LO1 XEO2 Gefitinib
nepopanHa

CDODMA
mg 270 00c IRESSA

\stra Zeneca AB,
I lner ruq

I roAuH14

34 LO1 XEOT ..apatinib
nepopanHa

6opua
mg 1 260 00( IWERB

tlovartis Europharm

-imited. UK
Z roAilH14

39 H01CB02 )ctreotide
Powd.for susp.

for ini.+solv
mg 4 50( 3andostatin LAR

\,lovartis Pharma GmbH,
eoMaHut

J roAuH14

AR LO1XE1 1
:)azopanib nepopanHa

dootrla
mg 2 880 00c /OTRIENT

{ovartis Europharm
-imited. UK

2 ro4unu

47 LO1 BAO4 Pemetrexed
napeHrepanHa

6oprua
mg 420 00c remetrexed Accord

\ccord Healthcare
-imited. UK

3roAnHI

od L01XC'l8 Pembrolizumab
napeHrepanHa

QopMa
mg 3 60( (eytruda

vlerck Sharp&Dohme
-td., O6eAnneno
(DancrBo

I roAhHh

ItO!4EHKJIA

TN

AHaroMo-
TepaneBTI

qeH KoA

IATCI

Mex<,4yrapo4no
HCNATEHTHO

rrar,r NreHoeaH ue /l N N/

Jlexapcree
na Sopua

Mnpxa
flporHo3H14
KOIltlqecTBa

'Tuproecro

HAUMEHOBAHUE

flpurexaren na
pa3peureHrleTo 3a

ynorpe6a

Cpox na
ro4HocT
or llPY -

B roAhHt4

1 4 5 o 7 q 9

on - UumocmamuLq

4
I LO2BXO3 Abiraterone acetate

nepopanHa
dooua mg 5 400 000 3IA1/lA

Janssen-Cilag
lnternational NV

z L01XE'13 Afatinib
nepopanHa

rbooua mg 60 480 AXt/OTPt4O
Boehringer Ingelheim
lntern.GmbH

LO1XX44 Allibercept
napeHTepa
nna doprua

mg 36 000 3A/ITPAN
Sanofi-Aventis
Grorrne

4 LO1XE1 7 Axitinib
nepopanHa

6ooua mg 13 440 nHnAilTA Pfizer Limited



101 CD04 Cabazitaxel
napeHTepa
nHa oooMa

mg 2 160 AXEBTAHA
Sanofi-Aventis
Groupe

tc LO1 XE1 6 Cri::otinib
nepopanHa

CDOOMA
mg 360 000 KCA/IKOPI/ Pfizer Limited

15 LO1XE23 Dabrafenib
nepopanHa

dooMa mg 432 000 TAO14H/IAP
Novartis Europharm
Limited

2

17* MO5BXO4 Denosumab
napeHTepa
nna Oopua

mg 58 000 EKCAX]4BA Amgen Europe BV '1.

24 LO1XE1 O Everolimus
nep0panHa

QopMa
mg 32 400 AOl/Ht/TOP

Novartis Europharm
Limited

zo LO1 XEO2 Gefitinib
nepopanHa

OopMa
mg 270 000 t4PECA AstraZeneca AB 4

34 LOlXEOT Lapatinib
nepopanHa

QopMa
mg 1 260 000 TAfiBbP6

Novartis Europharm
Limited

2

?o H01CB02 Octreotide

powder for
suspension
for injection

+ SOIV

mg 4 500
cAHAOCTATT/H
.l.IAP

Novartis Pharma
GmbH

40* BO3XA

OTI.{ER ANTIANEMIC
PRI=PARATIONS
Erythropoetin
Darbepoetin

napeHTepa
nHa QopMa

DDD 3 500 APAHECN Amgen Europe B.V

44 L01XC08 Panitumumab
napeHTepa
nna doorraa

mg 54 000 BEKTTISI/KC Amgen Europe B.V

45 L01XE'1 1 Pa:zopanib
nepopaflHa

dooua mg 2 880 000 BOTP14EHT
Novartis Europharm
Limited

z

46 LO3AA1 3 Pe1;filgrastim
napeHrepa
THA @ODMA

mg 576 HEY/IACTA Amgen Europe B.V

5n LO1 XE05 Sonafenib
nepopanHa

QopMa
mg 4 838 400 HEKCABAP Bayer Pharma AG

51 LOlXEO4 Sunitinib
nepopanHa

QopMa
mg 300 000 CYTEHT Pfizer Ltd

A? 101AX03 Temozolomide
nepopanHa

Qoprua
mg 200 000 TEMOAAI

Merck Sharp &
Dohme Ltd

3

54 LO1 XEO9 Temsirolimus
napeHrepa
nHa QopMa

mg 7 200 TOPl/CE/l Pfizer Limited J

56 LO1 XX1 7 Topotecan
nepopanHa

Q0pMa
mg 240 Xt/KAMTI/H

Novartis Europharm
Limited

60 LO1XE12 Vandetanib
nepopanHa

6oonlta
mg 1 08 000 KANPE/ICA Astrazeneca AB 4

OI LO1XX41 Eribulin
napeHTepa
nxa 6oprua

mg 320 XA/IABEH Eisai Europe Ltd 4

68 L01XC1 8 Pembrolizumab
napeHTepa
NHA CDOOMA

mg 3 600 KEIZTPYAA
Merck Sharp &
Dohme Ltd

On 2 - Onuamu

5 NO2AAOl Morphine
napeHTepa
nHa @ooMa

mg 300 000 MOPOl/H Co$apua AA

8 NO2AAO5 Oxycodone
mo0neq-

release tabl
mg 1 500 000 OKCl/KOHTl/H

Mundipharma
Ges.m.b,H

10 NO2AA55
Oxycodone hydrochlo-
ride / Naloxone
hvdrochloride

nepopanHa
Qopua

tabl.10m
g/5mg I 900 TAPTTH PETAPA Mundioharma GmbH

11 NO2AA55
Oxycodone hydrochlo-
ride / Naloxone
hvdrochloride

nepopafiHa
QopMa

tabl 20m
g/10m9 36 000 TAPTNH PETAPA Mundipharma GmbH

12 NO2AA55
Oxycodone hydrochlo-
ride / Naloxone
hvdrochloride

nepopanHa
cpopMa

tabl.40m
g/20m9 17 000 TAPT/H PETAPA Mundipharma GmbH

1? N02M02 Tramadol
nepopanHa

QopMa
mg 1 500 000 TPAMA/ITilH Ynn$apu M

7. ,,MC aDAPh,lA" A'q - ooepra ex"Ns 01 /I1 .09.2016 r'., 09:16 uacai
YqacrHj4xbr [pe.uJ]ar1a cpoK 3a ra3n'bJrHeHl4e Ha nopbrlKara:
- ilpv nepr4o.qr4rJHr4 .uocraBKr4 10 (.uecer) pa6orHvr Ar.ra or nogaBaHe Ha 3asBKarat

K H^Jra Heo6xoEr4Mocr rz3BbH cpoKa Ha nepI4o.ulzrrHl4Te AocraBKI,{ - 5

(ner) pa6orHl4 EHtl .

flpeglala sa.sBKI4Te .ua ce rlo,qaBar no Qarc 02/BI8'99 36.
Ilno nnnvccHT/Fmo ? 1 . 01 .2011 rr .IryYAJIUAsnvrE !V g DaJIvIAnV AV J r



Kolorcrzsra ccu4rna r E€ oibepratra rra yqacEnldKa otrFoBaPtI rra l'l.BraclnBaerursoa rra
B.sg,noxvreerrfl vr gouycKa ctsqatra [o oI{eHsBaHe tr KJracrdPaHe rro JITI:
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roAulHL4

t 4 5 6 € I
1.

63
L01CA02 Vincristine

napeHrepanHa
rnonMe

mg 80 CYTOCRISTIN Cipla (UK) Ltd,UK 15

8. ,,ME,qEKC',' OOI - ooepra BX.Ne 0B/I7.09.2016 r,., 09220 uaca;
Vqacrsranr,r [pe,qJlala cpoKoBe 3a ]43nbJIHeHr4e Ha nop'brlKara 3a BCr4rlKrA

oQepr4paHvr JIn, KaKTo cJre.qBa:
- npil nepmo.qr4rrHl4 .qocTaBKI4 ,Eo 10 (.qecet) pa6orur Ele:lt' oT no.4aBaHe Ha

3a.sBKaTa /
- nnr/ Rrr.?HTlT4H^ta Heo6xo.qI4MocT I43B.bH cpoKa Ha nepffoEurlHvrle.EocTaBKI4 -.Eo 5

i/nom\ na6nnrurz r\11v+ / r-,-...... JHIA.
flpegnala 3a.EBKr4Te .ua ce no.qaBal no OaKc 02/9I'7 55 38.
llpegnoxeHr4ero e BaJIJ4.qHo ,uo 31 .0I .2011 r. .

KovyrczsI!a cr{%tra, B€ ooeptratra rta ytlactrtt'rKa otrFoBaP'I lta }''.3''!c'KBavl} r'ItPa lta
Bt,gnoxyrsets u gonycKa cErqara go or{errsB€Irre u Knact[P€IHe rro oQepr,rPaHr4tre
lro!4etrKJratrlrtr)!4 JIII:
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AHaroMo-
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hqeH KoA

IATCI

MeXAyHapoAHo
HCNATEHTHO

HaylftlteHoaaxhe /lNN/

IexapcraeHa
QopMa

Mnpxa

nporHo3H
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KOnhqecT
BA
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HAhMEHOBAHIC

npurexaren Ha
pa3peureHueTo 3a

ynorpe6a

CpoK Ha

foAHocT
or l-lPV -
B roAl4Hl.4

1 4 o 7 I I
1 - Uumocmamuuu

LO1 XX44 Aflibercept napeHTepanHa

Qopua
mg 36 000

Zallrap conc.for
sol. for infusion

Sanofi-Aventis
Groupe, Opanqun

4 LO1 XE17 Axitinib nepopanHa
QOpMa

mg 13 440
Inlyta
film-coated tablets

Pfizer Limited
O6e4uneno xp-eo

o 101 CD04 Cabazitaxel napeHrepanHa
QopMa

mg 2 160
Jevtana conc.and
solv. for sol.for inf.

Sanofi Aventis
Groupe, Opanqun

8 101 BC06 Capecitabine
nepopanHa

QopMa
mg

40 000
000

Capecitabine
Accord, film-
coated tablet

Accord Healthcare
Limited O6eAnne-
no Kpancreo

10 101 XC06 Cetuximab
napeHTepanHa

$opua
mg 250 000

Erbitux, solution
for infusion

Merck KGaA,
l-eprrrarnn

11 101Kqo1 Cisplatin
napeHTepanHa

QOpMa
mg 110 000

Cisplatin Accord,
conc.for sol.for inf

Accord Healthcare
Limited, O6e,q. Kp.

3

12
LO3AA

COLONY STIM.
FACTORS
Filgrastim
Lenograstim

napeHrepanHa
Qoptrla

MU 16 000

Zazio Sol. for inj.
/inf.in pre-filled sy-
ringes with needle
safetv ouard

Sandoz GmbH,
Austria

13 LO1XE16 Crizotinib
nepopaJrHa

SopMa
mg 360 000

Xalkori capsule,
hard

Pfizer Limited
O6e4urneno xp-eo

3

18 101 CD02 Docetaxel napeHrepanHa

Qopua
mg 80 000

Tolnexa, concen-
trate for sol.for inf,

KRKA, d.d.,
CnoaeHuc

2

19 LO1 DBOl
Doxorubicin
hydrochloride

powder,
disp.and

concentrate for
disp for inf.

mg 20 000

Myocet, Powd.,
disp.and solv.for
conc.for disP.for
inf.

Teva Pharma 8.V.,
Xonan4uR

15

20 LO2BB04 Enzalutamide nepopanHa
Qoptr,ta

mg 537 600
Xtandicapsule
soft

Astellas Pharma
Europe B.V.,HuA-s

25 101 BC02 Fluorouracil
napeHTepanHa

QopMa
mg 6 250 000

Fluorouracil
Accord, sol.for
iniection/infusion

Accord Healthcare
Limited,
O6e4.rpancreo

z

27 101 BC05 Gemcitabine napeHrepanHa
$optua

mg 1 300 000

Gemcitabine
Accord conc.for
sol.for infusion

Accord Healthcare
Limited O6eAune-
Ho Koangreo

2

30
LO1 XX28 lmatinib nepopanHa

QopMa
mg 2 160 000

Meaxin, film-
coated tablet

KRKA, d.d.,
Cnoeenus

LO3AA14 Lipegfilgrastim napeHTepanHa

QopMa
mg 576

lonquex sol.for
inj. pre-filled syr.
with safetv device

UAB "Sicor
Biotech", V. A.
flhrea

z



JO 101 DC03 Mitomycin
napeHTepanHa

SopMa
mg 1s 000

Mitomycin-C
Kyowa sol. for inj.

Nordic Pharma
s.r.o. 9exuR

40
BO3XA

OTHER
ANTIANE-MIC
PREPARATI-ONS
Erythropoetin
Darbeooetin

napeHrepanHa
QopMa

DDD 3 500

Binocrit Sol.for
inj. pre-filled
syringes (glass)

Sandoz GmbH -

Aecrpnn

41 LO1 XAO3 Oxaliplatin
napeHTeparHa

QopMa
mg 130 000

OXALIPLATIN
ACCORD conc.
for sol.for inf.

Accord Healthcare
Limited O6eAnne-
Ho Koancreo

z

A1 LO1 BAO4 Pemetrexed
napeHTepanHa

QopMa
mg 420 000

Armisarte, conc.
for sol.for infusion

Actavis Group PTC
ehf., l4cnan4nr

15

50 LO1 XEO5 Sorafenib
nepopanHa

QopMa
mg 4 838 400

NEXAVAR
film-coated tablet

Bayer Pharma
AG, Germany

3

LO1 XE04 Sunitinib
nepopanHa

Qopua
mg 300 000

SUTENT,capsule,
hard

Pfizer Limited
United Kingdom

52 I nr aa6q Tegafur/gimeracil/
oteracil

nepopanHa
QopMa

DDD-1
tabl.(1 5
t4,35t1
'l 8mo)

3 024
Teysuno, capsule
hard

Nordic Group BV,
Xonan4rn

+

LOlAXO3 Temozolomide
nepopanHa

QopMa
mg 200 000

Temozolomide
Accord, capsule,
hard(in botles)

Accord Healthcare
Limited O6e.quHe-
no Koanqreo

2

54 LO1 XEO9 Temsirolimus
napeHTepanHa

QopMa
mg 7 200

TORISEL conc.&
dil.for sol.for inf.

Pfizer Limited,
Benuro6puraxutn

OU LO1 XE1 2 Vandetanib
nepopanHa

QOpMa
mg 108 000

Caprelsa, film-co-
ated tablet

Sanofi-Aventis
Groupe, tDpanqun

4

MO5BAOS Zoledronic acid
napeHrepanHa

Qoptua
mg 5 300

Zoledronic acid
Accord, conc.for
sol.for infusion

Accord Healthcare
Limited O6eAune-
no Kpancreo

25

o/ LO1XX41 Eribulin
napeHTepanHa

Qoprua
mg 320

Halaven, solution
for iniection

Eisai Europe
Limited 06.Kp-eo

4

t],F 2 - Onua,nu

z NO2AAOE Dihvdrocodeine
nepopanHa

Qopua
mg 1 000 000

DHC Continus,
modif-release tabl

Mundipharma
GmbH, Aecrpus

4 NO24BO3 Fentanyl Sublingual tablet
mrcrogr

am
160 000

Vellofent,
Sublingual tablet

AnAxenunu
Oaptua Eunrapua
EOO.II EbnraDuF

I NO2AAOS Oxycodone
modified-release

tablets
mg 1 500 000

Oxycontin modi-
fied-release tablet

Mundipharma
GmbH, Aecrpnn

10 NO2AA55
Oxycodone hydro-
chloride/Naloxone
hvdrochloride

nepopanHa
Qopua

tabl.
10mg/5

mg
I 900

Targin, prolonged
release tablet

Mundipharma
GmbH, Aacrpun

11 NO2AA55
Oxycodone hydro-
chloride/Naloxone
hvdrochloride

nepopanHa
QopMa

tabl.
20mg/
1Omg

36 000
Targin, prolonged
release tablet

Mundipharma
GmbH, Aafipun

12 NO2AA55
Oxycodone hydro-
chloride/Naloxone
hvclrochloride

nepopanHa

QopMa

tabl.
40mg/
20mg

17 000
Targin, prolonged
release tablet

Mundipharma
GmbH, Aacrpun

9. ,,TO11 XOCTII4TAJI CBPBI4C" AI - oQepra ex.Ns 09/11 .09.20L6 r'-, 09224 qaca;
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KOnhqecT
TbproBcKo
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On 1 - Uuntocmamuuu

7 VO3AFOI Calcium folinate
lrlua 2 Qoptvtn

solution for
iniection

mg 1 000 000
Bendafolin
1Omg/ml 100 ml

Lyomark Pharma
GmbH, fepruannn

2.5
roAu H 14

19 LO1 DBOl
Doxorubicin
hydrochloride

powder, dispersion
and concentrate
for dispersion for

infusion

mg 20 000
Myocet
50mgx2

Teva B.V.,
Hu4epnan4nn

1.5
foA 14 H vl

20 LO2BBO4 Enzalutamide capsule soft mg 537 600
Xtandi
40 mgx112

Astellas Pnarma
Europe B.V.,
Huneonanauq

roALr H 14



34 LO1 XEOT Lapatinib
llua 2 Qopvn a

l"lflC film-coated
tablet

mg I 260 000
Tyverb
250 mg x 140

Novartis Euro-
pharm Limited
O6eAHH.Kpancreo

2
roAilH14

35 103M14 Lipegfilgrastim
solution for

injection
mg c/o Lonquex

6 mq / 0.6m1
UAB "Sicor Bio-
tech", V.A., Illtrea

2
ro4hH14

45 LO1XE1 1 Pazopanib
14ua 2 Qopvn e

flIC film-coated
tablet

mg 2 880 000
Votrient
400 mg x 60

Novartis Euro-
pharm Limited,
O6e4un.Kpancreo

2
roAhH14

50 LO1 XEO5 Sorafenib
film-coated

tablet
mg 4 838 400

Nexavar
200 mgx 112

Bayer Pharma AG,
fepnitanun roAhH14

flnonn:rr: cnoT{oBe ga uI3n.bJIHeHI4e Ha nopbr{Kara Ba Bcu14,Kr4 o$eprpauu JIII , KaKTo
1r},vAvlulg

UJICXDA .

- npr4 fleptdo4r4qHr4 ,Uoc[aBK]4 Eo B (ocev) pa6orHI4 .qHI4 or rlo,qaBaHe Ha 3a.sBKara,

- nrrr/ RrLqr-{T,rT4He.na neo6xo.ql4Moc[' ]43B.bH cpoKa Ha nepl4oEvrrl.HvITe .4ocraBKl4 - .qo 4

(uermpm) pa6otur gHm.
r^^Fn-n- h.\dnvr4.pe rT: r:e FronARe.p no kaxc 02/408 40 13.Ilpe.qJlafa 3a.EBKI4Te .qa Ce IlO,[dBqr rrv \Pqr\v vLl
flpeg.noxeHl4ero e BaJII4.qHo lo 31 .0I .20 17 r'.
KoNmcvrfl.ra ycraHoBI4 :

1 . V.racrnzrcrt e rpe.uJroxr4Jr Ia vr3nblrHvr ,EocraBKara Ha JIII NsNg I.1 ; 1.34; 7.45
c no e.UHa,, Tor=rHo onpe.qeJiHa or He|o roroBa no3tlpaHa JIeKapcrBeHa Qoplta t

Rr.nneKrr ale e LTTTr- - ^ 
T<T\/a T'TFH K.bM LaTaTa Ha oTBapgHe Ha oQeplule r 3d BCeKyl

, s!\r J sulvrr

or flocoqeHr4rle J]ll rua Mr4Hr4MyM no oue eEHa loroBa JIeKapcrBeHa Qopiua.
2 . 3a ocraHaJrr4Te JIII e llJIC, aKTyaJieH KbM .Uarara Ha orBap.sHe Ha oQeptnre,
c.brrlecTByBa'r caMo Qopvzue, npe,qJloxeHtl oT yrJacTHmKa.
j . R noKVMeHT ar\I/rflTa rlo npoqe.qypara Bt=noNraleJlgr e 3arlmcaJI: ,,BceKvr
yqacrlHr4K nocor{Ba e oQeprara cil TbploBcKoro HaI4MeHoBaHtIe Ha o0epupaHvrs- JInl
6eS yEor:HiIBaIte 1;a KoHKPetrHa r'otroBa gogl4Paaa neKaPctrBena Qopua (npaeH

rrpoEyKT) . \\

Kouucragna cgt4t[a, rile:
4.1. npe,qJroxegrretro rra yqactrHlrKa sa JIII NtNt L.7; L.34; 1.45 He otrFoBaPt lra
EpegBapldtreJrHo o6see:ryrre ycJroBrdz u vrBwc,KBaHldsra rra BBgroxttBeJrtl .

Koloacrasra EpegJrara oilepratra rra yrractrHrrKa ga rEeB!4 JIII ga 6nge otrcEpaHeHa otr

yriractrr,te B EpoIIe,qyPaEa rra OCrrOBarrTde ten.1O7, 8.2, 6.tt3tt Or'3OII .

4 .2 . qpetrJroxeHprrrra I{a l ractrE dKa ga octraHaJrr4tre JItr, Kol{t4euEtra rq)I4eMa Ba

otEroBap'Dlry4 lta trSt4cKBaH!4tIEa lta BESJTO)KI4treJrtI .

Kouyrcragna goEycrca ooeptratra Ao orIeHEBaHe w Ktlactq)aEe ga cJreAHtltre

HoMenKtranypr JIII:

10. /,EKO€APMZ EOOI - oQepra Bx.Ne 10/11 .09.2016 r'., 09228 rraca;

vrracrnmrtl: npelJlarla cpoKoBe 3a I43n'bJIHeHI4e Ha |lop'brl.KaTa 3a BCVIqKTA

oQepzpauw IIII , KaKTo cJre.uBa:

- npu nepyro.qrrqHr4 .trocraercw 2 (,qea) pa6olur .qHI4 or no.4aBaHe Ha 3a.qBKara,

- nnT/ F,rLq,HTIT<Ha.J-Ia neo6xo.uuMocr I{3BbH cpoKa Ha neplzo.ql4qHl4Te .4ocraBKvI - 1

(eamH) paCiorert .ues.
IlnonnFrla ?^ cRT<r4Te ,Ea ce no.qaBar no Qarcc 02/963 15 6I .
rry vAv!ef

fln
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Mex1qyHapo4no
HENATEHTHO

HAhMCHOBAHhE
/INN/

JlexapcrBeHa QopMa
MepK

nporHo3H
n

KOnnqecT
Trproacro

HA}lMEHOBAHTC

npurexarer Ha

pa3peueHr.reTo 3a
ynorpe6a

Cpor Ha

foAHocr
or l-lPV -

B roAtlHtl

4 5 o 7 I
on 1 - Uumocmamuuu

40 LO1 DBOl
Doxorubicin
hydrochloride

powder, dispersion
and concentrate

for dispers.for inf.
mg 20 000

Myocet
50mgx2

Teva B.V.,
HnAepnanAun

1.5
roAhHt4

20 LO2BBO4 Enzalutamide capsule soft mg 537 600
Xtandi
4O msx 112

Astellas Pharma
Europe B.V.,HnA-s roAhH14

35 LO3AA14 Lipegfilgrastim
solution for

injection
mg c/o Lonquex

6 mq / 0.6m1
UAB "Sicor Bio-
tech". V.A., Ililrea

2
roAnHl,4

50 LO1 XEO5 Sorafenib film-coated tablet m9 4 838 400
Nexavar
200 msx112

Bayer Pharma AG,
feouarun roAHH14



TN

AHaroMo-
TepaneBT
uqeH KoA

IATCI

Me)|(AyHapoAHo
HENATEHTHO

Hail[reHoBaHhe /lNN/
IleKapcrBeHa QopMa MepKa

nporHo3Ho
KOI]hqecTBo

(e

n0coqeHara
Mcoxa)

TbproBcKo
HAUMEHOBAHhC

np[Texaren Ha

pa3peuieHfiero 3a
ynorpe6a

CpoK Ha

TOAHOCT

or nPY -
B r0A11H14

I 4 5 o 7 I 9

14 LOlAAOl Cyclophosphamide napeHrepanHa QopMa mg 700 000 Endoxan powd.inj.
Baxter Oncology
GmbH

29 101AA06 lfosfamide napeHrepanHa Q0pMa mg 1 000 000 Holoxan powd.inj.
Baxter Oncology
GmbH

5

llpeg.noxeHl4ero e BaJII4.qHo ,uo 31.
Kolorcragna c\Itdra, Ee oQePtrara
Br5,noxr,teelrr vr AorrycKa ctsl4atra
EoMenKJrarypz JI[I:

07"2011 r.
Ira yqactrHtlKa
go oqelt rBalte

otrFoBaPs lta
er KJrac4PaHe

,48!4TCKBAHI4'ItrA ItA
no o(lepr,4>arutre

11. ,,AJITA ,DAPI"IACUII4KLIIC" EOOI - ooepra BX"Ne II/fi.09.2016 r'., 09:33 r{acai

VqaCrHI4Xtt [pe.4Jlarla CpOKOBe 3a ?l3rIbJIHeHile Ha nOpBr]KaTa 3a BCwUKIA

oQeprpaHvt .l7lI , KaK{I'o cJIe,4Ba:
- rrprz repilo.ulzqHI4 ,qocraercu 10 (lecer) pa6ornm
- npr4 Bb3I{I4KHaJIa Heo6xo,quMocr 143BbH CpOKa
/-am\ h.6^muM rIHJ4.
\ rre f /

flpeg.nala 3a.cBKt4Te Ea ce nolaBar no Qaxc 02 / 953 26 22

flpe.uloxeHl4ero e BaJII4IHo ,4o 31 .07-2011 11 .

.uHil OT nO.UaBaHe Ha 3agBKara/
Ha nepl4o,4lzrlHl4re .uocTaBKvl - 5

oEFOBaPE I{a l,.f.SvrcKBal/{vranl|a lla
u KJract4PaHe no o(!ePr,4>anure

2016 t., 09:35 T-raca;

Ha nop'bqKaTa 3a BCITUKVI

or no,qaBaHe Ha 3a.qBKara/
nepl4o.4I4rrHI4T'e ,UocraBKI4 - 5

otrFoBaPs lta vrgncKBaHrEtra Ira
w KJracrdpEure rro o(lePr,rPaHlrue

Ko!@rcr4stra cqtrtra, Ee o(lepeara rra l lactrHrtKa
BrBnoxs,rreug u gonycKa crBqStr'a ,qo ollerrsBa:re
HoMeHKJrarypr JIII:

Koulrcusra cqlatra, 9e o(leprara Ha yqacnxrdKa
BrS,noxltre;rg vr ,qonycKa crEl4atra 'qo orletttlBatre
HoMenKtraryPr JIII:

L2. ,,POIU E6JII\PI4AII EOOI - oQepra ex.Ns I2/I1 .09.
VqacrHl4rctl npe,qJlala cpoKoBe 3a I43lI'bJIHeHuI e

o@eprpauv JIII, KaKTo cJIe.EBa:

- npr4 nepuo.utlqHl4 .qocranrz 10(,4ecel) pa6olnra EHvr

- rnr/ RrLqr-rT/TTcHa.JIa I{eo6xo,EmMocr I43BbH cpoKa Ha
LLI"L

/ne.n\ na6onr+r,r 4HI4.\rrvr/ ygv\/+..'- +

tlpe.E.nala 3agBKI4Te ,4a ce no.qaBar no Qarcc 02/859 11 99'
fthann^yaHr/amn A n^rr,n"^ n^ ?''l n1 )01 '7 T1J EAJLrLAnV Av JL'vL'avLI

JII]

AHaroMo-
TepaneBTI

I{EH KOA

tArct

Me)t(,qyHapoAHo
HCNATEHTHO

HA',IMCHOBAHNC

/INN/

flexapcreeHa Qoptua MepKa
n porHo3H14

KOnIqecTB TbproBcKo HaIMeHoBaHue

nprlrexaren Ha
pa3peuJeHheTo 3a

ynorpeba

CpoK Ha

roAHocT oT

flPY - e
rot L4 H 14

I J 4 o 8 o

19 LO1 DBOl
Doxorubicin
hydrochloride

powder, dispersion
and concentrate for

disoersion for infusion
mg 20 000 Myocet

TeVa 8.V.,
Hu4epnan4nn

1.5 r

20 LO2BB04 Enzalutamide
Capsule, soft,40 Mf, x

112
mg 537 600 Xtandi

Astellas Pharma
Eurooe 8.V.. Hua-n

3r

103M14 Lipegfilgrastim

Solution for injection,
6 mg/0,6 ml, 1 pre-
filled syringe with

safetv device

mg 576 Lonquex
UAB "Sicor Biotech",
.flHrea

2r

49 101 XC21 Ramucirumab
concentrate for

solution for infusion
mg 48 000 Cyramza

Eli Lilly Nederland
B.V. HnAepnanAun

3r

JIII

AHaro[40-
TepaneBTI

qeH KoA

/ATC/

Me)|(AyHapoAHo
HENATEHTHO

HAilMEHOBAHhE
/INN/

JleKapcrBeHa

QopMa
Mapxa

flporHo3H14
KOnhqectB TbproBcKe HahMeHoBaHne

flphrexaren Ha
paSpeueHhero 3a

ynorpe6a

CpoK Ha

[oAHOCT OT

flPY - a
fo! t4Hu

I 5 o 8 I

15 101 XC07 Bevacizumab
napeHrepanHa
QopMa

mg 756 000
Avastin
concentrate for sol.for inf.

Roche Registration
Limited UK

2 rolvutvt

't 22 LO,1XEO3 Erlotinib
nepopanHa
QopMa

mg 580 000
Tarceva
film-coated tablet

Roche Registration
Limited UK

4 ro4nnu

131
LO3ABO4
LO3ABO5

lnterferon alfa
napeHTepanHa

QopMa
MU 3 240

Roferon-A
solution for injection Pre-
filled svrinqe + needle

Por.u Eunrapun EOO,4 2 roAunn

148 101 XC1 3 Pertuzumab
napeHrepanHa
QopMa

mg 50 000
Perjeta
concentrate for sol.for inf.

Roche Registration
Limited UK

2 toAvttvl

't 57 101 XC03
Trastuzumab
150 mq

napeHTepanHa

QopMa
mg 60 000

Herceptin powder for
conc.for solution for inf.

Roche Registration
Limited UK

4 roAuHl,l



1.58 L01XC03
l[rastuzumab
600 mo

napeHTepanHa

QopMa
mg 324 000

Herceotin solution for
iniection

Roche Registration
Limited UK

1,75
roAuH14

t.59 L01XC14
llrastuzumab
emtansine

napeHTepaJrHa

QopMa
mg 12 000

KADCYI-A powder for
concentrate for sol.for inf.

Roche Registration
Limited UK

3 ro4nnu

1.6'l LO1XE15 Vemurafenib nepopanHa
(p0pMa mg 4 900 000

zELtsURAI- lrlm-coateo
tablet

KOCne Kegrstrailon
Limited UK

3 ro4urnu

1.65 LO1 XX43 \/ismodegib nepopanHa
QopMa

mg 1 50 000
Erivedge,capsule,
hard

Roche Registration
Limited UK

3 ro4unn

13. ,,iDbOHHKC eAPltAu EOOI - oQepra nx.Ns I3/I1 .09.2016 r'., II:20 qaca.
Yqac'rHr4K'bu npeAlara AOCTaBKa Hd

IN
AHaroMo-
TepaneBTr'l

qeH KoA

IATCI

Me)l(AyHapoAHo
HENATCHTHO

HAIMEHOBAHl4E

/INN/

IleKapcrBeHa

QopMa
MFpxa

nporHo3Hrl
KOI14qeCTBa

TbproBcKo HaIMeHoBaHIe
flpr4Texarejr Ha

pa3peueHL,rero 3a
ynorpe6a

CpoK Ha
foAHocT
or flPV -

B TOA

on - Uumocmamuuu

LO,1XX44 Aflibercept napeHTepaflHa
6oonita

mg 36 000
Zaltrap fl. 25mg/ml - 4 ml
Zaltrao fl. 25mo/ml - 8 ml

Sanofi-Aventis
Groupe. Opanuus

LO1 XE1 7 /\xitinib nepopanHa
Qopira

mg 13 440
Inlyta
tabl.5mqx56

Pfizer Limited
O6eAuHeHo rp-eo

6 101 CD04 ()abazitaxel napeHTepaflHa
@opMa

mg 2 160
Jevtana
fl 60mo

Sanofi-Aventis
Grorrne Onaxrmq

7 VO3AF03 0alcium folinate napeHTepanHa

Qopt',ta
mg 1 000 000

Calcium folinate
amp, 10 mg/ml 5 ml x 5

Ebewe Pharma
GmbH.N.fg.KG,
Anc-rnuq

2

10 101 XC06 Oetuximab napeHrepanHa
6oot'ra

mg 250 000
Erbitux
fl.5mq/ml 5ml

Merck KgaA,
fepuaHuR

4

13 LO1XE16 (lrizotinib nepoparHa
Qopua

mg 360 000
Xalkori
caps. 250 mg x 60

Pfizer Limited
O6en uxexo xn-no

?

15 LO1 XE23 Dabrafenib nepopanHa
$opua

mg 432 000
Tafinlar
caps.75 mg x 120

Novartis Europharm
Limited, O6e4nneno
Koancreo

z

t9 LO1 DBOl
lloxorubicin
hydrochloride

powder,
dispersion and
concentrate for
dispersion for
infr rcinn

mg 20 000
Myocet
fl. 50 mg

Teva B.V.,
Hn4epnan4un

1E

21 LO1 DBO3 Epirubicin napeHTepanHa
6oorua

mg 1 10 000
Farmorubicin
fl. 2mqlml 25 ml

Pfizer Enterorises
SARL, Ipxceu6ypr

24: LOlXElO Everolimus nepopaflHa

QopMa
mg 32 400

Afinitor
tabl. 10 ms x 30

Novartis Europharm
limited O6en Kn-no

25 L0 t Bc02 lFluorouracil napeHrepanHa

QopMa
mg 6 250 000

5-Fluorouracil
amp. 50 mg/ml 20 ml x 10

Ebewe Pharma
GmbH.N.fg.KG,
Aecrouq

2

26 LOlXE02 Gefitinib nepopanHa
QopMa

mg 270 000
lressa
tabl. 250 mq x 30

Astra Zeneca AB,
llleeuIs 4

28 MO58A06 lbandronic acid napeHTepanHa

QopMa
mg 900

lbandronic acid
amp. 6 mg/6ml

Sandoz d.d.,
CnoeeHun

LO1 XEOT Lapatinib nepoparrHa
QopMa

mg 1 260 000
Tyverb
tabl. 250 mq x 140

Novartis Eurooharm
Limited. O6ea.Ko-eo

2

aa LO1 DBOT Mitoxantrone napeHTepaflHa

$optrra
mg 480

Mitoxantron
fl. 2 mg/ml 10 ml

EDewe Pnarma
GmbH.N.fg.KG,
Aecrouc

z

38 LO3AXO3
MycoDactenum
bovisBCGleacci
lusCalmette-Guerin)

napeHreparHa

Qopna
mg 6 000

Calgevax
amp. 11.25 mg

Eyn 6uo - Hq3nE
EOO,Q Ernrapnn

z

39 H01CB02 Octreotide
powder for
suspension for
iniection + solvent

mg 4 500
Sandostatin LAR fl.20 mgxl
Sandostatin LAR f1.30 mgxl

Novartis Pharma
GmbH, TepMaHht

42 L01CD01 Paclitaxel napeHTepanHa

QopMa
mg 330 000 Paclitaxel fl. 100 mg

Ebewe Pharma
GmbH.N.fg.KG,
Aeqroun

45 LO1XE1 1 Pazopanib nepopanHa

QopMa
mg 2 880 000

Votrient
tabl. 400 ms x 60

Novartis Europharm
Limited. 06ea.Kp-eo

2

47 LO1 BAO4 Pemetrexed 4apeHrepanHa
QopMa

mg 420 000
Pemetrexed Sandoz
fl. 500 mq

uanooz umDH -
Aecrorrs z

LOlXE05 Sorafenib nepopanHa

Qoprrra
mg 4 838 400

Nexavar
tabl. 200 mgx'112

Bayer Pharma AG,
l-eouanuR

LO1 XE04 Sunitinib nepopanHa
QopMa

mg 300 000
Sutent caps. 12.5m9 x 30
Sutent caps. 25 mg x 30
Sutent caps. 50 mq x 30

Pfizer Limited
O6eAuHeHo xp-eo

54 LO1 XEO9 Temsirolimus napeHTepanHa

QopMa
mg 7 200

Torisel
fl. 30 mq

Pfizer Limited
O6eanxeHo xo-eo

56 LO1 XX1 7 Topotecan nepopanHa
60oMa

mg 240
Hycamtin
caps.1mox10

Novartis Europharm
Limited. O6e.n.xo-eo

10



OU LO1 XE1 2 Vandetanib nepopanHa

Sopua
mg 108 000

Caprelsa caps. 100 mgx30
Caprelsa caps. 300 mgx30

Astrazeneca AB,
llJeequn

66 MO5BAOs 2!oledronic acid
napeHTepanHa

QopMa
mg 5 300

Zoledronic acid amp.
4mo/5ml

Sandoz d.d.,
CnoeenuR

67 LO1XX41 F-ribulin
napeHTepanHa

QopMa
mg 320

Halaven
amo. 0.44 mq/ml 2ml

Eisai Manufactoring
Limited O6.Kp-eo

4

68 L01XC18 l)embrolizumab
napeHTepanHa

QopMa
mg 3 600 Keytruda fl. 50 mg

Mercksharp&Dohme
Ltd., O6ea.Kpancreo

2

On 2 - Onuamu

NO2AAO6 ()xycodone prolonged release
tablets

mg 300 000

Oxylan tabl. '10 mg x 50
Oxylan tabl. 20 mg x 50
Oxylan tabl. 40 mg x 50
Oxvlan tabl. 80 mo x 50

G.L. Pharma GmbH,
Aacrpur

5

NO2AXO2 'framadol nepopaflHa
QOpMa

mg 1 500 000 Tramadol caps. 50 mg x 30
Stada Arzneimittel
AG. feorr,tannn

flpeg.nala cpoKoBe Ba ugnbJIHeHr4e Ha nop'barKara 3a BCvrrJ-Kvr oQepl4paHu I7I1 , KaKTo

- npil repr4o.qr4rrHt4 ,uocraercz 10 (.qecer) pa6orHIA Elt'vr or no.uaBaHe Ha 3asBKara/
- nrlT/ R+-e'FrT/T.HaJIa t:eo6xo.quMocr Il3BbH cpoKa Ha nepIzo.EI4rrHI4tre EocraBKl4 - 5

(ner) pa6orHI4 .trHI4.
flpegnala sif.sBKl4re .qa ce no,uaBar no OaKc 056/851 839.
flpe.qroxeHl4(:To e BaJII4.qHo Eo 31 .0I .20 17 r'.
KO\/MCIAfr.TA VCTAHOBI4 :

1. Vqaclsrrctr e [pe.UJIoxtIJ] ,4a v:srlbnHvI ,4OcTaBKaTa Ha III NsNe 1.7; I.2I; 7.24;
I .25 ; 7 .34 ; I . 42 c no e.qHa, [orrHo onpeleJrHa or Hero rloroBa .Uo3I4paHa

*'nnrl: aqnnarr/ u^ - rn^ Ta+-IvT TT:rF:Te T{A (.)rFFl^nqHe HaIeKapCTBeH,e QOpMa, BbnpeKI4 rJe B tIJlUT iiK'-f/drrvo Asrqrq 4q vruqt/atre
nfrionmrzmo - qe BceKtI oT nocorreHlil['e J]n wl.la MvlHI4MyM llo oue e.qHa rroToBa
vY/vyry!Jv'

JreKapcrBeH,a Qopvra.
2. 3a JIII N, 1.10 yuaclnrrK,br e npeEJrolKtalr r/r3rrB,IHeHI4e c JIII , c roroBa ,Uo3TIpaHa

,l-^hi'- o T-TTTr'aJreKapcrBeH,a QopMa, Ko.qTo He ce c'b.qbpxa B IIJIU.
3 . 3a oc['aHaJrj4T'e JIII e |IIC, aKTyaJ]eH K'bM .qa['aTa Ha o['Bap.qHe Ha oQeprrre,
cbrqecTByBar caMo Qopt,mre, [pe.qJloxeH]4 oT' yqacTH%Ka.
4 B noT<vMeHTaUI4.qra no flpoqelypara B.rsnoNn TeJIET e 3anl4caJI: ,,BceKu
yqacrHr4K 51ocor{Ba B oQeprara cv rbprroBcKoro HauMeHoBaHI4e Ha oOepilpaHIAA IInl
6es ytrorrg5Bage r1a KoHKpetrHa FotroBa Aogtq)ana JreKaPcEBeHa Oopua (rpaeu
nnnnrzrm\ \\
!!}-vAJl!r/.

Kot'ry rc'rtz5'a cqtdtr'a, tre :

4 .1. EpegfioxeHrretro 1ra l^racEgrzKa ga JIll NlN L "1 ; 1.10. ; L.2L; L.24; 1.25;
L.34; t.42 He otrFoBapE lra rlpeABaprlEeJrHo o6EBeHrrtre ycJroBl4rr u vr3erc.rcBaHtr'Itra

HA BtsBNO'K%TEJI'I .

Koyr,.tewzra EpeAtraFa ooeptraEa lta yqactrril4rca ga tre3td JIII ga 6rge otrclrrPaHeHa oE

yr{actrI4e B upol{egl4)atra rra OCrrOBaIilae ten.107, 4.2n 6.tt3tt or 3Otr.
4.2. npe,qJroxeHtt rEna lta ygactrHtrKa ga ocEaBarr!4Ee JItr, tcoMttcgrrEEa rrPgreMa ba
otrFoBaP'Iupt rta r4gr4cKBaHr4SIEa rta BrE3JroxntreJrg.
Kot"rlzrcuzna nonycKa o0eptratra go ol{e:rtrBarre u KJracI4PaHe ga cneglt rtle
HoMenKJrauyput JIII:

nn

AHaroN4o-
TepaneBTh

qeH KoA

IATCI

MeXAyHapoAHo
HENATEHTFIO

HAUMEHOBAHhC
/INN/

,leKapcrBeHa
QopMa

MFpKa
nporH03Hh

KOnIqecTEa
Tuproecxo HaIMeHoBaHue

npurexarer Ha
pa3peuJeHIero 3a

rrnnrna6e

CpoK Ha

roAHocT
or nPY -

B TOA,

- Uumocmamuuu
J LO1XX44 Aflibercept napeHTeparHa

QopMa
mg 36 000

Zaltrapfl. 25mg/ml- 4 ml
Zaltrap fl. 25mg/ml - 8 ml

Sanofi-Aventis
GrouDe, @panunn

3

4 LO1 XE1 7 Axitinib nepopanHa
(DooMa mg 13 440

Inlyta
tabl.5mox56

Pfizer Limited
O6eauHeHo xo-eo

J

6 101 CD04 Cabazitaxel
napeHrepanHa
QopMa

mg 2 160
Jevtana
fl. 60 mq

Sanofi-Aventis
Grouoe <Doaxuutc

41 LO1 XE1 6 Crizotinib
nepopanHa
6opMa

mg 360 000
Xalkori
caos. 250 mo x 60

Pfizer Limited
O6eauHeHo ro-eo

15 LO1 XE23 Dabrafenib
nepopanHa
QopMa

mg 432 000
Tafinlar
caps.75 mg x 120

Novartis Europharm
Limited, O6e4nneno
Koansreo

2

11



19 LO1 DBOl
Doxorubicin
hydrochloride

powoer,
dispersion and
concentrate for
dispersion for
infusion

mg 20 000
Myocet
fl. 50 mg

Teva B.V.,
Hn4epnax4un

15

zo LO1 XE02 Gefitinib nepopaJrHa

QopMa
mg 270 000

lressa
tabl. 250 ms x 30

Astra Zeneca AB,
llleeuhs 4

28 MOSBA06 lbandronic acid napeHTepanHa

Qoprua
mg 900

lbandronic acid
amp. 6 mg/6ml

Sandoz d.d.,
CnoeeH!,tR

5

LO1 DBOT Mitoxantrone napeHTeparrHa

QOpMa
mg 480

Mitoxantron
fl. 2 mg/ml 10 ml

Ebewe Pharma
GmbH.N.fg.KG,
Aecrohs

5b LO3AXO3

Mycobacterium
bovis BCG
(Baccilus Calmette -
(lrrerin l

napeHreparHa

QopMa
mg 6 000

Calgevax
amp. 11.25 mg

6yn Eno - Hqsn6
EOO,Q Ernrapur

39 H01CB02 0ctreotide
powder for
suspension for
iniection + solvent

mg 4 500
Sandostatin LAR f1.20 mgxl
Sandostatin LAR f|.30 mgxl

Novartis Pharma
GmbH, fepMaHnff

45 LO1XE1 1 l)azopanib nepopanHa
(DooMa mg 2 880 000

Votrient
tabl. 400 mq x 60

Novartis Europharm
Limited, O6ea.Kp-ao

2

47 LO1 BA04 J)emetrexed napeHTepanHa

QopMa
mg 420 000

Pemetrexed Sandoz
fl. 500 mq

Sandoz GmbH -
Ancrnuq

50 LO1 XEO5 Sorafenib nepopanHa
Qopva

mg 4 838 400
Nexavar
tabl.200 mgx112

Bayer Pharma AG,
Feprrltanug

3

51 LO1 XE04 Sunitinib nepopanHa
QOpMa

mg 300 000
Sutent caps. 12.5m9 x 30
Sutent caps. 25 mg x 30
Sutent caps. 50 mg x 30

Pfizer Limited
O6e4uneno rp-eo

54 LO1 XEO9 'femsirolimus napeHTepanHa

QopMa
mg 7 200

Torisel
fl. 30 mg

Pfizer Limited
O6e4urexo xp-eo

LOl XX1 7
'Iopotecan nepopanHa

(DooMa mg 240
Hycamtin
caos.1mox10

Novartis EuroDharm
Limited, O6ea.rp-eo

60 LO1 XE1 2 \y'andetanib nepoparHa
$opn,ta

mg 108 000
Caprelsa caps. 100 mgx30
Caprelsa caps. 300 mgx30

AstraZeneca AB,
llJeequR

A

oo MO5BAOE .Zoledronic acid
napeHrepanHa
QopMa

mg 5 300
Zoledronic acid amp.
4mo/5ml

Sandoz d.d.,
CnoeeHIn

3

67 LO1XX41 l=ribulin
napeHTepaflHa

QopMa
mg 320

Halaven
amo. 0.44 mo/ml 2ml

Eisai Manufactoring
Limited O6.Ko-eo

A

oo 101 XC1 8 Pembrolizumab napeHTepanHa
(DooMa mg 3 600 Keytruda fl. 50 mg

Mercksharo&Dohme
Ltd., O6ea.Kpancrao

On 2 - Onuamu

I NO2AAO6 rCxycodone prolonged release
tablets

mg 300 000

Oxylan tabl. 10 mg x 50
Oxylan tabl. 20 mg x 50
Oxylan,tabl. 40 mg x 50
Oxvlan tabl. 80 mq x 50

G.L. Pharma GmbH,
Aacrpun 5

13 NO2AXO2 'framadol nepopanHa
(DooMa mg 1 500 000 Tramadol caps. 50 mg x 30

Stada Azneimittel
AG, I-epnitanus

KoMrzcrt.qra HacporrBa cJre.uBauloro cu 3ace,UaHr,re
npe.uJioxeHvr:4. Ha yrracrHr4rll4rle 3a 05.10.2016 t. or

1l^\,rr^r,d.f\u|glu/Iu.

IJnancon:me['

lf noqnea.

1

)

3

4

-3d

09,00
oTBap.qHe Ha rleHoBr4Te
qaca.

q
RI
-4f-!
raa

Fi
FFtsi
Rt
-l

FF
l-i

7,
FI
-
FN

fl
FT

cn
fY1

FFt

fl
r-'1
-l

FI
-

/P1 .W!V^nvDa/

/Irl,.Totopoea/

/4. ireTpoBa/

/M. Koen/

/P.Kotttilr.oea/

t2



IPOTOKOT NS 3

.qHec, 05.10 .2016 r1o.qr4Ha, B 09:00 qaca, n ,,KOI{-EypIac,, EOOL Ha a.qpec
rn Rrrnn:a d.rn."Cte(fan Ctavt6o.noe" Ne f 3, B Xmpypll4r,reH Kopfiyc na MEAJ]-BypractL,.utyLsvt vJtL\

A,4, er.'l , Ko\tryrcvg. B c.bcraB:
llpegce,qalen: [apzua cro.qHoea - rJraBHa MerrqilHcKa cecrpa, ,,Kol]-Eyplac"Eoo!;
VneHone:
1 Tllntnua ITnnnn'-A-poBa - MaII4crrp-QapuaqeBT', ynpaBIzreJI 6o.nnmqna anTeKar zKOq-
Erznrr .ttI"o'^fi.uJ E'r sv uvvl-t f

) llaeua TJamnnr.,*,-y-Ja - npaBoc[oco6eH ropr4cr I no L].r.20t alr.4t r.3 or 3OII;
3 . Mmnrco Koee cr . eKcnepr, [raperrlzs "3llCIT3C" - O6qn na Eyplac no HIr.20 |
alr.4t r.3 or 3OII;
4. Pyuaua Kouutoea - cqeroBo.qr4TeJr, ,,KOI{-Bypr,ac" EOO,[,
B I4sflbJlHeHtle Ha 3anoBe.q N". 224 o,t 19.09.2016 rro.Er4Ha na Vnpaer4rleJr.E Ha "KOq-
Byplac" EooL ce ct6pa .qa npo.qbJrxJ4 cBo.ETa pa6otra no npe.uBaprzreJreH no.q6op,
pa3rrJlex.qaHe r Oq,eH.sBaHe 14 KJIaCI4paHe Ha nOCTbnt4JTu Te OOepTI4 3a yqaCTme B
o['Kp?ITa npoqeEypa 3a Bb3J]arlaHe Ha o6uecTBeHa fiopbr]Ka, c npeIMeT: ,,.[ocraera
Hl [akznampaHT/rrq rrvr\qyvrDsEvr npOIyKTtI 3a JIerleHI4e Ha OHKOJIOfTmTIHI4 3aOOJlfrBanlylq,, pa3npe,UeJI3IH.VI
B Be o6oco6euvr nozr/rrJvrI t cbIJIacHo npIdJIoxeHa cneql,t@vrKarIvrNt' .

lpoqelypara e orKpr4ra c: Peueure Ne 25/08 .08.20 16 r'., pelr4crpr4HaHa B AOII nog
Ns 00232-2016-0008 , ny6nwxyBaHo o6.qBreHile B POII Ne 7 43955/08.08 .2016 r. u B
oB sa EC N, 206/3 154-218395 0r 11.08 .20:L6 t.
llpegcegarefi.qr Ha KoMl4clz.qra npoBepr4 cbcraBa Ha nprdcbcrBarq?rre u orKpr4
3aceEaHI4ero. Ha 3aceIaHI4ero Ha KoMmc%.qrra He npr4cbcrBar npe.qcraBureJrr/- Ha
yrrac[Hl4rlwre ralru Epylr [paBo]4Marwr JlvrrJa.

Kot'u, tclarna otrBaplt , ortoErectrtlBa u nonnudcBa AortycHarldre ,qo oIIeHEBaHe u
KJractPaHe lleHoBtd ooePtrl4 r [o petra Ha noctrrbrrBaEe lta rrpeAnoxeHrrrrEa I{a
yqacl!Hrlnlrtre.

1. ,,EIz gtt[ III4 aDApMA ESJIrApI4g/ EA,q - ooepra ex. Nc01/14.09.2016, 0g:30 q.
Ko\aracfi.eta e .qo[ycHaJla [pelJloxeHj4erro Ha yrJacrHt{Ka .Eo oIIeH.rrBaHe 14 KJlacr4paHe
no cJrelHara HoMeHKJrarypa JIII r r_leHo

2. ,,T6PTOBCI(A JII4TA HAII,' AI - oQepra ex.Ns 02/tA.09.20L6 t., 0g:30 qaca;
KoMrzcr,t.cra e .EolycHaJla npe.qJloxeHr4e['o Ha yrJacrHilKa .qo oq,eH.sBaHe ]I KJlacr4paHe
no cJreEHrrTe oQe

3. ,,eAPKOJI'/ A'q - o@epra ex.Ne 03/71 .09.2016 r'., 0B:55 qaca;
Korrnrclr.qna e ,qorrycHaJTa npe.qJIoxeHr{ero Ha yrJacrHrrKa ,qo oq,eH.sBaHe 14 KJracffpaHe

qeHoBoTo rpe.uJIoxeHl4e 3a Hef e:

IN
AHaroMo-

TepaneBTIqe
H KoA /ATC/

Me44ynapo4Ho
HEN TCHTHO

HAUMCHOBAHt4C

/INN/

flerapcraeHa
Qopr,,|a

MepKa

nporHo3HC'

KOI[4qeCTBO
(a nocove-

Hara MepKa)

TbpfoBcKo
HATMEHOBAH

ue

['lpnrexarel Ha
pa3peuJeHhero 3a

ynorpe6a

Cpor na
roAHocT or

I-IPY a
roA14H14

LleHa 3a DDD
/TDD, mg,

microgram/h, MlU, C

flIIC
3 4 5 6 7 d I 10 11

1.

JZ
L01XC1 1 lpilimumab napeHrepanHa

QopMa
mg 18 000 YERVOY

tsKt5 tuL-
MYERS SQUIBB,
EEIG

3 roA. 149,04

YIUe UUCtrJyIPd}-1l4 HOMCHKJIATYPm JIII ]4 UCHOBOTO NPEIIJIOXCH'IE 3A T.'IX C

nn

Agarouo-
TepaneBTI

qeH KoA

IATCI

Me)l(AyHapoAHo
HENATEHTHO

ltahMeHoBaHle
/INN/

Jlexapcraena
9opMa

Mnp
npofHo3Ho

KOnIqecTBo
(B nocoqe-

xara nRpra)

TbpfoBcKo
HAIMCHOBAHhE

flpurexaren Ha
pa3peueHuero 3a

ynorpeba

CpoK Ha

roAH0cT
or nPY

B roA[Hr4

UeHa 3a DDD
/TDD, mg,

microgram/h, MlU,

cMC
R 10 11

1.

30*
LO1XX28 lmiatinib nepopanHa

SopMa
mg 2 160 000

HRONILEUCEM
capsules, hard

,,9afixa$apua
Bucoxora,.tecreeHu
re flexapcrea"Ajl

2 0,04408

1.
49 L01XC21 Ramucirumab napeHTepa

nna $oprrrra
mg 48 000

Cyramza sol for
infusion

,,Eli Lilly Nederland
B.V." 3 14,06000

no cJre.EHr4 le oc)epr4paHm HoMeHKJrarypr4 JIII lt rIeHoBoTo n ,rlJroxeHI,{e 3a T.Ex e:

fln
AHaroMo-
repaneBTrl

qeH KoA

lArcl

MexqqyHapo4no
HCNATEHTHO

HaIireHoBaHhe
/INN/

Jlexapcraera
Qopn,la

MfipKa
llporHo3H14

KOnIqecrB TbproBcKo HanMeHoBaHhe
llplrrexaren ra

pa3peuJeHIero 3a
ynorpe6a

CpoK Ha

t'oAHo0T
or nPY -
B roAuHt4

IleHa 3a
DDD /TDD, mg,

microgram/h,

rrtrtu, c lEC
2 o 8 x1



On 1 - Llumocmitmuqu

7 VOSAFO3 Calcium folinate napeHTepanH
a QopMa

mg 1 000 000
CALCIUM FOLINATE
AOTAVIS sol.for ini.

Actavis Group
PTC enf., lceland 0,1112

I 101XA02 Carboplatin napeHrePanH
a QopMa

mg 500 000
CARBOPLATIN
ACTAVIS sol.for inj.

Actavis Group
PTC ehf. hcn-s

''t A 0,1 489

21 L0 1 DB03 Epirubicin napeHTepanH
a cpopMa

mg 110 000
EPISINDAN SOL.FOR
INF.

Actavis Group
PTC ehf, t4cn-n

15 0,7890

LO1 XX1 9 lrinotecan napeHrepanH
a QopMa

mg 120 000
IRINOTECAN CONC.
FOR INF.SOL.

Arraelrc EA,{,
Eunrapun 15 0,5248

64 101 CA04 !'inorelbine napeHrepanH
a QopMa

mg 16 000
VINORELBIN CONC.
FOR INF.SOL.

Arraeuc EM,
Sunraous J 1,2278

On 2 - Onuamu

NO2AEOl Eiuprenorphine nnacrIp mrcrog
ram/n

98 000
BUPRENORPHIN
ACTAVIS transd.olast.

Actavis Group
PTC ehf., hcn-n 15 0,236

NO2ABO3 Fentanyl nracrup mrcrog
ram/h

'1 '10 000
VICTANYL
TRANSDERMAL
PATCHES

Actavis Group
PTC ehf, lceland 0,107

7 NO2AAO5 Oxycodone capsules,
hard

mg 300 000
OXYCODON HARD
CAPSULE

Actavis Group
PTC, lceland 15 0,0191s

9 NO2AAO6 Oxycodone
prolonged

tablets
mg 300 000

OXYCODONE
ACTAVIS RP TABL.

Actavis Group
PTC, lceland 2 0,01915

no cre.qHilTe oQepzpaHl4 HoMeHKJIarypm JIII ff rleHoBoTo npe,EJroxeHyre 3a r.rrx e:

.fln
Ataronro-
TepaneBTu

qeH KoA

/ATC/

Me4qyrapo4xo
HENATEHTHO

HAIMEHOBAHTC
/INN/

Ilexapcreexa
QopMa

Mnpra
llporrosr.+,r
KOThqECTB

llphrexarefl Ha
pa3peureHIero 3a

ynorpe6a

CpoK Ha
roAHocr
or nPY -
B roA[Hr,,l

LleHa 3a
DDD /TDD, mg,

microgram/h,

tvttu c.d,lIC
1 4 6 8 9

- Uumocr,namuuu

L0'1C D04 Cabazitaxel napeHrepanH
a QopMa

mg 2 160
Jevtana Conc.and
solv.for sol.for inf. 60
MT

Sanofi-Aventis
Groupe,
Oparqur

144,74

12* LO3AA

UgLONY
STIM.
FACTORS
Filgrastim
Lenoorastim

napeHrepanH
a QopMa

MU 16 000
NIVESTIM Solution
for injection/i nfusion
30 MIU/0,5 un

Hospira UK Ltd.,
O6eAnneno
Kpancreo

25 2,01

?n* LO1XX28 lmatinib nepoPanHa

QopMa
mg 2 160 000

lmakrebin
Film-coated tablet
100 rur x 120

Alvogen lPCo
S.Ar.l,
Ilrcrcen6ypr

2 0,04

47 LO1 BAO4 Pemetrexed napeHrepanH
a QopMa

mg 420 000

Pemetrexed Alvogen
Powder for
concentrate for
sol.for inf.500rvrx1

Alvogen lPCo
S.Ar.l,
flrcrcenlt6ypr

J 1,69

LOlAXO3
T'emozolomid
g

nepopanHa

QopMa
mg 200 0Q0

Blastomat Capsule,
hard 100urx5

Arvogen lPUo
S.dr.l,
flrcrceu6vor

z 0,28

4. ,/coJIoMEg,, EOO,q - ooepra ex.Ne 04/I1 .09.2016 r. , Og:00 .racai
Kottvtcws.ta €) IorrycHaJra npe.qJloxeHrrero Ha yrlacrHt4Ka Io oueH.EBaHe lz KJracr4paHe

5. ,,€APMHET|' A,[ - oQepra Bx.Ns 05/n.09.2016 t., 09:10 qaca;
Kovurcr.qra e ,qonycHaJla npe.qJloxeH%e['o Ha yrracrHI4Ka .qo oqenrlBaHe ur KJIacrlpaHe

o0eno cJIe.EHtI HYI HOMCHKJ]AT 14 illI u ueHoBo To npe.qJroxeHrf e 5 TJTX E

fln
Axaron,to-

fepaneBTIqeH
KoA /ATC/

ll/ex(AyHapoAHo
HCNATCHTHO

HAUMCHOBAHUE
/INN/

Jlexapcreena
Qopira

Vlapr flporrosHn
KOflhrtecrBa

Tuproecxo
HAUMEHOBAHIE

nphrexarefl Ha
pa3peueHneTo 3a

ynorpe6a

Cpox ra
roAHocT

or flF'Y -
B roar4Hl4

UeHa 3a ODD
/TDD, mg,

mtcrogram/n,

vru c ntrC
1 4 E o 7 I 11

1 - Uumocnlamu1u

11 101XAo1 Sisplatin napeHTepanHa

QopMa
mg 110 00( 3isplatin Accord

\ccord Healthcare
-imited,
)6ea.roancreo

2 ro4nru 0,21360

,1q
LO1XE23 )abrafenib nepopanHa

QOpMa
mg 432 00( l-afinlar

tlovartis Europharm
-imited. UK

2 ro4unu 1,52323

24 LO1XE1 O Iverolimus nepopanHa

9opMa
mg 32 40( \finitor

tlovartis Europharm
-imited. UK -";rrl 21,07s266

zc 101 BC02 =luorouracil
napeHTepanHa

QopMa
mg 6 250 00(

:luorouracil

\ccord
\ccord Healthcare
-imited.

.ofrnrl o,oosoo



)6e4.rpancreo

26 LOlXEO2 Sefitinib nepopanHa
QopMa

mg 270 004 RESSA
\stra Zeneca AB,
llaeuus

4
folil4Hti 0,56930

34 LO1 XEOT -apatinib
nepopanHa

QopMa
mg 1 260 00c TWERB

\,lovartis Europharm

-imited. UK
2

'otr14HH 0,111197

H01CB02 lctreotide Powd.for susp
for ini.+solv

mg 4 50( Sandostatin LAR
tlovartis Pharma
3mbH. feouarun

J
oat4Ht4

63,55700

45 LO1 XE1 1 P'azopanib nepopaaHa
QopMa

mg 2 880 00( /OTRIENT {ovartis Europharm
-imited. UK

z
'onuHU 0,20388

47 LO1 BAO4 Pemetrexed napeHrepanHa

QopMa
mg 420 00(

)emetrexed

\ccord
\ccord Healthcare
-imited. UK

3ro4nn
u

3,38000

68 L01XC18
Pembrolizum
ab

napeHTepanHa

Qoptrra
mg 3 60( (eytruda

Vlerck Sharp&Dohme
-td., O6eAnneno
(oancrao

z
oAt4H14

80,86000

6.,,CO6APMI| TPEI4$4HI" A,g - ooepra nx.Ns 06/L7.09.2016 t., 09:13 qacai
Kolaltcil.qra e loriycHaJra npe.uJroxeHmero Ha yr{acrH%Ka .qo oI{eH.qBaHe ?I KJIacJ4paHe
flo cJIe.qH TC HI4 HOMCHKJIAT A JIn, v rleHoBoro [pe.qJloxeHl4e 3a ['.qx e:

nn

AHaroMo-
TepaneBTIq

CH KOA

IATCI

Me4qynapo4r.ro
HCNATCHTHO

Ha!4MeHoBaHne /lNN/

flexapcreena
QopMa

Mrpxa
IlporHosH14
KOtIqecTB TbpIoBcKo

HaI|1 eHoBaHue

npurexaTen Ha
pa3peureHrero 3a

ynorpe6a

Cpox ra
roAHooT
or nPY-
B folll,lll14

l-]ena sa

DDD /TDD, mg,
microgram/h,

wrru, c IIIIC
1 4 o 7 6 (l 11

on - Uumocmamuqu

1 L02BX03 Abiraterone acetate nepopanHa
QopMa

mg 5 400 000 3IAIIA| A
Janssen-Urlag
lnternational NV

a 0,23267

2 LO1XE13 Afatinib nepoparHa
QopMa

mg 60 480 AXl4OTPilA
Boehringer
Ingelheim
Intern.GmbH

5 3,42700

LO1XX44 Aflilbercept napeHTeparHa
(Do0Ma mg 36 000 3A,NTPAN

Sanofi-Aventis
Groupe 6,39900

LO1 XE1 7 Axitinib nepoparHa
mg 13 440 IlHTANTA Pfizer Limited 26,s5857

6 101 CD04 Cabazitaxel napeHTepanHa
@ODMA

mg 2 160 AXEBTAHA
SanofFAventis
Grouoe J 137.50000

LO1 XE1 6 Crizotinib nepopanHa
mg 360 000 KCATIKOPl4 Pfizer Limited 0,71834

IA LO1XE23 Dabrafenib nepopaI|Ha
QopMa

mg 432 000 TAOI/H/IAP
Novartis
Europharm
Limited

1,54794

17- MO5BXO4 Denosumab napeHrepanHa
QOpMa

mg 58 000 EKCAXT4BA
Amgen Europe
BV

,l 5,26667

LO1 XE1 O Everolimus nepopanHa
QopMa

mg 32 400 AOt/Hl/1TOP
Novartis
Europharm
Limited

l 21,06667

zo LO1 XEO2 Gefltinib nepopanHa
QopMa

mg 270 000 1/1PECA AstraZeneca AB 4 0,56907

34 L0 t xE07 Lapatinib nepopanHa
QopMa

mg 1 260 000 TAfiBbPs
Novartis
Europharm
Limited

z 0,1 1304

?o H01CB02 Octreotide
powder for

suspension for
ini. + solv

mg 4 500
cAHAOCTATt4H
.flAP

Novartis Pharma
GmbH

3 63,30000

40- BO3XA

OTHER ANTIANEMIC
PREPARATIONS
Erythropoetin
Darbeooetin

napeHrepanHa

QopMa
DDD 3 500 APAHECN

Amgen Europe
B.V 12,90000

44 101 XC08 Panitumumab napeHrepaJrHa

QopMa
mg 54 000 BEKTI4S'1KC

Amgen Europe
B.V

8,02000

45 LO1XE1 1 Pazopanib nepopanHa
QopMa

mg 2 880 000 BOTPl/EHT
Novartis
Europharm
Limited

z 0,20367

46 103M13 Pegfilgrastim napeHTepaflHa
QOpMa

mg 576 HEY/IACTA
Amgen Europe
B.V 273,33333

CU LO1 XEO5 Sorafenib nepopanHa
QopMa

mg 4 838 400 HEKCABAP
Bayer Pharma
AG 0,29400

51 LOlXE04 Sunitinib nepopanHa
QopMa

mg 300 000 CYTEHT Pfizer Ltd 6,18530

53 LOlAXOS Temozolomide nepopanHa
QopMa

mg 200 000 TEMOAM
Merck Sharp &
Dohme Ltd o,27922



E'
LO1 XEOg Temsirolimus napeHTepanHa

QopMa
mg 7 200 TOPt/CE/l Pfizer Limited 53,33333

co LO1XX17 Topotecan nepopanHa
QopMa

mg 240 X]/KAMTt/H
Novartis
Europharm
Limited

J 56,33700

OU LO1 XE1 2 Vandetanib nepopanHa
Qopnaa

mg 108 000 KANPE/ICA AstraZeneca AB 4 1,05260

o/ LO1XX41 Eribulin
napeHTepaflHa

(DooMa mg 920 XMABEH Eisai Europe Ltd 4 839,77273

L01XC18 Pembrolizumab napeHTepaflHa
OopMa

mg 3 600 KEfiTPYAA
Merck Sharp &
Dohme Ltd

2 80,68000

On 2 - Onuamu

N02M01 Morphine
napeHTepanHa

doorua mg 300 000 MOPOI/H Co$apua A'4 0,07200

6 N02AA05 Oxycodone
modified-

release tabl
mg 1 500 000 OKC14KOHTl4H

Mundipharma
Ges.m.b.H

0,04400

10 NO2AA55

Oxycodone hydrochlo-
ride / Naloxone
hvclrochloride

nepoparHa
QopMa

tabl.10
mg/5
mg

8 900
TAPTilH
PETAPA

Mundipharma
GmbH

3 0,12772

11 NO2AA55

Oxycodone hyclrochlo-
ride / Naloxone
hvdrnnhlnride

nepopanHa
QopMa

tabl.20
mg/10

mg
36 000

TAPT]/H

PETAPA

Mundipharma
GmbH

3 o,12772

12 N02AA55
oxycodone nyorocnl0-
ride / Naloxone
hydrochloride

nepopanHa
QopMa

tabl.40
mgl20

mg
17 000

TAPTilH
PETAPA

Mundipharma
GmbH

J 0,12772

41 NO2AXO2 Tramadol
nepopanHa

QopMa
mg 1 500 000 TPAMA/ITilH Ynu$apu A,Q J 0,00226

7. ,,Mc oAPMA't aE - ooepra Bx.Ne 01 /I'7.09.2016 r'., 09:16 rraca;
Korrar,rcrsra e ,UonycHaJla [pe.UJ]oxeHr4ero Ha yqacrHl4Ka .qo oqeH.qBaHe 7I KJIacI4paHe

8. ,,MEIEKCZ OOE - ooepra ex.Ne 08/17.09.2016 r'., 09220'taca;
Korraltclz.sla e ,UonycHaJTa npe.qJloxeHr4eTo Ha yqacTHlfKa ,qo oI{eHsBaHe vI K,IIacI4paHe

n^ ananHT/mo Hr4 HOMeHKJraTypi4 JIII r4 IIeHOBOTO npeEJIOXeHI4e A TAX C:

fln
Axarouo-
TepaneBTI

qeH KoA

Arcl

MeMyHapoAHo
HENATCHTHO

HithMeHoBaBhe
/INN/

IleKapcrBeHa

Qoptua
MepKa

nporHo3Ho
KOnUqecTBO B

nocoqeHaTa
MFOKA

CpoK Ha

roAHocT oT

flPV e
roAhH14

l-{ena aa

DDD /TDD, mg,
mjcrogram/h,

tr,ttu, cAAC
1 2 a 4 5 6 7 11

1.

63
101 CA02 Vincristine napeHTepanHa

6oorua mg 80 CYTOCRISTIN Cipla (UK) Ltd,UK 15 9,96

rA AfrANHrfv vsrvArl r4Te ooepwpa[r/r HoMeHKJrarypI4 JIII I4 IIeHOBOTO n C.UJIOXCHffC 3A THX E:

nn

AHaroMo-
TepaneBT

'|qeH 
KoA

/ATC/

Me)(qyHapoAHo
HCNATEHTHO

HahMeHoBaB!4e /lNN/

Ile(apcrBeH
a QopMa

MepK flporHo3H14

K0nuqecTBa

Cpo(

roJlHOc

TOT
l'lPV e
ron uHu

l-leHa 3a DDD
fTDD, mg,

microgram/h,

wru, c MC

1
e D E 9 11

on - Uumocmanquu,u

LO1XX44 Aflibercept napeHTepan
Ha QopMa

mg 36 000
Zaltrap conc.for
sol. for infusion

Sanofi-Aventis
Groupe, <Dpanqus 6,65550

4 LO,1XE17 Axitinib nepopanHa
Qopt'ra

mg 13 440
Inlyta film-
coated tablets

Pfizer Limited
O6e4urexo xp-ao

? 26,70350

6 101 CD04 Cabazitaxel napeHrepan
Ha QopMa

mg 2 160
Jevtana onc.and
solv. for sol.for
inf.

Sanofi Aventis
Groupe, Opanqun 143,33330

o 101 BC06 Capecitabine nepopanHa
Qopua

mg 40 000 000
Capecitabine
Accord, film-
coated tablet

Accord ealthcare
LimitedO6eAunen
o Kpancreo

? 0,00144

10 L01XC06 Cetuximab
napeHTepan

Ha QopMa
mg 250 000

Erbitux, solution
for infusion

Merck KGaA,
Fepnanun

4 3,85

11 LOlXAOl Cisplatin
napeHrepan
Ha QOpMa

mg 110 000

Cisplatin
Accord, conc.for
sol.for inf

Accord Healthcare
Limited, O6e4. Kp.

0,21440

12
LO3AA

COLONY STIM.
FACTORS
Filgrastim
Lenoqrastim

napeHTepan
Ha 9opMa

MU 16 000

Zazio sol,for inj.
/inf.in prefilled
syring.with needle
safetv quard

Sandoz GmbH,
Austria

a 1,78650

13 L01XE16 Crizotinib nepopanHa
QopMa

mg 360 000
Xalkori capsule,
hard

Pfizer Limited
O6e4uneno xp-ao

? 0,72185

4



18 101 CD02 Docetaxel napeHTepan
Ha QOpMa

mg 80 000

Tolnexa,
concen-trate for
sol.for inf.

KRKA, d.d.,
CnoeeHun

2 0,41550

19 LO1 DBOl
Doxorubicin
hydrochloride

powoer,
disp.and

concentrate
for disp.for

tnT.

mg 20 000

Myocet, Powd.,
disp.and solv.for
conc.for disp.for
inf.

Teva Pharma
B.V., XonanAus

16 20,61990

20 LO2BBO4 Enzalutamide nepopanHa

Qoprua
m9 537 600

Xtandicapsule
soft

Astellas Pharma
Europe B.V.,l-lu4-
A

1,30890

25 101 BC02 Fluorouracil napeHrepafl
Ha QopMa

mg 6 250 000

Fluorouracil
Accord, sol.for
iniection/infusion

Accord Healthcare
Limited,
O6e4.xpancreo

0,00502

27 101 BC05 Gemcitabine
napeHrepan
Ha QopMa

mg 1 300 000

Gemcitabine
Accord conc.for
sol.for infusion

Accord Healthcare
Limited O6eAune-
xo Kpancreo

0,03910

30
LO1 XX28 lmatinib nepopanHa

QopMa
mg 2 160 000

Meaxin, film-
coated tablet

KRKA, d.d.,
Cnoaexun

2 0,04373

103AA14 Lipegfilgrastim napeHTepan
Ha QOpMa

mg 576
Lonquex sol.for
inj. pre-filled syr.
with safetv device

UAB "Sicor
Biotech", V. A.
flurea

2 279.72000

JO 101 DC03 Mitomycin napeHrepan
Ha QopMa

mg 15 000 Mitomycin-C
Kyowa sol.forinj.

Nordic Pharma
s.r.o. 9exnn

J 2,66900

AN
BO3XA

OTI'IER ANTIA.
NEMIC PREPA-
RA't-toNs
EMhropoetin
Darbeooetin

napeHTepan
Ha QopMa

DDD 3 500

Binocrit Sol.for
inj. pre-filled
syringes (glass)

Sandoz GmbH -
Ascrpun

2 6,78880

41 101XA03 Oxaliplatin napeHTepan
Ha QopMa

mg 1 30 000

OXALIPLATIN
ACCORD conc.
for sol.for inf.

Accord Healthcare
Limited O6eaune-
ro Kpancrao

z 0,36640

47 LO1 BAO4 Pemetrexed napeHrepan
na $oprua

mg 420 000
Armisarte, conc.
for sol.for infus.

Actavis Group
PTC ehf., 14cn-n

15 1,47599

LO1 XEO5 Sorafenib nepopaflHa

QopMa
mg 4 838 400

NEMVAR film-
coated tablet

Bayer Pharma
AG, Germany

3 0,29593

E4 LO1 XE04 Sunitinib nepopanHa

Qopttra
mg 300 000

SUTENT,
capsule,hard

Pfizer Limited
United Kinqdom

3 6,36999

52 101 BCs3
Tegafur/gimeracil/
oteracil

nepopanHa
QopMa

DDD-
1 tbt,(1
5t4,35
t11,8

3 024
Teysuno,
capsule hard

Nordic Group BV,
XonanAnr 6,00253

LOlAXO3 Ternozolomide nepopanHa
$opua

mg 200 000

Temozolomide
Accord, capsule,
hard(in botles)

Accord Healthcare
Limited O6enune-
Ho Koancrao

2 0,14379

LO1 XEO9 Temsirolimus napeHTepan
Ha QopMa

mg 7 200
TORISEL conc.
&dil,for sol.for inl

Pfizer Limited.
Benuxo6purannn 53,59990

OU LO1 XE1 2 Vandetanib nepopanHa

QopMa
mg 1 08 000

Caprelsa, film-
co-ated tablet

Sanofi-Aventis
Groupe, Opanqnn

4 1 ,05155

oo MO5BAOS Zoledronic acid napeHTepafl
Ha SopMa

mg 5 300

Zoledronic acid
Accord, conc.for
sol.for infusion

Accord Healthcare
Limited O6eAune-
no Kpancreo

2.5 2,39988

LO,IXX41 Erilrulin napeHTepan
Ha QOpMa

mg 320
Halaven,
solution for ini.

Eisai Europe
Limited O6.Kp-eo

4 841,36363

on 2 - Onuamu

NO2AAOs Dihydrocodeine nepopanHa
QopMa

mg 1 000 000
DHC Continus,
modif-reltabl

Mundipharma
GmbH, Aacrpun

? 0,00742

4 NO2ABO3 Fentanyl Sublingual
tablet

mtcro
gram 160 000

Vellofent,
Sublingual tablet

AHAXenuHu Oap-
ua E-s EOOA,5-n

J 0,09689

NO2AAO5 Oxycodone
modified-
release
tablets

mg 1 500 000
Oxycontin modi-
fied-release
tablet

Mundipharma
GmbH, Aecrpun

e 0,01999

10 NO2AA55

(JxyCOoOne

hydrochloride/
Naloxone
hvdrochloride

nepopanHa
QopMa

tabl.
10m9
/5mg

I 900
Targin,prolonged
release tablet

Mundipharma
GmbH, Aecrpnn

? 0,124159

11 NO2AA55

Oxycodone
hy<lrochloride/
Naloxone
hvdrochloride

nepopanHa
$oprua

tabl.
20mg

10mg

36 000 Targin,prolonged
release tablet

Mundipharma
GmbH, Aecrpun 0.1 240895

3



12 N02M55

Oxycodone
hydrochloride/
Naloxone
hvdrochloricle

nepopanHa

$oprua

tabl.
40mg

20mg

17 000
Targin,prolonged
release tablet

Mundioharma
GmbH, Aacrprn

? 0,12614975

9. ,,TO[I XOCtrI4TAJI CT,PBytC't A,q - oQepra nx.Ne 09/77.09.2016 t., 09:24 rraca;
Kottwtcws.na e .uonycHaJla npe.EJroxeHmero Ha yqacrHzKa .qo orleH.rrBaHe r4 KJlacilpaHe

Qe J]I]

10. ,,EKOiDAI?M" EOO,q - ooepra ex.Np 10/71 .09.2016 r'., 09:28 qacai
Korr&tcil.era e .qonycHaJla npe,uJroxeHr4el'o Ha yrJacrH]zKa .qo oIIeH.EBaHe lr KJract4paHe
o cJre,uHr4Te oQe J]I]

11. ,TAJITA FAPDIACpT'IKtsJIC" EOOI - oQepra ex.Ng 71,/1,'l .09.2016 r'., 09:33 qaca;
Kottvtclotnna 13 lonycHaJla npe.qJroxeHr4ero Ha yrJacrHmKa ,qo oqeHgBaHe r4 KJIacr4paHe

12. ,,POllI EbJIr\PVlS.u EOOI - ooepra nx.Ns 1,2/71 .09.201-6 r'., 09:35 qaca;
Korravrcra.era e .qonycHaJra npe.EJloxeHTrero Ha yrracrHffKa ,qo oIIeHsBaHe 14 KJracr4paHe
llo cJre,qHmre oQepilpa[vr HoMeHKJ]alypvr JIII ff qeHoBoTo npe.qJroxeHr4e 3a T,.qx e:

[o cJreAHr4Te og)epvrpaHr4 HoMeHKJ]aTypl4 JII1 I4 rIeHoBoTo npe,qJloxeHr4e 3a Trrx e:

fln
AHaroMo-
TepaneBT
ngeH KOA

IATCI

Mex4yxapogno
HENATEHTHO

HAIMEHOBAHhC

/INN/

IleKapcrBeHa

QopMa

Mn
pK

nporHo3H
n

KOfl14LteCT

Tuproacxo
HAhMCHOBAHhC

nphrexaren Ha
pa3peueHhe,To 3a

ynorpe6a

CpoK
HA

roAHoc
TOT

nPY- B

TODUHN

ueHa 3a DDr)
/TDD, mg,

mtcrogram/n,

tvttu, c EAC

1 4 o 7 I o 11

on - Uumocntamuuu

19 LO1 DBOl
Doxorubicin
hydrochloride

powder,
dispersion

and conc.for
dispers.for

inf.

mg 20 000
Myocet
50mgx2

Teva B.V.,
Hu4epnangua

{A
roAIH14

19,78250

20 LO2BBO4 Enzalutamide capsule soft mg 537 600
Xtandi
40 mox112

Astellas Pharma
Europe B.V.,Hu4-n roAIH14 1,39286

35 LO3AA14 Lipegfilgrastim solution for
iniection

mg o/o Lonquex
6 mo / 0.6m1

UAB "Sicor Bio-
tech", V.A., Ilnrea roAIH14

279,28000

5U LO1 XE05 Sorafenib
film-coated

tablet
mg 4 838 400

Nexavar
200 mox112

Bayer Pharma AG,
l-eouanuR r0AhH14

0,29980

]](-) (-JIE'l-ll1]4'I'C (JqJC[')yIPdHyI HOMCHKJId I4 ICHOBOTO n oxeHtle 3a T.Ex e:

fln

AHaroMo-
TepaneBT
u'teH KoA

IATCI

Me4qynapogHo
HENATCHTHO

HaIMeHoBaH!4e /lNN/

neKapcrBeHa

QopMa
MspKa

nporHo3Ho
KOnIqecTB

o(B
nocoqeHaT
a urora)

npnrexaren Ha
pa3peuJeHheTo 3a

ynorpe6a

Cpor Ha

roAHocI
or nPY -
B roAuHl4

l-leHa sa DDD
/TDD, mg,

microgram/h, MlU,

cMC
1

e 5 o 7 o I 11

14 LOlAAOl Cyclophosphamide napeHTepanHa

QopMa
mg 700 000

Endoxan
oowd.ini.

Baxter Oncology
GmbH 0,02587

29 101M06 lfosfamide napeHTeparHa

QopMa
mg 1 000 000

Holoxan
oowd.ini.

Baxter Oncology
GmbH

5 0,04721

no cJre,uHI4Te ooepvrpaH:'4 HoMeHKJIarypr JIII fi rleHoBoTo npeEJroxeH%e 3a ['Hx e:

II
AHaroMo-
TepaneBTI

qeH KoA

IATCI

Me)t(AyHapoAHo
HENATCHTHO

HAIMEHOBAHIE
/INN/

IleKapcrBeHa
Sopua

Mnpra
nporHo3Hr,l
KOnIr]ecTB

a

TrproBcKo
HAhMCHOBAHNC

npnrexaren Ha
paspeuJeH!4eTo 3a

ynorpeOa

upoK Hit
roAllocr
or flPY-
B roAr4Ht4

l-leHa 3a DDD
/TDD, mg,

microgram/h, MlU,

c.OAC
1 4 o 7 I I 11

40 LO1 DBOl
Doxorubicin
hydrochloride

powder, dispersion
and concentrate for

dispersion for
infusion

mg 20 000 Myocet
Teva B.V.,
Hn4epnan4un l5r 19,6786

20 LO2BBO4 Enzalutamide Capsule, soft, 40 Mf,
x 112 mg 537 600 Xtandi

Astellas Pharma
Eurooe B.V.. Hua-c 1,30944

JC L03AAt4 Lipegfilgrastim

S0tulton ror
injection, 6 mg/o,6

ml, 1 pre-filled
syringe with safety

device

mg o/o Lonquex
UAB "Sicor Biotech",
fltaraa

2r 273,43656

49 L01XC21 Ramucirumab Concentrate for
solution for infusion

mg 48 000 Cyramza Eli Lilly Nederland
B.V. Huaeonaraun 3r 14,0603

JItI

AHaroMo-
TepaneBTI

qeH xoA
IATCI

Me)|(AyHapoAHo
HCNATCHTHO

HAhMCHOBAHIE
/INN/

IleKapcrBeHa
QopMa

MFpKa
IporHo3H14
KOnhqecTB

a

CpoK Ha
roAr{ocT
or flPV -
B roauHt4

L{eHa :a
DDD /TDD, mg,

microgram/h,

tvttu, c llllC
1 e 4 6 R 1

1.5 L01XC07 Bevacizumab napeHTepanHa

QopMa
mg 756 000

Avastin
concentrate for

Roche Registration
Limited UK

2 roAAHt 5,36143



sol.for inf.

1^22 LO1 XE03 E:rlotinib nepopanHa
cpopMa

mg 580 000
Tarceva
film-coated tablet

Roche Registration
Limited UK

4 IOAAHA 0,87064

13'l LO34BO4
LO3ABOS

Interferon alfa napeHTepanHa

QopMa
MU 3 240

Roferon-A
solution for
injection pre-filled
syringe + needle

Pou Eunrapua
EOOE

2 roAuHtA 7,52667

1.48 L01XC13 Pertuzumab napeHTepanHa

QopMa
mg 50 000

Perjeta
concentrate for
sol.for inf.

Roche Registration
Limited UK

2 toAnHA 14,43586

157 101 XC03
Trastuzumab
150 mg

napeHTepanHa

QopMa
mg 60 000

Herceptin powder
for conc.for
solution for inf.

Roche Registration
Limited UK

4 roaxHh 7,46347

1,58 L01XC03
l-rastuzumab
600 mg

napeHTepanHa

QopMa
mg 324 000

Herceptin
solution for
inieclion

Roche Registration
Limited UK

1,75
roAnHI 5,46028

L59 L01XC14
liastuzumab
emtansine

napeHrepanHa

$oprua
mg 12 000

KADCYLA
powder for
concentrate for
sol.for inf.

Roche Registration
Limited UK

3 roAvrHrl 36,37200

1.61 LO1 XE1 5 Vemurafenib nepopanHa
Qoprua

mg 4 900 000
ZELBORAF film-
coated tablet

Roche Registration
Limited UK

3 rognnr 0,25968

1.65 LO1 XX43 \/ismodegib nepopanHa
QopMa

mg 1 50 000
Erivedge,,
capsule,hard

Roche Registration
Limited UK

3 roAnHr1 2,31570

13. ,,eboHI4KC eAPlIA" EOOI - oQepra nx.Ns 13/71 .09.2016 t., 11,:20 rraca.
KoMrzcr,t,qra e .UonycHaJla npe.UJloxeHuero Ha 'yrJacrHurKa ,qo oqeH.sBaHe il Kract4paHe
NO CJIEIIHI4TC HOMeHKJrarypr,r JIII r ueHoBoTo rlpel :JIOXeHr4e 3a TrIX e:

nn

Ataroruo-
TepaneBTu

qeH KoA

IATCI

Mex(qyHapoAHo
HCNATCHTHO

Ha14MeHOBaHIe

/INN/

flexapcreeHa
QOpMa

Msp
n porH03H14

KOI14qECTB

npHrexaren Ha
pa3peueHxeTo 3a

ynorpe6a

Cpor Ha
roqHocT
,cr flPV -

B IOA

l-{ena:a
DDD /TDD, mg,

microgram/h,

uru, c EAC

on - Uumocmamuuu

3 LO1XX44 Aflibercept napeHrepanHa
QopMa

mg 36 000
ZalfiapIl. 2smg/ml-4 ml
Zallrapfl. 2Smq/ml- 8 ml

Sanofi-Aventis
Groupe, ODaHuuq

a 6,4515

4 LO1 XE1 7 Axitinib nepoparHa
QopMa

mg 13 440
Inlyta
tabl.5mox56

Pfizer Limited
O6eauxeHo xo-eo

2 26,6'186

o 101 CD04 0abazitaxel napeHTepaflHa
QopMa

mg 2 160
Jevtana
fl. 60 mq

Sanofi-Aventis
Grouoe. Ooaruus 137,2

13 LOlXE16 0rizotinib nepopaflHa
dopttra

mg 360 000
Xalkori
caps. 250 mq x 60

Pfizer Limited
O6eaurexo xo-ao 0,7204

'15 LO1 XE23 Dabrafenib nepopanHa
QopMa

mg 432 000
Tafinlar
caps.75 mg x 120

Novartis
Europharm Limited,
O6egnneno
Koancreo

z 1,5164

19 LO1 DBOl
l)oxorubicin
hydrochloride

powder,
dispersion and
concentrate for
dispersion for
inflrsinn

mg 20 000
Myocet
fl. 50 mg

Teva B.V.,
Hu4epnan4nr

4R 20,412

zo LO1 XE02 Gefitinib nepoparHa
QopMa

mg 270 000
lressa
tabl. 250 mq x 30

Astra Zeneca AB,
llleeuuc 4 0,5686

28 MO5BA06 lbandronic acid napeHTepanHa

QopMa
mg 900

lbandronic acid
amp. 6 mg/6ml

Sandoz d.d.,
Cnoeeulrn 5 29,6

37 LO1 DBOT Mitoxantrone napeHrepanHa
Qoprua

mg 480
Mitoxantron
fl. 2 mg/ml 10 ml

Ebewe Pharma
GmbH.N.fg.KG,
Ascro14s

2 3,03

ta LOsAXO3

Mycobacterium
bovis BCG
(Baccilus
0almette -
(l rFrin\

napeHTepanHa

Sopua
mg 6 000

Calgevax
amp. 11.25 mg

Eyn Euo - HLl3nB
EOOI Eunrapun z 1,8272

39 H01CB02 Octreotide

powder for
suspension for
injection +

solvent

mg 4 500

Sandostatin LAR fl.20
mgxl
Sandostatin LAR fl.30
mdYl

Novartis Pharma
GmbH, fepMaHut

a 63,2796

45 LO1XE1 1 Pazopanib nepopanHa
QopMa

mg 2 880 000
Votrient
tabl. 400 mg x 60

NOvanrs
Europharm Limited,
O6en.Ko-ao

2 0,2037

LO1 BAO4 Pemetrexed napeHrepaflHa
cpoprua

mg 420 000
Pemetrexed Sandoz
fl. 500 mo

Sandoz GmbH -
Aecrouq 2 1,344



50 LOlXEO5 Sorafenib nepopanHa
QopMa

mg 4 838 400
Nexavar
tabl. 200 mgx 112

Bayer Pharma AG,
fepuanna 0,2939

51 LO1 XE04 {iunitinib nepopanHa

QopMa
mg 300 000

Sutent caps. 12.5m9 x 30
Sutent caps. 25 mg x 30
Sutent caps. 50 mg x 30

Pfizer Limited
O6e4unexo xp-eo 6,1 864

54 LO1 XEO9 Temsirolimus napeHrepanHa

Qopraa
mg 7 200

Torisel
fl. 30 mg

Pfizer Limited
O6e4uneuo rp-eo 53,32

56 LO1XX,I7 Topotecan nepopanHa

QopMa
mg 240

Hycamtin
caps.1mgx10

Novartis
Europharm Limited,
O6ea xn-eo

56,52

60 LO1 XE1 2 Vandetanib nepopanHa
QopMa

mg 108 000

Caprelsa caps. 100
mgx30
Caprelsa caps. 300
mox30

AstraZeneca AB,
UaeLlrn 4 1,044

66 MO5BAOS iloledronic acid napeHTeparHa
QopMa

mg 5 300
Zoledronic acid amp.
4mol5ml

Sandoz d.d.,
Cnonerue

a 2,331

o/ LO1XX41 Eribulin napeHrepaflHa
QopMa

mg 320
Halaven
amo.0.44 mo/ml 2ml

Etsat Manutactonng
Limited 06.Ko-eo 4 837,'1636

68 101 XC1 8 [)embrolizumab napeHTepanHa

QopMa
mg 3 600 Keytruda fl. 50 mg

MercKSnarp&uonm
e Ltd.,
O6eA.Kpancreo

2 80,64

On 2 - Onuamu

v NO2AAO6 Oxycodone
prolonged
release tableis

mg 300 000

Oxylan tabl. 10 mg x 50
Oxylan tabl. 20 mg x 50
Oxylan tabl. 40 mg x 50
Oxvlan tabl. 80 mo x 50

G.L. Pharma
GmbH, Aecrpnn 0,0251

13 NO2AXO2 'lframadol nepopanHa
QopMa

mg 1 500 000
Trarnadol caps. 50 mg x
30

Stada Azneimittel
AG. Feonaxun

? 0,0023

Kolucrgra np!4ctrIrrrld KrbM pagFJrexgane r4eHoBrdtre rrpegJroxenrds Ha yqac'rHr4r-lilTe ga
cEotrBetrCtrBtleltto UIM c r4Br4CKBaHetro tta Brgtoloarene, nOCorJeHO n 06,qnneHtieTo
(paeAeJl,,,[onsrHI,t['eJrHa rnQopr,,laqrx") - npeIJIarraHI4Te eIUHI/ITL}]IA UeHI4 Ha
oQepl4paHI4Te JIeKapc['BeHr4 npO,tryKTr4 .qa He Ha.qBffilraBar cBorBerHarIa c'rorZHocr Ha

^Lrrr'm6 p T-IrIt'a npI4JIoxeHI4e 2, aK['yaJ]eH KbM .qaTara Ha oTBap.qHe Ha oQeplu le vIvUl'LL9uLLnLvI

,qa He Ha.qBI4lIIaBaT KbM C'blIaTa EaTa .qOrrOBOpeHl4Te C H3OK l{eHrl , KaTO 3a rIeJrTa
c'bcraB.g Ta6.nrnla 1, nptlJloxeHa KbM riporloKoJla, c%E.bpxaqa BCuqKu npe.qJlalaHi4 or
yrJacTHtlqilTe UeHLI . Kottrz tcrzzra KoHcEaEI/q)a cJle,gnotro :

1. 3a yriacrHrKa ,T€APMHET\\ A.q - npe.qJlalaHara el'rr:r.w'qHa ll,eHa Ha nocorreHlA.q B

I43I4CKBaHeTO Ha Bb3JrOXl4rreJlrr I nopa.UI4 KOeTO KO\ttvICUfl.Ta flpe.qJIaIa
nftranmr mr ui 'rf acrHI4Ka ga JIII Ne I . 41 ,Ea 6g.qe orcrpaHeHa or oqeH.rIBaHe 14J

KJIacl4paHe , Ha ocHoBaHtIe rrJr .l0l , \ .2 , 6 . ')a" or 3On, Karo HeorltoBapsqo Ha
npe,4Bapr4TeJ]Ho oo.sBeHr4Te ycJroBr4.s Ha nop.bqKaTa.

2. 3a ocraHaJIJ4T'e yqacaHr4qu - BCr/rrJKw npe,qJlarraH% e4vrtvrllHvr uenrz
cboTBeTcTBil[' Ha ]43I4CKBaHeTO Ha Bt=nOXr,rte.rrg.

HA J]II

Kolryrczgra rrpuctrqBrrBa 4EM pagrJrexnane ,rr crlrroctrErBanre Ha rleHoBrrtre qpenJroxeHr4a
lra yriIacEH!4IIZtre, .qOIIyCIIAT'{ flo or{elrrrBatre yt Knacrp€rHe, Katro ga rleJrtra o(DopME
tra6r!4rla l|! 2 | Hepas,qeJrHa rlactr otr' Hactroflgzs. [potroKoJt.

Koloaczsna KonctraEr4pa cJre,qHoro: yqacrHltKbT ,,ME,[EKC" OOI npe.UJralil e.ErzHr4r{Ha
LleHa c noBerre or 20% no 6na|onpm.arna or cpe.qHara crorzHocr Ha ocraHaJrr4Te
[pe.qJIoxeHl4 r{ B ocTaHalruTe ooepTr4 ga JIU Nt 1 . 53 Temozolomide r nepopanHa
Qopua, [opanil Koero Ha ocHoBaH]ze v.r.J2, aJr.1 or 3OII KoMyrcr4.rrra .A:'ucKra or
yr{acTHI4Ka [o.qpo6Ha nI4cMeHa o6ocHoBKa 3a HaqilHa Ha o6pa=ynane Ha ra3r4 qeHa.

oJI

8

%rla JIe BeH npo.uyK

nn

AHATOMO-

TepaneBTr
qeH KoA

IATCI

Mex(AyHapoAHo
HCNATCHTHO

HaIMeHOBaHUe
/INN/

flexapcraexa
QopMa

Mnpxa
nporHo3Hrl
KOIIIqECTB TbproBcKo HahMeHoBaHhe

nplrexaren Ha
pa3peueHneTo

3a ynorpeOa

CpoK Ha

roAHocT or
nPY-B
roAHH14

lena sa

DDD n DD, mg,
microgram/h,

tvttu o EIIC

1.
LO1 BA04 [)emetrexed napeHTepanHa

QopMa
mg 420 000 Pemetrexed Accord

Accord
Healthcare
Limited. UK

3ro4unn 3,38000



O6ocnoerana cJre.qBa
HA I4CKAHCTO.

Kowteugna ugBrlplrrBa
3, HepaggeJrna \ractr

Korr4raczsta HacporlBa

.ua ob,qe npeIcTaBeHa B cpoK or 5 (net) E:r.la or noJryrraBaHe

KIIACIdPAIIE 3A OCTAIIAJII4TE tIOgI4IItlI,!, Koetro
otr l{actroflP rs, r4)otroKon.

cJre.EsBarrloro cr4 3ace.qaHr4e ea l-1 .1,0.201,6

oQopus g ra6rrzqa

r,. on 09.00 .{aca.

Kotrytcvts.:

llpegcegaren:

9nenoee:

/L.Cros.uoea/

/w.Toaopoza/

/A.IIerpoBa/

/vt.xoez/

/P.Korwnoza/
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IIPOTOKOJI N9 4

,!Hec, 11. 10 .2016 ro.qr{Ha, B 09.00 qaca, e ,,KOl_l-Eyplac,, EOOL Ha alpec rrp.
Frznne r- - 6rrrr //f'.nor1r: r+ Cm:nr6n nnp // I'Is 7 ? p yrnr!y}llqu I vyJ.t ' \-ru\yurr vrqrvrvvJrvL r,- t J | - ,'",pyplilrleH KOpnyC Ha MEAJI-Bypf'aC
A,4, er.J I Ko\rJ/ICrrA B cbcraB:

flnoncaneman. TTrnrrrrr am^-"^AdpnHa uTo.qHoBa
Rrznnr a//E'f)ATT .
uJ L'L 4v uvvtlf

UneHoee:
1. lApwna Toropoea - Marrvicrbp-OapMaueBT, y[paBr4TeJ] 6onHV.lHa arteKa, ,,KoU-
Eyplac"EOOI;
t n^-rr^ n^-^^-L. AUdHd rr'r';rutd - npaBocnoco6eH IOpI4CT | iO q,i.20 | aJ7.4 r r. 3 or 3oII;
3. MI4HKo KOen cr.eKcnepr/ [rpercqvre *3IICIT3C- - O6qzna Eyplac flo qil.2ol
aJr.4t r.3 ot 3OlI;
4. PyusHa Korrnaroea - cqeroBoIr4TeJr, ,,KOIl-Eyprlac// EOOL
B vlsrIbJTHeHI4e Ha 3a[oBe.q Ns 224 oT 19.09 .2016 rro.qr4Ha Ha ynpaeu.le.nx Ha
"KOII-Eyplac" EoO,4, ce c'b6pa .qa rtpo.qbJ]xrt cBo.qra pa60ra 3a pa3rJrex.qaHe Ha
nolyqeHaTa nIA cMeHa O60CHOBKa OT yr{aCTHtlK, nOmCKaHa OT KOMtlCI4.rITa Ha
ocHoBaHI4e r4Jr.J2, alr.2, T .2 or 3oll vr .Ea r4SBbprrrlf KJracrrpaHe Ha EonycHarr4Te
aA^^-'.oQel)r't4 3a yr{acrr4e B oorqecrBeHa nopbr{Ka - orKpI4Ta npoqe.qypa, c npelMer:
rtffaa^^-,^^
AOC'.r-'dBKa IJa JIeKapCTBeHI4 npO.qyKTI/1 3a JIeqeHl4e Ha OHKOJIOTII4r{HUI 3a6OJts.E\aHvrfl,,

- .EBe oooco6eHra tro3urJrArAt cbrrJlacHo npr4JIor(eHa cnelllzoraKarJvr+tt.
flpe4cegarer.qt Ha KoMI4cl4.qra npoBepr4 c.bcraBa Ha nprzcbcrBarqr4Te vr c,[e.q Karo
ycTaHoBI4r r{e npl4C'bClIBaT BCVrrlKvI qJreHoBe Ha KOMtlCVrATa, OrKptl 3aCe.UaFIJ4erO.

Korrailcu.qra ycTaHoBr4 cJIe.4HOrO :

1. VqactFll4rctl ,'ME,[EKC" OOI , c nercMo Bx.N 266/tO.tO.2OL6 r'. EotrBr6px.qaBa
o(Depr,q)agara rlega Ha JIll Ne 1 . 53, noparr4 Halrr urletro Ha o6eKTilBHr,I
o6cro,qreJIcrBa no s.n.12 | alr.2 | T .2 or 3oll - 14B6paHvrTe {rexHr4qecKr4 perrreHvrfr. vr

HaJitlqi4eTo Ha I4SKJlIorrl4['eJIHo 6Iar'o|Ipufl.rHvr ycJroBItfr, 3a yr{acTHtiKa.
frna --^"'"^"^ -^lllrelJtoxeHara UeHa e Qopturapana Ha 6a=a per,r4crpilpaHara rleHa Ha npor43BO.Ur4TeJj
nJlroc ronycrmMara Ha.4rleHKa 3a r.bprroBeu Ha erpo u e c'bo6pa3eHa c
vr3\ CKBa:ts,vrfl.Ta 3a oopM]4paHe Ha UeHara no npoue.qypaTa Ha Bb3Jloxr4['er.c.
YqacrHrrrl e z3KJIroqzITeJreH npe.ucraBr4TeJr Ha TIPV u yqacrBa B npoue,qypr4Te 3a
B'b3JIarraHe Ha O6UIeCTBeHfi nOpbrJKI4 3a IOCTaBKa Ha OHKOIOTItITIHr4 |lpO.qyKTZ: KaTO

-' OToPtl3upa}t npeICTaBI4r'eJI . B TOBa CvI KaqeCTBO, ,,MegeKC" OOil
noryr{aBa oT npoI43Bo.qureJrfl. vr IIPy t43KJIIor{I4['eJIHo 6nar1onpm g.T:H,vr rbprioBcK]4
ycJIoBuH u Eon'bJIHI4T3JIIH'TAt flpeoepeHrIAaITHIA oTCTbnK]4, Kor4To My no3Bo.rLEBar.Ua
nltronrrnr mtDrr iraHa 3a JIll Ns 1 .53.f sJyr +!

lAq6nsuvma qravHrIUa-vt^ harllaurrc ^a,rJvyqlrvr r e r eanlfl{e CKII peIIIeHI4.E Ce C'bCTO.!IT B HaJII4rlI4e['O Ha flOI.SMa ]:IO nIOU/
JII4IleHSI4paHa 3a TbploB]4.q Ha e.4po cKJIa.qoBa 6asa w .UOCTaTbqHrr co6CTBeHrr MIIC
3d vr5ll'.bJrHer-114e Ha 3a.{BKI4 3a .UOCTaBKtI Ha frOJIeMl4 KOJIr4rleCTBa Jifl , KOI4TO
fIoSBOJI.SBaT OnTI4\[vr3aIJIAfr. Ha .EOCTaBK]4Te, qpe3 HaMaLqBaHe pa3xo,4r4Te 3a
cKJIa.UilpaHe r4 TpaHCnopT/ a oT TaM rA .qo HaMar.qBaHe Ha e.qffHr4rlHr4Te ueHr4 Ha
npe.qJra|aHr4Te JIll .

Kotrwtcus.ta npl4eMa npe.qcraBeHara o60cHoBKara Ha yqacrHJ4Ka Karo rIBJrHa,
o6eKTrrBHa 14 y6e.qr4reJrHa/ Ha ocHoBaHr4e ur.'72, alr.2, r.2 or 3OII .

Ha ocHo J]IItJ d,H vre I'O |tO o, KOrnJ/ICWfl.Ta I43BbptXBa KJIaCi4paHe 3a

flrpeo uncro Bropo uncro Tpero urc'ro

153 l'emozolomide nepopanHa
dooua MEAEKC OOA COOAPMA

TPElirflhHrAA conoMEfl EooA

- rlIaBHa MeI]4I_U4HCKa CeCTpa/ ,,KOq-

53

Kottytcus,,ta cbcraB.q
HOMeHKJrarypr4 JIll , a

Ta6rr4UaTa
I4MEHHO:

nooKoHsatreJIHotro KJIactfpalre T'CUqKU



fln NN neKapcrBeHa SopMa l-eo i,rqcto ll-po uncro lll-ro MecTo q cneABaqh

on - [urocrarnqn
1 Abiraterone acetate nepopanHa Q0pMa cooAPMA TPEh[ilHr

z Afatinib nepopanHa QopMa cooAPMA TPEt4AhHr

2 Aflibercept napeHrepanHa
cDODMA

cooAPMA TPEl4ArHr ObOH14KC OAPMA MEAEKC

4 Axitinib nepopanHa QopMa COOAPMA TPEl/AilHT ObOHl/1KC OAPMA MEAEnC

Bevacizumab napeHrepanHa
cDooMa

POIII ETIITAPTF

o Cabazitaxel napeHTepanHa

QOpMa
ObOHt4KC OAPMA cooAPMA TPEl4ErHr MEAEKC

conoMEA

Calcium folinate napeHTepanHa
doprrila

OAPKOII

8 Capecitabine nepopanxa $oprrira MEAEKC

I Carboolatin napeHrepanHa
OOPMA

OAPKOfl

10 Cetuximab napeHTepanHa
(DooMa MEIEKC

11 Cisplatin napeHrepa.nHa
oopMa OAPMHET MEAEKC

12' COLONY STIM.FACT.
Filorastim Lenoorastim

napeHrepanHa
(nonMe MEAEKC cofloMEA

Crizotinib nepopanHa QopMa cooAPMA TPEt4AhHr ObOHKIKC OAPMA I\/IEEEKC

14 Cyclophosphamide napeHTepanHa
oopMa

EKOOAPM

,1F Dabrafenib nepopanHa QopMa ObOHt/IKC OAPMA OAPMHET COOAPMATPENEVH|

16 Dacarbazine napeHrepanHa
CDODMA

17" Denosumab napeHrepanHa
CDODMA

cooAPMA TPEhAl4Hf

18 Docetaxel napeHTepanHa
CDOOMA

MEAEKC

19
Doxorubicin
hydrochloride

powder,dispers.and
conc.for dispers.for

inf.

AIITA
OAPMACIOT14Kb'IC

TON XOCNTTAII
cbPBt4c

ObOFIYIKC OAPMA
t\rE[EKC

ZU Enzalutamide nepopanHa cpopMa MEAEKC ANTA
oAPMACtOTt4t(brC

TON XOCNhTAII
O1lPBlzlC

21 Epirubicin napeHTepaflHa
cDopMa

OAPKOII

22 Erlotinib nepopanHa cpopMa POTIJ EbIITAPilF

23 Etoposide napeHTepanHa
cpopMa

24 Everolimus nepopanHa QopMa COOAPMA TPEl4AfiHT OAPMHET

25 Fluorouracil napeHTepanHa
(DODMA OAPMHET MElEKC

26 Gefitinib nepopanna $opua ObOH14KC OAPMA cooAPMA TPEt4[fiHr OAPMHET

27 Gemcitabine napeHrepanHa
CDODMA

MEAEKC

29" lbandronic acid napeHTepanHa
6oDMa ObOH14KC OAPMA

ZY lfosfamide napeHrepanHa
6oprua EKOOAPM

30* lmatinib nepopanHa cpopMa conoMEA MEEEKC TbPTOBCKA II14FA
HAU

31 Interferon alfa napeHTepanHa
6ooua POul 6blrTAP[/.E

32 lpilimumab napeHrepanHa
QopMa

EI4 EHA AII OAPMA

?2 lrinotecan napeHTepanHa
CDOOMA

OAPKOII

34 Lapatinib nepopanHa cpopMa OAPMHET cooAPMA TPEnAa4Ht

35 Lipegfilgrastim napeHTepanHa
(DooMa

AIITA
OAPMACIOTI4KbIIC

tut I X()ut tvt tAJl
cbPBl4C MEIEKC



JO Mitomycin napeHTepanHa
d)oDMe MEAEKC

37 Mitoxantrone napeHTepanHa
6opwra

ObOHhKC OAPMA

38
Mycobacterium bovis BCG
(Baccilus Calmette-Guerin)

napeHrepanHa
CDopMa

ObOH14KC OAPMA

39 Octreotide powd.for susp.for
ini.+solvent ObOHt4KC OAPMA COOAPMA TPEI4AilHT CAPMHET

40+
OTHER ANTIANEMIC
PREPAMTIONS
EMhroooetin Darbeooetin

napeHrepanHa
QopMa

MEAEKC COOAPMA TPEhAilHT

41 Oxaliolatin napeHrepafiHa
@ODMA

MEAEKC

42 Paclitaxel napeHTepanHa
CDOPMA

43 Pamidronic acid napeHrepanHa
o00Ma

44 Panitumumab napeHrepanHa
cDODMA

cooAPMA TPEl4AhHr

45 Pazopanib nepopanHa cpopMa cooAPMA TPEl4EhHr ObOHI4KC OAPMA CT,q,PMHET

46 Pegfilgrastim napeHTepaflHa
6oonta COOAPMA TPEI4AilHT

47 Pemetrexed napeHTepanHa
(DODME ObOH14KC OAPMA MEAEKC coloME!

48' Pertuzumab napeHrepanHa
dootrita

POIX SbTTAPIF

49 Ramucirumab napeHrepanHa
doona

TbPTOBCKA ITTA
HAU

AIITA
OAPMAC}OT14KbJIC

Sorafenib nepopanHa Q0pMa ObOHhKC OAPMA cooAPMA TPEI4At4HT
MEAEKC

TOn XOCnhTAn
0'bPB14C

51 Sunitinib nepopanHa QopMa COOAPMA TPEl4AfiHT ObOHt4KC OAPMA MEAEKC

52 Tegafur / gimr>racil / oteraci nepopanHa QopMa MEAEKC

53 Temozolomide nepopanna gopua MEAEKC cooAPMA TPEnAt4Hf coloME[

54 Temsirolimus napeHrepanHa
monMt ObOHI4KC OAPMA COOAPMATPENEVHf MEAEKC

55 Topotecan napeHrepanHa
(I)ooMa

56 Topotecan nepopanna Qopura COOAPMA TPEhAilHT ObOHhKC OAPMA

57 Trastuzumiab 150 MG napeHTepanHa
(I)ooMa POTIJ 6bTTAPilfl

58 Trastuzumab 600 MG
napeHTepanHa

CDODMA
POIII ETTTAPhF

cv Trastuzumiab
emtansine

napeHTepaflHa

Qopraa
POrX 6bIrAPrff

60 Vandetanib nepopanHa QopMa ObOH]4KC OAPMA MEAEKC cooAPMA TPEt4At/Hr

61 Vemurafenib nepOpanHa Cpopr\ila POIII SbIITAPLIff

62 Vinblastine napeHrepanHa
doowra

A? Vincristine napeHrepanHa
(I)OOMA MC OAPMA

64 Vinorelbiner napeHrepanHa
(I)ooMa OAPKOII

65 Vismodegib nep0panHa cpopMa POIIJ EbTTAPilF

66 Zoledronic acid napeHTepanHa
CDOOMA

ObOHhKC OAPMA MEAEKC

67 Eribulin napeHrepanHa
cr}onMa ObOHt4KC OAPMA cooAPMA TPEtzAIHr MEAEKC

68 Pembrolizumab napeHrepanHa
6oorua ObOH14KC OAPMA COOAPMA TPE'ITilHT OAPMHET

On 2 - Onrarr
1 Buprenorphine nnacTup OAPKOII

z Dihydrococleine nepopanHa cpopMa MEAEKC

? Fentanyl nIlacThp OAPKOA

4 Fentanyl Sublingual tablet MEAEKC

Morphine napeHTepanHa
donna cooAPMA TPEnAtAHf



Morphine nep0paflHa QopMa

7 Oxycodone capsules, hard OAPKOII

8 Oxycodone modified-release
tabl. MEEEKC cooAPMA TPELIAilHr

o Oxycodone prolonged release
tabl. OAPKOII ObOH14KC OAPMA

10
Oxycodone
hydrochloride /Naloxone
hvdrochloride

nepopanHa cpopMa MEIEKC cooAPMA TPEytAl4Hf

11

Oxycodone
hydrochloride /Naloxone
hvdrochloride

nepopanHa QopMa MEAEKC cooAPMA TPEt4[hHr

12
Oxycodone
hydrochloride /Naloxone
hvdrochloride

nepopanHa cpopMa MEAEKC cooAPMA TPEl4AilHr

,1 ',l Tramadol nepopanHa QopMa COOAPMA TPEIZAhHT ObOHhKC OAPMA

Kol'fizcz,qra flpe.EJlala Ha Bt3.roxltre.n.a, KJ]acmpaHilTe Ha nbpBo M.ECTo yrJacrHr4uw 3a
Bc.sKa HoMeHKJTarypa rIeKapcrBeH npo.uyKt or npe.qMera Ha o6qeclneHara nopbrirKa,
n: 6qnr m Arrha fiAa uDAqr vrryy,4€JleHl4 3a II3|ITDIIIP,TATeJII4 rlo TeSyI HoMeHKJIarypl,t JIII OT o6OCO6egrre
noSvruuv.

(- trp pqnrrra u n mAv vrJD DyuEEv ru KJIaCJ4paHe KOMI4CVIflTa npI4KIIOqBa CBO.qTa pa6oTa U:. CbCt'aB.q
.UoKJIa.q/ xoftro npe.qaBa BeIHo c npo['oKoJrr4re or 3ace.qaHr4.s['a cIA vr noJIyr{eHyITe
.qoKyMeHTrA or yrlacrHilr-u4Te Ha Br:noNureJrs - 3a B3eMaHe Ha pel]reHue.

Kot'tsttcvtg.:

Ilnanaonrman.rrI,v4vvAs f vrr .

tl.nenoee:

/E.CroHHoBa/

'vr.'lo.4opoBa/

I tt ttamn^Ea /

/M. KoeB/

/P. Kotr,:zroea/
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