
IPOTOKOI NS 2

ecr 12.09.201-5 ro.UmHa, B 09.30 qaca, B ,,KO[-Byplac'/ EOOL Ha aEpec lp.
prlac/ 6yt.t."CreOaH Clavr6o.rron" Ns '/3, , e Xupyprrt4rreH Kopnyc na MBAJI-Eyprac
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rHr4r{Ha arireKa,,KOII-Byplac"EOO,4 r

I4Bn'bJIHeHrze Ha sanoBe.u Ns 2I5 or 21 .08.2075 ro.Er4Ha Ha Vnpanure.ns Ha
O[-Byplac" EOOI/ ce ct,6pa .qa npo.4bJrxrr cBo.qra pa6ora no pa3rurexraHe Ha
cvbnIAfivller oQeptut 3a yqifcrT/e e o6rrrecneer+a noptu:<.d - orKpr4ra npoqe.uypa/ cr- - ----i - --'L---- -- --!- ---r, r--_.
arT^ram. //T1nam:n113 Ha JI q: TTcqeHT/F Ha OHKOIOfIilTIHI4. fiv v +

ooI.sBaHt4.q, no [pl4J]oxeH€l
oll,e.4ypara e orKpr4Ta c 2015 T. , pelr4crpuHaHa e AOil

om 7 vt^\rJIirt c,..,,.-,-".,I B CbCTaB:
ellce.qareJr: .[eaHa llerpona - npaBocnoco6es rcp]4cr;
CHOBC:

.[apuHa Ct'o.qHoea - rrJI . MeE . cecrpa / //K
MvHrco Koee - cr.eKcnepr, ,lupercqrs "
.[raHa Ae.qNileea - HaqaJ]Lrrrc ol4e.n, P3
Cunea llerroea pe3epBeH qJreH

,tr Ne 00232-2015-0007 vr ryoJrr4KyBa
.01 .2015 r'.
an-antmanqm Lra KoMtlcl4.gTa npoBepl4
cbcTBr4eTo no yBaxI4TeJIHTr rrplluvrHvr Ha

KO]\TYICVIAIT A I]OKAHI4 PC3CPBHI4'I T{J]CH

v+r cbc arttt**a Ha Y'la
TIT,JIFIJ4 EeKIaparII4,S, CbTTJIaCHO qJI . 3 5 ,

r -,a-p'blrKn. uJreA rrpylc',bell4H.CllaHeTO t1 , npe.u

yr{acrHr4r-lvrTe / no.4aJtil ooeprr4 3a y
OTOKOJI NS I, C KOHCTATA]]YII4TE HA

epTvl['e uM .qoKyMeHTtl B nJ]r4KoBe Ne

.qoBHocT, 14 C.bOTBerCTBr4eTO UM C U3I'LCK

B cpoKa ro rJJr . 68 | arr.9 or 3OII BCe
I4CKBaHI4.STa Ha B'b3JlOx(I4Te.[.q, flOCO
e.qcTaBeHTr .qoKyMeHTr4i ulil/r .ua npelc
,oIlJIeTBOpTI nOCTaBeHI4Te OT BB3JIOXI4Ter.q

SaKOHOBTrg CpOK Ca IIOCII'bnI4JIl4 nOK
,boHI4KC @APMA" EOO.U, ,,OAPMHET" AE,
3rJIex.qa cboTBeTcTBr4eTO Ha .4OIbJIHI4
KyMeHTl4/ C Ur3rAcKBarar[fl.Ta m [OCTaBeH]4
pe.4a Ha [ocrlT]rBaHe Ha ooepTr4Te uM.

,,cocAPMA TPEIZAnHT" A.q

t\.LvICI4g.Ta e KOHCTaTI4paJIa / qe B IIJI7IK Ne

'e,4cTaBeHr4 r43r4cKyeMr4Te OT BbSJI
.T4Anr-rFRorJT/rFF nnonvrcnz(.TI|T) t-To o6oco6
,54,58 w 68 o.r cneur4gmraqv xra.
nr4cMo Bx"Ne 2I8/01.09.2015 11. vr B 3a
rfIT,JIHyrTeJIHr4,40rKyMeH[']r. KOtttvtC:!. lg,ta pa3
IACTHMKA JIOKYMEHTI4 3A CbOTBCTCTBIIE C

1

3

2
a)

Btsnoxl4ten.q.
yI l4SBbprxeHaTa [poBepKa KoMtrcurrtra Ko

llpeIcraneHl4te or yrracrHl4Ka .qorbJIHI4
, 48,52, 54, 5B w 6B y.qoBJrerBop.FrBar Bc
3JIOX]4TEJI'I 

"

YrJacrFlz:xsl He e npeJlcraBvrJr rlyncB
opr4sauvronHr4 rrr4cMa sa JIll no OII Ns 3 u
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JrpeAnarta oibepratra rra yr{actrEletna 5a JIII no OtI NI 3 ra

a oE yr{actrne B rrpor{e,qypatra, Ha ocl{oBaHue u,n. 69,

\tMcvrfl,Ta .qofiycKa oQeprara Ha yr{acTHr4 Ka ,Eo yqacTr4e B

r/rqKn ocTaHalrvr oQeplapaHvr no3vrlJvrvl .

,,tDbOHIzIKtC eAP!44' EOOE

crrfl.Ta e KoFrc['aTr4paJ]iir 9e B rlpe,4cr BeHr4Te .qc)KyMeHTtl B [II4I(OBe Ns 1 Or
pTaTa Ha yrJacTHr4Ka Jil4rrcBa[' nprfJloxeHr4 oTop}t3auuouuttt nvrc}4a 3a o6oco6eu4

3rArluu NsNs Ns30 - Gefitinib yr Ne 39 - Lapatinib.
frr,{cMo ex.Ne 220/01 .09.2015 r. vr B 3aKoHHr4.q cpoK/ yqacrHr4Kb['e npe.qcraBfrr'{cMo ex.Ne 220/0'1.09.2015 r. vr B 3aKoHHr4.q cpoK/ yqacrHI4Kb['e npe.qcraBl44
|lcBatltfre .uoKyMeHTt{. Korr&tcrz.qra paBrlJIex,tra .EO[.bJIHI4['eJ]Ho |Ipe.qcraBeHI4['e oT
acrHr4Ka .uoKyMeHTr4 Ba clborBercrnile c vr3vrcKBanrgrb m Kpl4Tepvl/rre sa no,46op
Brg.[oNnrer.q.

u ]/ISBbprrreHaTa npoBepKa 3a pe.qoBHocTTa vMr
noc['aBeHI4r'e or Brgnoxilten.q

OII Nt 8 ga 6ts9
ar.1, n.1 oEr

npoueEypaTa no

KONI4LCIIflTa CrlI4Ta r rIe CblIII4Te
vl3rl.cKBaHufl. 14 Kpurrepvn 3q

YTIACTHI4KbT C |IPC,UCTABIAJI
nqrHT/manHn nnanam:RAHT/qrrrvffv +

TBCTCTBAT HA

cvrfl.ra .qolycKa oSeprara Ha yrlacTHI4Ka ,qo yr{ npoue.Eypara nq
urcr oQeprtpaHrt nozvrr\w .

/,TOII XOCTII4TAJI CbPBUIC' A'q

cvrfl.Ta e KoHc['aTl4paila, 9e B [pe.4cTaBeHI4Te .q KVMCHTTI B IJ]]4K N9 1

pTaTa Ha yrracTHr4Ka JrilncBa y.4ocToBepeHTre o ,,KOI-{-llnoB.qr4B" EOOI
HAHTImA n-Cm:RkT/HTpareHT, Brrr4caH n ,lex.lapaqm.era - Cnrctrc Ha r4B

OT

nr4cMo nx.Ns 223/08.09.2015 11 . vr B saKoHHr4.s cpoK,
ncBarrloTo y.4ocToBepeHr4e. Korr{zcil.qra pa3rJIex,Ea E

yqacTHffKa JIoKyMeHT 3a CbOTBeTCTBI4e C vr3VrCK a}{rA;.s.ra v Kpr4Tepr4r4Te 3a

TBe['crBa[' Ha rrocraBeHl4['e or Btsroxnle.[.q tAzWCKBaHIAfr. vr Kpttlepvu 3E

n6on r+a B+-q.noxuTeflq.,+vvy rrs

w r4SBbpxleHaTa [poBepKa 3a pe.qoBHocTTa MVr Ko\MCILHra CqTITar 9e CB[II4.qT

a6oP.
\MrcrLfl.ra .qonycKa ara Ha yrracrHr4Ka .qo yqacrl4e B npoue.qypara nq
uqgvr oQepmpanv no

,TeAPMHET/ A,q

[Mrct/rfr-Ta e KoHCTaTtlpaJIa, He B npe.q
epTaTa Fra yqacTHmKa JII4ncBa KopeKTH

FnArTcRrFT4rJcH T4orT /ATe/\ qa ECeKI4vverlvu ]\vfr t LrLvr

poEyKTl4.
flr4cMo ex.Ns 221/08.09.2015 rr. vr B 3a

rlt-rrLTrrJcrJA olhcn.na - n6na qarr Ng ]_ Ha Xv\r/vyJu vvI,gJv.+

wsyrqrq Eq y lauf frlrr\q r\vt./vr\f ar

orZro JrillcBa r4sr4cKyeMara or Br rroxnren.q ud0opNtaum.q 3a ,,Auaroltoi
eparreBTr4rreH Ko.q /ATC/" 3a BCeKI4
poEyKTl4.

flr4cMo ex.Ns 221/08.09.2015 rr. vr B 3a
rlt-rrLTrrJcrJA olhcn.na - n6na qarr Ng ]_ Ha Xv\r/vyJu vvI,gJv.+

a3rrJtex.ua .qo|IbJIHT4TeJIHO |lpe.qc!]aBeH
.borBercTBffe c I43I4CKBaHVrflTa 14 Kpl4ll|eplr
pr4 r43BbprneHara npoBepKa 3a pe.!:oBHo
bOTBCTCTBAT HA NOCTABCHI4['C OT Btg
og6op.
o\lMCrAs.Ta .uonycKa oQeprara Ha yqac
cvr\4Kvr oQepmpanvr noSrArJ.mv .

o\ttyrcr4fl.Ta [p]4cT'bnBa KbM pa3rJIex.qaHe
op'bqKara - [JI]4KoBe Ne 2 na yqacrlArJu
7r e .4onycHaJra ,uo yqacTvle B npoue.uyp
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CTABEHI4IT'e- ]I3IACKBAHIAfr- HA BbSJ]OX{}1TCJI.{ 3A'ISTIbJJHCH
nocT'b[BaHeTo Ha odepT]4Te.

//cocAPMA TPETIHHT'/ A'q
\MICILfl.Ta pa3rJrex.qa npe.qJroxeHyrflra Ha yrtaCTHI
pbrlKaTa I ro no3r4rJvrm\e | rlo KouTo r1o .qonycKa
6.nzqara [o-.roJry ]4 nocraBeHr4 B n"[urcoee Ne 2.
:amHTlrqm a nrtrar- ---PMZJI npeEJIOXeH'.l.qTa CU 3a r4Snb.rIHeH
sk^ ^mnAnur ^6oco6eHa rlo3urlv|ff., KaKTo cIe.EBa:

tra H! n^nquk^ma, no pe.Ear.'-

4KA 3A U3T'bJIHCHI4C HA

.qo yqacTue / nocoqeHyr B

ria H^ na)T1quk^ nz ( nnuw) \ pa

on

Axarouo-
TepaneBT
IqeH KOA

tArct

Mex4yxapogno
HEI]IATEHTHO

Hau[,teHoeaHne /lNN/

flexapcreexa
QopMa

Mnpxa

nporHo3H
u

KOnHqecT
BA

Tuproecxo
HAUMEHOBAHUC

flpurexaren xa
pa3peureH!rero 3a

ynorpe6a
,| 2 3 4 5 o 7 I
1 LO2BXO3 Atriraterone acetate nepoparHa

QOpMa
mg 3 600 000 '3V T/IIA Janssen-Cilag

International NV. Eenrurs

2 t_01xEl 3 Afatinib nepopanHa
QopMa

mg 16 800 rq)Kt/oTPt/o Boehringer Ingelheim
Intern.GmbH. Germanv

4 LO,1XE 1 7 Axitinib nepopaaHa
QOpMa

mg 11 200 IA !rnfirn Pfizer LimitedO6eAr,tnefi o
kn2 ncrRo

5 L0 txc07 Bervacizunrab napeHrepanHa
QopMa

mg 560 000 ABACTI/H Roche Registration
Limited UK

18* MO5BXO4 Delnosumab napeHrepanHa
QopMa

mg 30 000 K cAXTrBA Amgen Europe BV., The
Netherlands

19 NO2AAOS Dihydrocodeine nepopanHa
QopMa

mg 1 500 000 4) u KoHTr/Hvc Mundipharma Ges.mbH,
Vienna. Austria

24 LO1XX41 Eribulin napeHTeparrHa

QopMa
mg 106 xt \/IABEH

Eisai Europe Limited,
O6eAurneno xpancrBo

25 LO1 XEO3 Erlotinib nepoparHa
SopMa

mg 684 000 'v PqEBA
Roche Registration
Limited United Kingdom

27 LO1XE1 O Everolimus nepopanHa
6opna

mg 18 000 >nHnroP Novartis Europharm
Limited, UK

30 LO1 XEO2 Gefit n b
nepopanHa
rhonM, m9 275 000 IA ECA AstraZeneca AB, l.lJeeqr,ln

35* LO1XX28 lmatinib nepopanHa
QopMa

mg 780 000 H 15t/KC Co$apua ffi, Eunrapun

36
LO34B04
LO34BO5

lnterferon alfa napeHreparHa
Soprua

MU 2700 P( OEPOH A Pou Eunrapun EOO,Q

39 LO1 XEOT Lapatinib nepoparHa
6ooMa mg 1 750 000 TA itlBbP5 Glaxo Group Ltd, UK

45 NO2AAOl Morphine napeHrepanHa

QopMa
mg 220 000 N4 )PQ1/H

Co$apua A,Q,
yn."[4nnencro uoce"16
1220 Cobun. Eunrapnr

48 ll01cB02 Or:treotide
powder for
suspension for
injection + solv

mg 2 500
CI

Jll
HAOCTATT4H

P
Novartis Pharma

49 BO3XA

OTHER ANTIANEMIC
P[REPARATIONS
Erythropoetin
Dilrbeooetin

napeHTepanHa

QopMa
DDD 3 000 AI AHECN

Amgen Europe 8.V.,
Netherlands

5:2 NO2AAO5 O:rycodone modifled-release
tablets

mg 1 500 000 1'l CTIKOHTl/H
Mundipharma Ges.m.b.H,
Austria

54 NO2AA55
O:rycodone
hydrochloride/Naloxone
hydrochloride

nepopanHa
Sopua

mg
(oxyco0one

)

1 500 000
il
PI

;PrilH
iTAPA

Mundipharma GmbH,
Aecrpnn

57 101 XC08 Panitumurnab napeHTepanHa

QopMa
mg 32 400 BI KTIA5IAKC

Amgen Europe B.V., The
Netherlands

58 LO1XE1 1 Pazopanib nepoparrHa
6ooua mg 1 728 000 B( TPTlEHT Glaxo Group Ltd.. UK

59 LO3AA1 3 Pegfilgrastim napeHrepanHa
$optvta

mg 120 H YNACTA
Amgen Europe 8.V., Ttle
Netherlands

62 LO1 XEOs Sorafenib nepopanHa
QopMa

mg 2 150 400 H KCABAP
Bayer Pharma AG,
Germanv

63 LO,1XEO4 Sunitinib nepopanHa
@opMa

mg 142 500 c)/TEHT Pfizer Limited United
Kinodom

65 LO,lAXO3 Temozolomide nepopanHa
OopMa

mg 200 000 Tt MOAAI Merck Sharp & Dohme
Ltd UK

66 LOlXEO9 Termsirolimus napeHreparrHa
mg 2 400 T( PIACEJ\

Pfizer Limited,
Bennto6purannr

68 LO1XX1 7 Topotecan nepopanHa
ahon Ma mg 180 XI KAMT/IH SmithKline Beecham Pl



Trastuzumab 600 MG Roche Registration
LimitedUK

Triastuzumab 150 MG XEPUE[-IT1/H

LO1 XE1 5 4 515 840

Mex,qynapo4no
HE}NATEHTHO

HAUMEHOBAH|/lC

/INNi

,,Eli Lilly Nederland 8.V."

Triamadol

Bcr4rilKt/t O60CO6eHZ nOSWrJWrr [O
qegypara, rra ocHoBaayte trn.69 | afi.L I

IIPAMA/ITlIH Ynn$apv A,Q

aclHI4K'bT npe.EJrala cpoKoBe 3a r43ribJrHeHr4e Ha nop.brlKaTa:
[p]4 nepl/;.o\vrrtHvl .4ocTaBKI4 10 (.qecet) pa6ornrr E:F-vr oT no.EaBaHe Ha sa.sBKaTa,
npl4 Bb3FIJ4KHaJIa Heo6xo.qI4MOCT l4=iB'bH cpoKa Ha nepr4o.Urzr{Hr4['e IocTaBK]4 - He
llotro arF 5 /nom\ n:5nn.uy nurnv \ rrv + / J- LLtL ALL'L .

eAJrdJ.'d :rdatsKr4Te ,Ea ce no.EaBar no $arcc 02 /BI3 31 B 5 r IrrI Ha

IOXI4['eJI.g nO BC7T:sKI[ OoOCOoeHr4 nO3I4rJIAUt 3a KOilTO e |IO a.qeHa Vr ,UO[yCHara
yrJac['I4€) | TlD.h, KaTO B npe,4JIOXeHI4.qra My 3a I43IFJ]HeHr4e Ha nop.brlKaTa 3a

AKTI AMNAfrOH NAIaAvrfvrr ,,-(apcTBeH. npo.qyKl' JrrfncBa r4HoopMats;,rrr7.ta B KoJIoHa 9 - cporc ua
.qHocT oT llPy - B rlo.Ur4Ht/r tn He ca r4SrroTBeHr[ rro cJre4:ts-u;.fl. o6pa3eq:

EpeAJIaDa, Yr{actrlHttKtstr Aa 6rrge

e-mai]:
-Lpde s khs G sopharmatrading . bg .

vucllfliEa yclttalloBr4:
.4OKyMeH'IarJI4s.Ta 3a yqaCTI4e Bb3IoxI4TeJI.ET e Sanr4CaJI n YxasaHuF,\a 3a

FnmR qHA H: airor-y,-pTaTa | :34 IIpe.4JIOXeHI4erO 3a l43nbJleHr4e Ha nopbrrKaTa - nJ]r44
2: ,,8 nrilKa ce DocraB.g norITrJIHeHoro llpeg.noNeHv e 3a I4gnbJIHeHI4e Ha
bqKaTa, KoeTo Tp.coBa .ua cboTBeTCTBa Ha ilocor{eHilTe vr3ucKBaH'IAfl, Ha

oxI4TeLq 3a I43n'bJIHeHI4e Ha nopbqKara 9t ,qa e r4Br|otrBelto no rlpruroxeH4rr
N! 2. \\

cILAra crrl4Ta, rfe oQeprara Ha yqacrHl4Ka t{e otrrtoFaprr Ha I43I4cKBaHrrfl.ra Ha

,,TtsPrOBCKjA JII4IA HAIIHOHAIIEH AIITEqEH 4EHTtspz
:IIHTa e KOHCTaTIzpaJIa r 9e B rrJItlK N'

cKBarrlr4Te ce or B,sgnoxilten.q .qoKyMeHTr4,
cKBaHI4.sTa My 14 pa3rrJrex"qa npeJIJIoxe}{vrfl-Ta Ha yrl

I]KATA, TOCTABCHIT B rlil]/IKOBC NS 2.
acTHr4K'blI npe.4Jrara cpoKoBe 3a il3n.bJlHeHr4e Ha |Iopb
rpr4 nepr4o4tz..uHlr .qocraBKr4 10 (.Eecer) pa6orHvr EHIA

ylracErre B qPorleA14)arE4
yrilactrre Btrtro

acTHr4KbrI' e npe.ucTaByrJl
TC C'bOTBETCTBAT HA

CTH]4KA 3A I43IIbJIHCHYIC HA

KATIA:
)T |lO,4aBaHe Ha 3a.qBKaTa,
vro4wr]'HuTe .4ocTaBKil - 4

otrctrpalrelit
KOr4trO e
r.3 os SOII

AI
I

npil Bb3Hr4KHaJra Heooxo.4r4Mocr 7r:3Br,H cpoKa Ha n
errtpu) paoorHu E:r.vr.

.qJIarra 3a.cBKI4Te .qa ce no,4aBar no Qaxc 02/962 4I
ctd%It|a, 9€ o(leprara lra yl{actrH'lKa

9t noIlycKa cEr4atra ,qo oIIeHrrBaHe w acr4palre
ItA r439rcKBaItrtSIIt'a Ha

no o(Depr4)aHrrtre

4
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,,EIl EHI AI4 aDA,PMA EEJITAPI/H'| EA'q

cvrLra e KoHcTaTilpaJla, rfe B rJIr4K Ne

r4cKBarlr{Te ce or Br=.noxurens .qoKyMeHTrd,
wcK-Ba}lvrfr.ra My v pa3r,Jlex.Ea npelJroxeHr4ero Ha
p'bqKara/ rocraBeHo B rrJILlrc Ns 2

acrHr4K'bT npe.q,narra cpoKoBe 3a
npu iletr)vo\rnuHu IocTilBKI4

JTBKATA,

1 yuacrHr4K'brr e npe.qcraBilJI
c'bilII4Te C'bOTBeTCTBaT Ha

YIJACTHI4KA 3A 143II'bJlHEHilC HA

2

T

nprr Bb3Fr.r4KHaJIa seo6xo,rlzMocr IZ3B'bH cpoKa Ha
( rrna ,) na 6onnlr fiHIA .\AUgl Fsvv+rf,A fr

,uJrala 3a.cBKmre ,ua ce no.qaBar no Qaxc 02/BI0 39 93.
rrra cqlrtra r E€ o(leprara rra yqlactrHrKa ouFoBaprr rra

w ,qo[ycKa cErqaltta ,qo orIeHtIBaHe u KtracrfPar{e

,,ME,qEKCrf OO,q

I43IIbJ]HCHYIC
rr^ 61nam\
l+v v \rrvf/

Ha nop'br{KaTa:
na6o.r,uw fiHtA or

rIepJ4o,4r4rrHI4Te IOCTTaBKI4 - .UO

!,.tEIICK,BAELW'HEA HA
rro o(leprpauara

cvrfl.Ta e KoHc['arr4paJ]a r 9e B nItIK Ne 1

cKBarrlr4Te ce or B'rg.rroxtrrer.q .4oKyMeHTI4,
cKBaHU.qTa My r/r pa3rJlex,4a npeJUIoxeHI4.qTa Ha

p.br{KaTa, [ocTaBeHil B nr]4KoBe Ns 2,
: -MHTIKRTI NNA NTT: TlA ]T"TFA RT'A HA '

acrHtlKBT e npeIcTaBI4JI
TTTT'MA C(AMROM'MR2 M I{:

Me)|(AyHapoAHo
Hena'reHTHo

HauMeHoBaH ile
/INN/

101 XC1 1

LO1XE17

Sanofi Aventis
Groupe, Opanqun

Zarzio Sol. for
inj.or inf.in pre-

Pfizer Limited
O6e4urneno rp-eo

disp. and conc.
for disp.for inf.



(

22 LO2BB04 Enzalutamide nepopanHa

$opMa
mg 376,320

Xtandi soft
capsuleg

Astellas Pharma
Europe 8.V., Hr4-n

2

24 LO1 XX41 Eribulin napeHreparH
a QopMa

mg 106
Halaven
sol.for injection

Eisai Europe Limited,
O6e4nneno xp-eo

4

2.8 NO2ABO3 Fentanyl nnacThp
mrcrogr

am/h 1 10,000
Victanyl mcg/h
transd.patchers

Actavis Group PTC
ahf lnaland

a4 101 BC05 Gemcitabine napeHrepanH
a Qopna

mg 1 ,1 00,000

Gemcitabine
Accord conc.for
sol.for infusion

Accord Healthcare
Limited O6e4nneno
Kpancreo

2

35
LO1 XX28 lmatinib nepopanHa

{ropua
mg 780,000

Hronileucem
capsules, hard

9ailraQapnlta
BilcoxoxaqecreeH nre
Jlex-ea A,0, E-s

z

40 103M14 Lipegfilgrastim napeHTepaflH
a QopMa

mg 420

Lonquex sol.for
inj.in pre-filled
syr.

UAB "Sicor Biotech",
V. A. Grai6iuno g. 8,
LT-02241Vilnius, Jl-
BA

2

42 101 DC03 Mitomycin napeHTepanH
a Qopva

mg 15,000

MITOMYCIN-C
KYOWA powd.
for sol. for ini.

Nordic Pharma s.r.o.
Llexnn

49 BO3XA

OTHER
ANTIANE-MIC
PREPARATI-
ONS
Erythropoetin
Darbeooetin

napeHrepanH
a $opMa

DDD 3,000

Binocrit 
1

Sol.fc,r inj. In
pre-filled syringe

Sandoz GmbH -
Aecrpun

50 LO1 XAO3 Oxaliplatin napeHrepanH
a Sopva

mg 1 20,000
OXAL-IPLATIN
ACCORD conc.
for sol.for inf.

Accord Healthcare
Limited O6e4nneno
Kpancrso

z

5' NO2AAO5 Oxycodone capsules, hard mg 300,000
Oxycod
Actavis

)ne
caps

Actavis Group PTC
ehf., lceland

15

at N02AA05 Oxycodone modified-
rr:lease tablets

mg 1,500,000
Oxycod
Actavis

)ne
tabletes

Actavis Group PTC
ehf., lzlcnan4ua

2

NO2AAO6 Oxycodone
prolonged
release tablets

mg 300,000
Oxyc0dl
Actavis

fna

tabletes
Actavis Group PTC
ehf., hcnanAun

z

54 NO2AA55

Oxycodone
hydrochloride/
Naloxone
hvdrochloride

nepopanHa
QopMa

mg
(oxyco0

one)

'1,500,000
Targin
prolong
release

,fl

ablets

Mundipharma
GmbH, Aacrpnn

56 MO5BAO3 Pamidronic acid napeHTepaJrH
a QopMa

mg 20,000

Pamitor
concen
sol.for i

'ate for
fusion

9afixaSapua
B ilcoxoxaqecreeH ilte
flexapcrea M, 5-q

62 LOlXEO5 Sorafenib nepopanHa
$opua

mg 2,150,400
NEMVAR film-
coated tablet

Bayer Pharma AG,
Germany

63 LO1 XE04 Sunitinib nepopanHa

QopMa
mg 142,500

S UTEN
hard ca ,sules

Pfizer Limited United
Kingdom

64 101 BC53
Tegafur/gimerac
il/oteracil

nepopanHa
(:opua

DDD-,I
tabl (1 5
14,35t1
1,8m9)

3,024
Teysunr
hard ca psule

Nordic Group BV,
Xonan4uR

A

65 LOlAXO3 Temozolomide nepopaJrHa

4lopMa
mg 200,000

Blaston
hard car

A+dL

)su e
Alvogen IPCo.SARL
Iloxceubypr 2

66 LO1 XEO9 Temsirolimus napeHTepaIlH
a QopMa

mg 2 400
TORISEL
conc.arid solv.
for sol.for inf.

Pfizer Limited,
Benuxo6putannr

acTHr4K'bT npeIJIaIa cpoKoBe 3a I43nbJIHeHt4e Ha nopb!
npil nepyr)EIA'-]H]/ I .trocraBKr4 10 (.qer:er) pa6orHvr EHU
rpm B'b3Hr4KHaJra Heo6xoIyrMocr 143BbH cpoKa Ha ne
er) pa6orsz .Esz.
e.EJIala 3a.sBKr.lTe .ua ce ro.qaBar lo Qarc 02/9I1 55

Ntvtcl4f,l Jl a KoEctratrr{tr)a :

Jlercapcrn e:r,rtfl.r npo.qyKr no OII Ns 12 , npelJTol
KCT4MaJIeH cpoK Ha roAHocr, pa3.rlr4qeH or o6.sBeHrt
pMaHI4.g W npoBepeH oT qJIeHoBeTe Ha KOMI4 CIA.STa

ocrpaHCTBo.

IKATA:
f f vAslsf rv Jull. rs t q 

t

pvro\usHvrTe .uocTaBKr4 - 5

38

KeH Or YrJaC'IHI4Ka / e C

re or llPY - Merck KGaA,
e nrz6nrzuso'ln r/Hmor.lHem
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ocHoBaHr4e qr. 68, aJI . 11 , T.2, 6."6" or 3OIl u BbB BpbsKa c
peI4SJIOXe.HOTO, KOMr4Cr4srrDa rrgrrcKBi:I orc yrJactrHgtKa B cpoK otr 5 (nen) pa6otlHll
u oT noIyrJaBaHe Ha 14CKaHerO I Ad rIpeAclt|aBt4 lorlrBJrll%treJrHr4 AOKaSatreJrctrBa
anp. opI4r'IAHaJr Ha .qeKfiapaq]4.c oT' llPy 3a MaKCHMaJIeH CpoK Ha ro.qHocT Ha
OTBe['HI4.c IeKapCTBeHtl.c [pO.EyKT] / Konr4e Ha CepTIZOI4KaT 3a CbOTBe['HI4.g
KapcTBeH npoAyKT UIUA np . n. , SaBepeH c ilo4nvrc, neqaT u ,,Bxpuo c
IArvIHaJla't ) sa nocQrleHl4'r'e or Helo .qaHHI4 B KoJIoHa 9 ,,l4aKCuMaJreH cpoK Ha
IIHocr B rro.qHHI4" oi Itpe4"noNeHrAfr,Da My 3a r43n,bJlHeHr4e Ha [opBrrKara, 3a
TrrpaHara rto-11ope oOoco6ena rro3rAr\rA.s J]eKapcrBeH npo,qyKT.

JIercapcrneHr4.qr [po!:y.KT no o]l Ns 15 , npe,qJroxeH or yqacrHr4Ka, e c
KCIzMaJIeH cpoK Ha rlo.qHOCT, pa3rrzr{eH or o6.qBeHr.c or llPy - Pftzer Limited
A nTlHAH^ rn: nrrmBO IA lIpOBepeH OT qJIeHOBeTe Ha KO\/MCIAATa n nrz6nrzusnmn-rJMrvDU Mr(l f\Vfvslvlla I o D LLJ VJlyr atrv r v

TepHeT npocTpaHcTBo.
ocHoBaHr4e un. 68, a.n. 11 , T.2, 6."6" or 3OIl v BbB Bpb3Ka c

pel43JIoxe:Hol|o, Korurrdc'gtEa:ra t!5'IcKBa ottt yllactrI{r4Ka El cpoK ont 5(nen) pa6otr'anr
vI oT nolyqaBaHe tla vIcKaHeTo r A3 rlpegctraBrl ,qoIrrEJrrlrrtrenHyt Aorca5atreJrcrlBa
anp. opI4rmHaJI Ha .qeKJrapaq]4.q oT IlPy 3a MaKCr4MaJIeH cpoK Ha rolHocr Ha
orBelI'HvLs reKapcrBeHI4.s npo.qyKTr , Korrue Ha ceprzrfu rcar ga cborBerHr4.E
KapcrBeH npo,EyKT vrJrrr Jlp . n. r 3aBepeH c rtolnwc, rerJar yr ,,B.EpHo c
IATvlHana" ) sa |locor{eH]4rre or Helto .UaHHrr B KoJroHa 9 ,,MaxcuMaJreH cpoK Ha
.qHocr B ToEuHvr" or ltpe.q.rioxe:ts.w+Ta My 3a I4Bn'bJIHeHl4e Ha nopbqKara/ 3a
['J4paHara rro-rope o6oco6ena no3vrrJu.q reKapcrBeH rrpo,tryKr.

Jler<apcraeHrAfl.T npo.qyKT rro On Ne 52, npe.qJroxeH or yqacrHr4Ka - Oxycodone
l- arli q l- :h l al- a< a ^ n6u.h^ A'an""ruqvro uq.v!sLeD, e C JIeKapCTBeHel QOpMa, KO.ETO He OTIOBap.C Ha III3VICKBaHCTO

B'ts.noxmte,n.c - KoJIoHa 4 or cneqrQurcaqmsra: ,,modjrfied-rel-ease tabl-ets".
ocl{oBaHtre qu. 69 | aJT.L I r. 3 otr SOn, KoM%cr4lrrna npeAJrara yrdacEgr4KrbE Aa

Ae otrcrrPaHen otr' yr{actrrre B qporlenypatra ga OII Ne 52 - Oxycodone, r.rrZ xaro
IIPeActraBr4n o(lepra 5a tragr4 Otr, Korrtro lre otrFoBaprr I{a EpeflBapr!treJrHo

rrBenrlrre yc;roe.rztr tta BEbnornl4trenrr.

,/iDboHI4KC eAPMAU EOOI
\/Iucufl.Ta e KOHCt'au4paJIa r ve B nJIvrK Ne 1 yprac'rHilK.br e npe,ucraBulr
14cKBalql4lI'e ce oT' B'sg.ItoNilren.e ,4oKyMeHII'I4, ctrill]4Te cborBeTCTBar Ha
I{CKBaHI4.qTa My Vr paSrrJrexlla npellJIoxelj.r4fr.Ta Ha yuacrHr4Ka 3a u3nbJrHeHr4e Ha
p'brlKara, rocraBeHu B nJtzrrtsoee Ns 2.
acTHr4K.btr [pe.EJIaIa IocT'aBKa Ha:

'l
AHaroMo-
TepaneBTI

qeH KoA
IATCI

Mex(AyHapoAHo
HENATEHTHO HAHMEHOBAH!IE

/INN/
neKapcrBeHa SopMa

Mnpx
a

nporH03Hh
KOnUqecTBa

Tt'proBcKo
HAHMEHOBAH'1E

llpurexaren xa
paspeueHHeTo 3a

ynorpe6a

Cpox xa
roAHocT
or nPY

.B
foD6HV

LO1 XE1 3 Afat n b nepopanna $opua mg 16 800 )iotrif Boehringer

LO1XX44 Aflibercept napeHTepanHa
OopMa

mg 60 000 laltrap Sanofi Aventis

LO1 XE1 7 Axitinib nepopanHa QopMa mg 11 200 rlyta Pfizer 3

101 XC07 Bevacizumab napeHTepanHa
dopnta

mg 560 000 vastin Roche 2

101 CD04 Cabazitaxel napeHTepanHa
Ooprua

mg 3 240 levtana Sanofi Aventis

VO3AFO3 Calcium folinate napeHTepanHa
cpopMa

mg 350 000 )alcium folinate Ebewe

2 101 XC06 Cetuximab napeHTepanHa
cDopMa

mg 200 000 Erbitux Merck KGaA

5 LO1 XE1 6 Crizotinib nepopanHa QopMa mg 75 000 Xalkori Pfiz.er

NO2AAOs Dihydrocodeine nepopanHa QopMa mg 1 500 000 DHC Continus Mundipharma

LO1 DBO3 Epirubicin napeHrepanHa
QOpMa

mg 110000 f Rirubicin Ebewe

LO1 XE03 Erotnb nepopanna Sopua m9 684 000 arceva Roche 4

LO1 XE1 O Everolimus nepopaflHa QopMa mg 1B 000 ,Afinitor Novartis Pharma



9 101 BC02 Fluorouracil napeHrepaflHa
QopMa

mg 8 250 00Cr 5-Fluorouracil Ebewe z

0 LO1 XE02 Gefitinib nepopanHa cpopMa mg 275 00Cl lressa Astra Zeneca 4

z. MOSBAO6 lbandronic acid napeHrepanHa
(DopMa mg 2 01c lbandronic acid Sandoz z

LO1XX28 lmatinib nepopanHa QopMa mg 780 00cr Glivec Novartis Pharma z

o
LO3AB04
LO3ABO5

Interferon alfa
napeHrepanHa
dloorua

MIU 2 70Cl Roferon-A fl. Roche z

I LOlXEOT Lapatinib nepopanFra QopMa mg 1 750 00cr Tyverb GlaxoSmithKline z

1 104AX03 Methotrexate solution for injection mg 1 1 00cr Methotrexate Ebewe

t4 LO,lDBO7 Mitoxantrone napeHrepanHa
dloowra

mg 1 20Cl Mitoxantron Ebewe

l7 103AX03
Mycobacterium bovis
BCG leaccilus Calmette -
Guerin)

napeHrepanHa
QopMa

mg 3 960 Calgevax
6yn 6no -
HLl3n5 2

IB H01 CB02 Octreotide
powder for
suspension fcrr

iniection + solvent
mg 2 500 Sandostatin LAR Novartis Pharma

49 BO3XA
OTHER ANTIANEMIC
PREPARATIONS
Ervthroooetin DarbeDoetin

napeHrepanHa
Qoprua

DDD 3 000 Neorecormon Roche J

i2 NO2AAO5 Oxycodone mod ified-release
tablets

mg 1 500 000 Oxycontin Mundipharma

i4 NO2AA55

Oxycodone
hydrochloride/
Naloxone
hvdrochloride

nepopanHa QopMa
mg

(oxyco
0 0ne)

1 500 000 argin Mundipharma

i5 101 CDo1 Paclitaxel
napeHTepanHa
rnonMt mg 300 000 aclitaxel Ebewe

i8 L01XE11 Pazopanib nepopanHa QopMa mg 1 728 000 ,/otrient Novartis Pharma z

1 L01XC1 3 Peduzumab napeHTepanHa
CDODMA

mg 63 000 )erjeta Roche

i2 LOlXEO5 Sorafenib nepopanHa sopMa mg 2 150 400 rlexavar Bayer Schering

i3 LO1 XEO4 Sunitinib nepopanHa cpopMa mg 142 500 )utent Pfizer J

i5 101AXo3 Temozolomide nepopanHa sropMa mg 200 000 lremodal MSD

to LO1 XEO9 Temsirolimus napeHTepanHa
rnooM, mg 2 400 orisel Pfizer 2

i9 N02M02 Tramadol nepopanHa qropMa mg 1 500 000 ramadol Stada 5

/0 101 XC03 Trastuzumab 600 MG
napeHTepanHa

QopMa
mg 324 000 lerceptin Roche

t1 101 XC03 Trastuzumab 150 MG
napeHrepanHa
rbonua mg 180 000 lerceptin Roche 4

2 LO1 XE1 5 Vemurafenib nepopanHa QopMa mg 4 515 840 lelboraf Roche

5 L0'1CA04 Vinorelbine napeHrepanHa
QopMa

mg 16 000 y'inorelbin Ebewe 15

o MOSBAOS Zoledronic acid napeHrepanH a
d)onMa mg 3 000 loledronic acid Sandoz

qacnHr4K'b[' |Ipe!:J]ar'a cpoKoBe 3a yr=]nbJrHeHr4e Ha [op.bqKar]a 3a Te3u oll:
fipr4 ile.pvorvr\4.Hw .qocraBKrz .qo 10 (aecer) pa6oirnu p'HIA or no.qaBaHe

a.q:BKaTa /
npv B'b3HI4KHaJra HeO6xO.qr4MOCT r43BbH CpOKa Ha nepr4O.4zrrHr4Te .UOCTaBKT4

i/nom\ nrFramuu n
\ r+v J / ,,,, JHr[ .

nATTTTerr: .r^crRT4T/4rFe nA r-F nrlTr:RAT' no rtrarcr: 056/851 839.rvAwlg+ ,4v As vv rrv4suq.L vrvr e

HA

,40

oMv|CUs.E a rcolrcrFatrr4tr)a :

, Jlexapcr;'BeHr4Te [po.qyKu]4 no OII Nq 9 : Ne 75/ npeEJroxeHr4 orl yr{acrHr4Ka/ ca c
aKcr4MaJrHr4 cpoKoBe Ha loJlHocr , pa3JlruHw or o6,sBeHt4Te or IIPy - Ebewe vr

poBepeHz or qJreHoBere Ha Kovucwtrra n ny6luqHoro riHrepHer rtpocrpaHcrBo.
a ocHoB[rHr4e .rn. 68 , an.7I , T .2, 6."6" or, 3OII w BbB Bpb3Ka c
oper4sJIoxeHoTo I r.o},4uc.wf,llia 

'tBr4cKBa 
otr yrdactrHrrrca B cpoK otr 5 (ner) pa6orHlt

EJ4 OT NOJIYI{AB HE IIA 14CKAHCTO r E3 IIPEACtrAB'I AOIIIDJIII'Ttre'IE!'T gOKASAtrEJICII'BA
Hanp. opvlrrr4HaJr Ha .qeKIarpaur4.q oT' lIPy 3a MaKcr4MaJIeH cpoK Ha ro.EHocr Ha
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OTBeTHI4.q JIeKapCTBeHI4.E npo.qyK[, , Konr4e Ha CepTilO]4KaT 3a CboTBeTHr4.rr
KapcrBeH npoIyKT vrJrw JIp. |I, , 3aBepeH c noJ]rrir4c, fler]ar r/:. ,,BspHo c
r.--.rr^-^//\m!'yr}J'd,D'a" J 3a nOCOTIeHI4['e OT HeIO EaHH:r1I B KOJ]OHa 9 ,,MaxCvtMaJIeH CpOK Ha
.qHocr B TjAVIHIA" or lJ.peg.noxeHv.tfl,Ta My 3a l4srr.bJlHeHure Ha flopbqKara, 3a
qK^ ATrI{^ ^m IIT/Ttr4paHI/Te |Io-rrope o6oco6e}Iu no3vrrlvrn JIeKapcrBeHTl rlpo.qyKT]4.+!t )

JlercapcreeHr4.q[' npo.uyKT ro oI] Ne 32*, npe.uJroxeH or yqactHr4Ka, e c
KcuMaJIeH cpoK Ha Io,UHocr, pa3Jrr4rJeH or o6ABeHrAA or IlPy - Sandoz r4

oBepeH ot ruIeHoBe['e Ha KoM]4ctl.cra e ny6.nl4r{Holl'o l,tH['epHer npocrpaHctBo.
ocHoBaHr4e vn. 68, a;r. 11 , r: .2, 6."6" or I 3OII v B.bB Bpb3Ka c

peI4SJIOXeHOTO, KoMr4crrstra r45ercKBa otr yr{acEEr4rca B cpoK otr 5(nee) pa6oraz
tt oT rloJlyrlaBaHe Ha I4CKaHeTO r AA rrpeActraBr4 AonrEJrHlrtreJrHr4 floKagatreJrctrBa
afip. opI4rrI4HaJI Ha .4eKJlapalll4.q oT llPy 3a MaKCI4MaJIeH CpoK Ha IonHoC[' Ha
.)mRArFI{T/q nar:n-mpaurlq nnAnlTrm v^nr^^ 

^^^flrlthrrv.m"'-,'*r)crBeHrlfl. npo.UyKT, KorIIze Ha ceprzQzrcar 3d u'bu'r,be'r'Hr4H
KapcrBeH [po.EyKr rJrrA llp.n.r 3aBepeH c [oJlnr4cl ner{ar u. ,,B.{pHo c
vlI.vlHalrat' ) =a nocoTreHI4Te or Helo .EaHHrl B KoroHa 9 ,,MaxcuMaJleH cpoK Ha
.4HocT B roEvrHw" or llpe.qIoxeHil.qTa My 3a tI3n.bJIHeHr4e Ha nopbllKaTa/ Ba
Tl4paHara [o-rope o6oco6ena no3r4ur4,q reKapclneu npoEyKT.
JlercapcrneHnre npo.qyKTrz no Oll Ns 15 ff Ne 66, [pe.qJ]oxeHr4 or yrlacrHr4Ka/ ca c

KCI4MaJTHI4 cpoKoBe Ha rlo.qHocr I E)a3lrr414nvr or o6.qeeHr4re or llPy - Pf izer v
OBepeHI4 OT qJIeHOBeTe Ha I(O\rJvICIAflIa n ny6nI4qHOT'O r4HTepHeT npoCTpaHCTBO.

ocHoBaHr4e vl . 68, an.11 , t!.2, 6."6" or 3oll rA BbB Bp.b3Ka c
pelzSJloxelloro, KoM?rctrarla rrgrrcKB:l otr yqactrrrr4Ka B cpoK otr 5(ner) pa6orHl'r
w OT noJlyqaBaHe Ha I4CKaHeTOT E3 IIpegCItlaBu,qO[rbJIHytTeJIHyt.qoKagatreJrctrBa
anp. opl4ruHail Ha .qeKrapaqil.s or IlPy 3a MaKCr4MaJreH cpoK Ha Io.EHocr Ha
-mRamHT/q frAkan-mFauriq nh^n\zvm v^nr^^ 

^^^nindrnv-m".-,'*pcrBell,l;lfl. npo.qyKT, Konl4e Ha ceprmQzrcar 3d u'bu'-r'be'r'Hr4H
KapcrBeH npo,qyKT vrJru I{p . tr . , 3aBepeH c no,En1z c, neqar u ,,BRpHo c

-^rt\' ^^vr.rvrHalta J 3a nocor{eHlzrre or Herro .qaHHr4 B KoJIoH+ 9 ,,MaxcwMaJIeH cpoK Ha
.UHocr B ToEILHvr" or ll.pegnoNeHufl-Ta My sa msn.bJiueH%e Ha ropbqKara/ Ba
.EKd e.4Ha or qI4TI4paHI4T'e rIO-Iope OOOCOOeHI rrO3wIIw]4 JIeKapCT,BeHr4 npOIyKTt{,

JlercapcreeHr4.rrr [po.qyKT no olt Ns '7 2 , npe.qJ]oxeH or yqacrHrzKa / e c
KcI4MaJIeH cpoK Ha ro.EHocr I pa3Jrra'qe}i,u oT o6.sedHut:: ot llPy - Roche rA

oBepeH otr' r]reHoBere Ha KoMr4cr4.qra n ny6.nyrrrHoro r4HTepHer npocrpaHCTBo.
ocHoBaHr4e un. 68, an. 11 | ,l .2 r 6."6" or 3OII v BbB BpbgKa c

pel43JIoxeHo['o, rcouttcttstra lrBucKE:r otr ylracrrril4Ka B cpoK otr, 5(neo) pa6orrur
97 OT':,.nOJlyqaBaHe Ha IlcKaHeTO I fld rlpeActraBtf norr6JlHuttr'eJrEr4 goKaSaIDeJIctrE}a
anp. opl4r'uHali Ha .UeKJIapaqI4.E oT IIPy 3a MaKcr4MafleH cpoK Ha ro,EHocT Ha

^ITEAmHT/q 
nak2n^mEAurro nn^frrrvm 

^^hmrrArrrnrn",-,.*pcrBeHil.s npo.qyKT / Konr4e Ha ceprtz@urcar 3d u'bo'J_'Be'r,Hl,l.q
KapcrBeH npo.qyKT rAlrw Ep . tr . , 3aBepeH c noJlrrl4c, ler]ar rA ,,Bxpuo c
vr'.llAHaJtatt) :a rtocoqeHl4Te o[' Het'o.qaHHI4 B KoJ]oH+ g,,MaxcwMaJIeH cpoK Ha
.qHoc[' B ToErHvr" or lipegroNe:ts,vls.Ta My Ba mgn.s.riHesne Ha [op.bqKara/ 3a
llrpaHara [o-r'ope o6oco6eHa no3wrJt .rr reKapcreen npo.qyKT.

,/TO[ XOCTIHTAJI CEPBHCZ A,q
\4JACus.Ta e KoHCTarJ4paJIa r He B |IJI]IK Ne 1 ygacrHr4K.br e npeICTaBr4JI
ylcKBalll4Te ce or Br'sroNzler,tl .UoKyMeHTI4, cblrlr4Te c.borBercrBar Ha
},rcKBaHI4.rITa My V7 paSr'JIeXIIa npe.n,JIoxeHI4eTo Ha yaracTHI4Ka 3a 143rlbJIHeHI4e Ha
pbqKara/ rocraBeHo B n,nffr Ns 2.
acTHl4KbT npe.EJIaIa .[ocTaBKa Ha:

on
Ne

AHar oMo-
repaneBThL.leFl

KoA /ATC/

Merr.tlynapogHo
HENATCHTHO

Ha14[4eHoBaHhe /lNN/

IleKapcrBeHa
SopMa

MFpKa
nporH03Ho

KonrlqecrBo (B
nocoveHara n,tnpra)

Tuproacxo
HAilMEHOBAHUC

flphrexarer Ha
pa3pe[!eHfieTo sa

ynorpeba

Cpo( Ha

roAHocr
or nPY B

ron hHu
1 o 5 o 7 8 I 10

9 VO34FO3 Calcium folinate napeHrepanHa
QopMa

mg 350 000 Eendafolin Lyomark Pharma
GmbH, l-eprr,raxr,tn

2

v cTHr4KbT npe.4Jrara cpoKoBe 3a r43n5JIHeHr4e Ha nopbrJKaTa:



npw nepwog.rtrtHvr .qocraBKrr 7 (ceaerrl)
npv BB3I-rzKHaJIa seo6xo.qzMocr u:lBbH

paooTHr4 EHVL oT no.4aBaHe Ha 3a.SBKaTa,
cpoKa Ha nepilo.qr4r{Hrztr'e .uocraBK]4 - 3

JI

o

tz) n:6n'nwrz nHu..1

EJIarla 3a.qBKl4'Ie .4a ce rro.qaBar ro @axc 02 / 408 4 0 13 .

KapcrBeHu.cr' flpo.4yKT rlc) OII Ns 9 , npe.qJroxeH orl yqacrHr4Ka / e c MaKcr4MaJTeH
K Ha ro.qHocr / pa3rJ4ueH or o6aBeHufl. or IlPy Lyomark Pharma GmbH,

pMaHI4.q u npoBepeH or rlJIeHoBere Ha KoMI4cr4.qra B nyorr4T{HoTo I4HTepHer
cTpaHc[']3o.

ocHoBaHI4e u.n. 68, a.r:.11 | ,1t.2 | 6."6" oT 3OII rA BbB Bpb3Ka c
I43JloxeHoro, KoMttcr4rrna rrgr4cKBil or yriractrHvrca E cpoK otr 5 (uer) pa6oranr
oT rIoJlyr]aBil.He Ha 14cKaHeTo, A4 IIpelqCIgaErr AOErbJIHUrtreJrHt4,qoKagatreJICIIIEa

np. opI4rrI4HaJI Ha .4eKraparlr4.q oT IlPy 3a MaKcr4MaJIeH cpoK Ha Fo.EHocT Ha
rBerHI4.q JIeKapctBe:uvrs, npo.uyKr, Korrr4e Ha ceprzQurcal 3a c.borBerHr4.q

KapcrBeH [po.UyKT uiJrvr llp . n " , 3aBepeH c rroln]4c, ner{ar u ,,B.EpHo c
:r'tAHalratt ) =a nocoqeHl4te or Hero .qaHHJ4 B KoJIoHa 9 ,,MaxctttMareH cpoK Ha

.qHocr B T:EIA:r-I " or ll.pe.qnoxeHyr.qra My 3a I43n.bJIHeHl4e Ha nopblrKara, ga
TmpaHarla [o-r,ope o6oco6eua nosvrrJvlc reKapcteeu upoIyKT.

//MC CAPI!{An AE
1 rzi:: crnHT/kqm e npe.ucTaBvlJI

clblltl'Ie cborIBeTC[I'BaT Ha
yrlaicrH.t{Ka 3a u3I'bJTHeH]4e Ha

cIAfr.Ta e KoHcrarr4paJla, 9e B IJII4K Ne

p'bqKara, rocrraBeHo B tIJII4tc Ns 2.
aCTHI4K'bT npelJrala cpoKoBe 3a l43n.bJlHeHile Ha nop.byKaTa:
npl4 nepl4o4vrqHvr .qocTaBKI,I 10 (,Eecer) pa6orHw EH'A oT no.qaBaHe Ha 3a.qBKaTa/
npv B'b3lrI4KHaJra ueo6xo.qzMocr r4:lBbH cpoKa Ha flepr4o.qr4 Hr4Te .qocraBKr4 - 5

cKBarrlrtTe ce or Br'3,lloNuter.q . ,qoKyMeHTr4,
cKBaHI4.sTa My yr pa3rrJrexla |Ipe.qJToxeH]4.qTa Ha

r4cKBarrlr4Te ce or B.rgroNmten.q .EoKyMeHTr4 /
ucKBaHr4.s'ra My vr pa3rlJrexJla npeltJroxeHvrfl.Ta Ha

u AonycKa elBr4alrla Eo orleHrrBaHe w

,,oAPMHETT/ A,q
cvrfl.Ta e KoHCTarI4paJIa, He B nJruK Ne 1 acTHr4K'bT e |IpelcraB]lJr

I
K
I4

u
n
v
'llo

TC CbOTBETCTBAT HA

YIIACTHI4KA 3A I43NbIHCHI4E HA
pbrlKara/ rocraBenu B wrvrKoBe Ne 2.
acTHI4K'bT e oOopMI4r npeEfioxeHtAHEa cu 3a r43n'LJIHeAr4e Ha [op'brJKaTa (nrr4KoBe
2) za zcnKa orIeJrHa o6oco6eHa no=vrrJvrs., KaKrlo cJre.qBa:

MeXAyHapoAHo
HCNATEHTHO

Hat4MeHOBaH Ie
/lNNt/

nporHo3Ho
KOIl14qecTBO

(a nocoverara
MepKa)

Trrcroecxo Hitfi MeHoBaH!4e
TOAHOCT

or nPY B

roA LlHt4

Cipla (UK) Ltd,UK

flphrexaren Ha pa3peueHileTo 3a

. ynorpeoa

Boehringer Ingelheim
International GmbH, Germany

10



aCTHI4KbT npe.UJ]arla CpoKoBe 3a I43nbJIHeHI4e Ha nop.brIKaTa/ KaKTO
npr4 nepuo4vrv.Hu .EocraBKr4 4 (uerw.pu) pa6olglz E:r-vr or noIaBaHe
nnT/ RRaLTT/kHt ne qan6vanrr^trA-m! uJr.yrr\riqJrq nsvvAvAyuvrvva ylllB'bH CpOKa Ha nepllo)\VII{}IWTe

cJre.qBa:

nnam:EkT, - ?
Avvrs!r\yf

rt \ n:6nrnurz frrJr^.. I

e.trJIara 3a.qBKI4['e .ua ce no.qaBaT no oaKc

rcoHctratrr4tr)a:

IIOKyMeHrlaUI4.STa 3a ytlaCTI4e Bt=nOXm[lel.qr

a lIpeEJIaFa / yqactrr{r4KtBtr lqa 6rge oectrpaHer{ yqactrr4e B [porleA]4patra
BC9Aq.KU O6OCO6esyt rtoBvtrJwr, Eo Kor4tro e Aorlycr{atr Eo yqactrue B

r!;r/ Ha ocltoEral{r4rs qJr.69 | alr.t, r'.3 os SoII .

/,AJITA aDi\PltACFTUI{5trrCt' EOO,q
lTi 1 - -:-TIJIUK Ne 1 yqaCTHI4KT,T e npe.UCTaBI4JI

,EOKyMeHryI , CFIII4TI'e C'bOTBerCTBaT Ha

crnfl.ra e KoHcTaTI4'oaJIa, qe B

(

TI

B

w

Ne

fl

,4

B

A

^a^nmimt at TJnannnrraur/amnI'o'J-'uxHe Hd. oQeI--*-*, ,.r.-AJIO)KeHileTO 3a IA3L|bJLeH]1e Hd rrop.bqKaTa - nJIylK
2: ,,8 nJtvrKa ce nocraB.s nontrHeHoro llpe4noNeuue 3a r43nbJlHeHyle Ha

p.bqKara / KoeTo Tp.goBa .ua cboTBeTCTBa Ha [OcOqeH]4['e ILSrLCKBaHVrF. Ha

o
r\

9

K
u

Healtcare Limited. UK

r injection + solvent

1 ro4nna n9

rastuzumab 'l 50 MG

Mex4ynapo4ro
HENATEHTHO

HAhMEHOBAHUE

/INN/

3JIOXI4TeJIJT 3a 143rIbJIHeHI4e Ha fiOpbrrKaTa u ,qa e i?t5rotrBet{o no llpr{floxetlgrrr
paBer{ Ne i2. "
trtylcILfl,Ia CrrI4Ta, qe ooepTa,ra Ha yrlacTHr4Ka He otrFo+aprr Ha uSucKBaHugTa Ha
3JIoxI4TeJIJT rIo BCvIItKIA o6oco6esm r7o3lr.r\rrlL, 3d Kor4,ro e no.qa.qeHa '.w lonycHaTa

yrlacrl4e I TtiT Karo B npe.qJIoxeHr4.qra My 3a r43rr.bJrHeHr4e Ha nopbr{Kara 3a
el(vl oT.EeJIeH JIeKapCTBeH npony.Kr Jrr4ncBa I4HOOpMaUIAfr.Ta B KOJIOHa 2 -
a['oMo-TepaneBrll4qeH Ko.4 /ATC/ w He ca ]4BrorBeHI4 no cre.UHr4.q o6pa3eu:

I4CKBAIIII4TC CC OT BI,SIONI4TCN.'T

1l



w

II
v

ncKBaHufl.Ta My vr paSr,JIexJIa
p'bqKaTa, nocTaBeHo B rrJlrrK
acTHr4KbrI frpelJrara JlocTaBr(a

npe.qJIoxeHr4e To
Ns 2.

Ha yqacTHI4Ka ?  T/QNLTHAHT/A HA

AHaroMo-
TepaneBTI

']eH KoA

/ATC/

Me4qyrapo4no
HENATEHTHO

Hah[4eHoBaH he
/INN/

IeKapcrBeHa QopMa Mnpxa
flporHosHlr
KO|t4r.tecTB TrpfoBcKo HahMeHoBaHIe

flplrrexaren ta
paspeuieHfieTo 3a

ynorpetia

CpoK
HA

roAHo
CT OT

nPv -

B

roAL4H

A
t 4 c o 7 d 9

5 101 XC07 Bevacizumab napeHTepaflHa QopMa mg 560000 Avastin
Roche Registration
Limited UK

LOlAXO4 Dacarbazine napeHIepaflHa QopMa mg 170 000
DACARBAZIN TEVA powd.
for sol.for ini. 200 mq x 10

Teea Oapn,tacrcrurrnc
Ernraprn EOOA

3

LOl DBOl
Doxorubicin
hydrochloride

powder, dispersion
and concentrate for
dispers;ion for infusion

mg 40 000
Myocet 50 mg powd.,disp.
and conc.for disp. for inf. 50
molboxx2sets

Teva Pharma 8.V.,
XonaH4un 15

LO2BB04 Enzalutamide nepoparrHa QopMa mg J/O JZU
Xtandi 40 mg soft capsules
x 112

Astellas Pharma
Europe B.V., Hna-r

LO1 XE03 Erlotinib nepopanHa QopMa mg 684000 Tarceva Roche Registration
Limited UK j

LO3AB04
LO34BO5 Interferon alfa napeHlepanHa QopMa MU 2700 Roferon-A

POtlJ lrtflrapht
EOOn z

LO3AA14 Lipegfilgrastim napeHrepaflHa QopMa mg 420
Lonquex 6 mg sol.for inj. in
pre-filled svrinqe 0,6m1 x 1

UAB "Sicor Biotech",
Iurea 2

L01XC1 3 Peduzumab napeHrepaflHa Qopira mg 63 000
Perjeta 420 mg concentrate
for solution for inf. x 1 vial

Roche Registration
Limited UK

101 XC03
'Trastuzumab

600 mo
napeHrepanHa Oop[,4a mg 324 000 Herceptin 600 mg

Roche Registration
Limited UK 15

101 XC03
'Trastuzumab

150 mq
napeHrepaflHa QopNla mg 1 80 000 Herceptin 150 mg

Roche Registration
Limited UK /

7 LO1 XE1 5 'Vemurafenib nepopanHa QopMa mg 4 515 840
ZELBORAF 240 mg film-
coated tabldts x 56

Roche Registration
Limited UK

(

Il

L
M

E

II
H

r1

JT

o
rr

1

K
w

I4

II
v
o

acTHr4KbT flpe.UJrala CpOKOBe 3a r43nbJ]HeHhe Ha nopbgKaTa:
fip]4 [ep]4oEnuHIA .qocraBKI4 10 (.Uecer) pa6oTHIA AH]/ or ro.qaBaHe Ha 3a.rrBKaTa/
npyl Bb3rII4KHaJIa Heo6xo.4l4MocT I4:3BbH cpoKa Ha flep]zO.EIZr{HI4Te .qocTaBKr4 - 5
er ) pa6o,rHr4 ,UHr4 .

e n ne rl.a ?;t qRT4T/Te .Ua Ce no.qaBal no QarC 02 / 9532 622 .

rtrucn r.Ea KoHctratrrftr)a :

JIerapcree:r,vrfl.r npolyl{T no OII Ne 22, npe4Jrot(eH or yqacrHr4Ka/ e c
KCt{MaJIeH cpoK Ha rrO.UHocT, pa3JII4rreH oT o6.qBeHr4.q oT IlPy - Astel-fas Pharma
rope B. V. , Hmgeprau4ms tA npoBepeH or qJreqoBere Ha KoMr4cr4.qra B

6nr.rHoro rzHTepHer npocrpaHc['Bo.
ocHoBaHr4e ul . 58, aJI .11 | l .2 | 6 ""6" otf 3OII u BbB Bp.b3Ka c

pel4SJloxeHoro, rcotqvrc,vrf,tla rrgtrcKBa otr yqactrHgtrca B cpotc otr' 5 (neu) pa6orHlr
w or lloJlyqaBaHe Ha 14cKaHeTo I EA rrPetrCl[taBlr FOtrlBJrIttrIFeJrItr4 noKa3atreJrctrBa
anp. opl4rrI4Har Ha .UeKrapautls oT IlPy 3a MaKcr4MaJreH cpoK Ha rlo.qHocT Ha
OTBeTHI4.q JIeKapcI'BeHIAfl. npO.qyKT' / KOIII4e Ha C:epTilotIKaT 3a CbOTBeTHrz.rr
KapcTBeH npo,4yKT rLrru Jtrp . n . , 3aBepeH c noJlril4c, rerraT u ,,B.EpHo c
rAlvlHaltat') sa nocor{eH]4TIe or Herro.uaHHu B KoJIoHa 9,,MaxcwMaJleH cpoK Ha
IIHOCII B TOEUHVI" Or llpeEnOXe[ylsla My 3a I43n,bJIHeHile Ha ropbqKara, 3a
Tr4paHar|a no-rope ooocooeHa no3urJvr.q reKapcTBeH npo,tryKT.

. f,EKO€APMrr EOOI
\Lwcvrfl.Ta e KOHCTaTl4paJIa r I{e B rIJ]I4K N! 1 yuaCrHr4K.bT e npeICTaB],rJI
t{cKBalII4Te ce oT Br'Snoxzlels .4oKyMeHTI4/ ctbrrlr4're c.borBeTcrBa[' Ha
ncKBaHL4.fl.Ia My r4 pa3rulexJla npeAJloxeHr4.rrTa Ha yr{acTHJ4Ka 3a r43[.bJIHeH]4e Ha
p,brrKara, [ocraBenyr B rtJrvrKoBe Ns 2.
acTHI4K'bT npe.qJlarra cpoKoBe 3a r43nbJIHeHI4e Ha rrop.brJKa['a 3a BCngKV
/\^rr^rrr" nflepnpdHj4 Jilr, J(aKTo cJIe.uBa:
np]l nep]4o4vrq[w .EoclIaBKI4 2(lza) pa6oruu .qHI4 or ilq.qaBaHe Ha 3a.qBKara/

T2



npr4 B.b3}lr4KHaJra Heo6xo.qr4MocT
E4H) paoOTeH "qeH.
an[^n: E.a qPkTrma T]: -a n^n;tR:m IIO

crJr4Ta, qe o(lepna,la !{a
t7 u Ao[ycKa crEl4:rtra Ao

nonT/^ TTTlltIJT/mA nrf -m: RrT/ - |llvrJlvfr,r Avvrg!r\,f

Qaxc 02/963 15 6!.
yqactrrr4Ka

or{exrrEane u Knacr,tpaHe rro o(leprapaHr,tre

IA

IA

|l
v

. ,,rDAPKO,IIz A,q
\rIJ,7cI fl.rya e KoHCTa[']4paJIa r l]O B IIJITIK Ne 1 yuaCrHZKbT e npe.qcTaBr4Jl

'ICKBaIIII4Te 
ce or Btg.Ilcrx,trer.q .4oKyMeHTyl , cl,brrlr4Te c.borBeTCTBar Ha

TICKBaHI4.q'Ia My IA pa3rrJIexJlit npe.ttJlOXeHI4.ETa Ha yqacTHl4Ka 3a I43|I,L'JIHeHI4e Ha
pbrlKaTa/ rocTaBetvr B rrJrral{oBe Ne 2. ,

aCTHJ4KBT npeEJIaIa CpoKoBe 3if r4SnbJIHeHI4e Hq IIOpbrJKaTa 3a BCTAUKVI
nrpnpdH.y] ,)rr!t KdKTO cJIe.qBa:

npx nepr4o.ur4qHr4 .4ocTaBKr4 ,4o
JtBKaTa /
npr4 Bb3HT4KHaIa HeO6XO!:rlMOCT
c.nl na6o'r'r+rrr fi:-rr4.
onn^r^ e:qpkT4me .qa ce noEaBaT no

cqr!tra r E€ o(beptraEa Ha
ox%treJr:E u florrycKa cEt4atra Ao

I O / nor-om\ n:6nmsrr nHV nm Frnn^R:Ho H:

vrrl)Dn eyv^a no IIOpTIOEI/ L\IHll{rTe .EOCTaBKI4 - .qO 5

Qaxc 056/857 122.
yqactrllllKa otrrroB+prr Ha rrgrfcKBaHr4rrtra Ha

or{eHrrBaHe w KFacrpaHe rlo ooeprpaH%tre

BUPRENORPHIN ACTAVIS
TRANSD.PLAST.

CAPECITABINE ACTAVIS
FILM.TABL.

CARBOPLATIN ACTAVIS Actavis Group
PTC ehf, ly'cr-r

EPISINDAN POWD. INJ.
Actavis Group
PTC ehf, k'lcn-n

ETOPOSID ACTAVIS
CONC.FOR SOL.FOR INF.

VICTANYL TRANSDERMAL
PATCHES

Actavis Group
PTC ehf, lceland

LO1 XX1 9
IRINOTECAN CONC. FOR
INF.SOL.

Arraenc EA.Q,

Surrapnr

OXYCODONE ACTAVIS RP Actavis Group
PTC, lceland

13



LO1 XX1 7
-lopotecan napeHTepanHa

QOpMa
mg 880

POTACTASOL POWD.FOR
CONC.FOR SOL INF VIAL

Actavis Group
PTC ehf., t4cn-n

101 CA04 Vinorelbine napeHTeparHa
Q0pMa

mg 16 000
VINORELBIN CONC. FOR
INF.SOL.

Arraenc EA.[,
Eurrapnn

3

MO5BAOs .Zoledronic acid napeHr epaflHit
Qopna

mg 3 000
ZOLEDRONIC ACID ACTAVIS
coNc.FoR soL.tNF.

Actavis Group
PTC enf., l4cn-s

25

KoMrzcm.g:

Ilnonnonlmon'rrt,eAvvAs f e,a .

r{renone:

/v.t<oer. /

/C llamvapa /
/ v'lrvrr\v!s/

1

2

3

4

t4
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I

JINC3

cd, B ,,KOU,-EYPIac" EOOI, Ha a.4pec

I B XmpyplmueH Kopnyc Ha ME/UI-Eyplac

o6eH Iopl4cr i

Il-Byplac"EOO,4;
llCET3C" - O6uviHei Eyplac;
Eypr'act
r I ynpaBI4Ter 6ongu.rHa arreKa ,,KOU-

08.2015 ro.ulzHa ua Vnpanl4Ter.q Ha *KOU-
w9 . -w LJ I VAvrnq flq

oxra pa6ora no pa3r'JlexraHe, oueH.aBaHe
3a yqacTvre B oTKpmTa rpoueEypa 3a

npe.qMer: ",!ocraerca Ha JIeKapcrBeHI4
oliflBatvrl, no lpl4JIoxeHa cneqrQIlKaL\vIfltt .

21 .01 .2015 T. r perrilcrpvlHaHa n AOll no.u

Hr4e B POII Ne 519 284/21 .01 .2015 r'.

craBa Ha flpl4cbcrBalII4Te. Vcr'auonu, r{e

rA oTKpvr 3ace.ualll4ero .

Ctan nagrr,nexrraHe Ha JIoKyMelITI4Te B nJIt4KoBe Ns 2 - llpe.qloxeHI4.qTa 3a t{3n'bJIHeHI4e

,rJ 1ot*oKara, npe.qcraBeHr4 orrl yqacrHyruvre vr Ha ocHoBaHI4e qJI . 68, an.11 , T.2,
6J"6" or 3OlI , Ko\rtyrcvrfl,Ta vrSuc)Ka or yr{acr[vrrJvrreiU,l \J Vf J\/11, 

^Vlvsluvtn 
f q vlJvr!.ars vr J rsv!rt'r+Jr+v '

1l o rr{cMo nsx.Ns 1201 /I1 .09.2015 :n. ,40 //Me,4ercc" OO!;
2! c nilcMo ilsx.Ns 1208/I't.09.2015 r'. .Uo ,,OboHtzKC Oapva" EA,[;
31 c nilcMo r3x.Ne I2O9/I1 .09.20 15 r'. ,4o ,,Ton Xocnnran Crpevc" A!,;
4l c ryrcMo t4sx.Ne I2IO/11 .09.2015 r'. .Uo ,,Arra @aprvralcnrvrK'afic" A[,,
nA nncrT.'F: RqrF ,Uon.bJIHI4Ten;,.Hr4 .UoKa3aITeJIcrBa 3a rocorleHl4 or T.qx .EaHHl4r B cpoK
a9 rrvvfiv + s,e{r +

rlrF 5 (ne.n') rla6ottrtt E:;,IA or noJlyt{aBaHe Ha l4cKaHero 3a roBa.v \rrv+ t LJsvYl

Bb]4.{xm yr4acrHvrrJu rrorBbpJlt4xa [oJlyr{aBaHe['o Ha flI4cMara, c Bxo.q.qql4 HoMepa or
1T .09.2015 r.

peilI4TvlpaIl]4 yr{a cr Hrngl'L .

ra [OCTbII4J]I4 .4OnbJIH],ITeJIHI4 EOKaSaTeJICTBa OT BCI II.KVI

rA O6CI,X.Ea IIOnbJIHI4TeJIHO npe4CTaBeHI4Te OT' yr{aCTHI4I-lilTe

)e.qa Ha BXoEI4paHe Ha o$epute r4la 3a yr{acrIze B

B I 3aKoHoBI4.a cpoK ca [ocrbrI4J]I4 .qonbJIHI4TeJIHI4

KpMJ4cI4.sra :KoHcrarlzpa :

1

C

K

,,ME,qEKC/' OOE - o(lepra c Bx.N2 04/26.09.2015 r.
rrr4cMo Bx. Ns 238 or 24.09 .2015 T. r yr{acrHI4KET e rlpe,qcraBilJl KonvrE' Ha

: mkTlmo x:n^ T(rlenw.nrAKrA Ha .II[ |Io OII NeNs 72 w i 15 , z Kar]ecTBoTo vr]N4 Ha
e r:qys!\r

[.bJ]HtIT e JrHl4 .UOKa3 aTeJICT B a .

yvAuL

YClJraIjIOBIlt
rF2 TTFT4AN(r ITRFHT4

KA3ATCJTCTBA.

qe [pe.uJ]oxeHl4Te or yrracrHmKa cpoKoBe Ha ro.uHocr 3a
|lpoIyKTa c'bc)TBercTBar Ha ,49r1'bJIH]4TeJIHO npe.qcTaBeHilTe

a qprteMa ,qonqbJll{t ttreJII{9ITe ,qoKaSaIEeJICtrBa / r4)e,qcllaBelt't Otr yr{acEE%Ka u
o(leprana !,ly Ao o4ef;r'rB rle 14 KJracr/rpalre no cJreEl{trlle oQepr4>arul otr lreFo



r\
n

AHaromo-
TepaneBT
fiqeH KoA

tArct

Merqyrapo4Ho
HETIATEH IHO

Ha14[,reHoBarifie /lNN/

fleKapcr6eHa
+op[,ra

Mnpra
flporuoonu

KOr|14qeCTBa

Tr,proBcKo
HaINreHoBaH Ie

flpurexaren Ha

pa3peuJeHileTo 3a
ynorpe6a

CpoK Ha

foAHocT
or nPy -

B roAuHt4

J LO1XX44 Aflibercept napeHlepanH
a Qopna

mg 60,000
Zaltrap conc.for
sol. for infusion

Sanofi-Aventis
Groupe, Opanqur

4 LO1 XE1 7 Axitinib n€)popanHa

Qoprua
mg 11,200

Inlyta fllm-
coated tablets

Pfizer Limited
O6e4nneno rp-eo

o NO2AEOl Buprenorphine nflacTrlp
mrcrogr
am/n

20,000

Buprenorphin
Actavis mcg/h
transd.oatch

Actavis Group PTC
ohf lnaland 15

I LO1 CD04 Cabazitaxel napeHr ePanH
a Qopva

mg 3,240
Jevtana
conc.and solv.
for sol.for inf.

Sanofi Aventis
Groupe, Opanqur

10 101 BC06 Capecitabine nepopanHa
QopMa

mg 40,000,000
Capeda film-
coated tablets

LlafixaSapua
Buco xo xa.{ecreeH [re
Iexapcraa A.0. 6-n

12 101 XC06 Cetuximab napeHt'ePatH
a QopMa

mg 200,000
Erbitux solution
for infusion

Merck KGaA,
l-epnitanuR

14 LO3AA

COLONY STIM.
FACTORS
Filgrastim
I enoorastim

napeHTepaflH
a QopMa

MU 1 2,300

Zarzio Sol. for
inj.or inf.in pre-
filled syringe

Sandoz GmbH,
Austria

15 LO1XE16 Crizotinib nepopanHa

QopMa
mg 75,000

Xalkori hard
capsules

Pfizer Limited
O6e4uneno rp-eo

17 LOlAX04 Dacarbazine napeHTepanH
a Qopva

mg 170,000

DACARPAZIN
TEVA pgwder
for sol.for ini.

Teea
Oapniracrcruxrnc
Etnrapnr EOO,[

20 LO1 CDO2 Docetaxel napeHTepaflH
a OopMa

mg 80,000

Docetaxel
Accord oonc. for
sol.for inf.

Accord Healthcare
Limited O6eAuneno
Kpancreo

2

21 LO1 DBOl
Doxorubicin
hydrochloride

powder,
disp.and
concenlrale
for disp.for inf.

mg 40,000

Myocet fowd.,
disp. and conc.
for disp.for inf.

Teva Pharma B.V.,
XonanAnr

15

22 LO2BB04 Enzalutamide nepopanHa

QopMa
mg 376,320

Xtandi s
capsuler

)ft Astellas Pharma
Europe 8.V,, Hn4-r

24 LO1 XX41 Eribulin nirpeHTepanH
a QopMa

mg 106
Halaven
sol.for iniection

Eisai Europe Limited,
O6e4nneno xp-ao

4

28 NO2ABO3 Fentanyl nrracThp
mrcrogr
am/n

1 10,000
Victanyl
transd.p

mcg/h
atches

Actavis Group PTC
ahf lnoland

31 101 BC05 Gemcitabine
napeH repanH
a SopMEl

mg 1,1 00,000

Gemc;itabine
Accord donc.for
sol.for infusion

Accord Healthcare
Limited OOeAuueHo
Kpancrso

2

35i
LO 1 XX28 lmatinib nepopanHa

QopMa
mg 780,000

Hronileu
capsuler ;, hard

9araxaQapua
B I cororaqecree H r4re
Ier-ea A.E. 6-n

2

40 LO3AA14 Lipegfilgrastim napeHTeparrH
a QopMEl

mg 420

LOnque)
Inl.rn pr€

syr.

:sol.lor
-filled

UAB "Sicor Biotech"
V. A. Graidiuno g. 8,
LT-02241Vilnius, fl- z

42 101 DC03 Mitomycin napeHTepanH
a SopMa

mg 1 5,000

MITOM'
KYOWl
for sol. I

'clN-.c
powd.
)r Inl.

Nordic Pharma s.r.o,
9exnR

49 BO3XA

OTHER
ANTIANE.MIC
PREPARATI-
ONS
Erythropoetin
Darbepoetin

napeHTepanH
a Sopnaa

DDD 3,000
Binocrit
Sol.for inj. In
pre-fille$ syringe

Sandoz GmbH -

AecrpilR
z

50 l_01XA03 Oxaliplatin napeHTepanH
a Soptrra

mg 120,000

OXALIPLATIN
ACCORD conc.
for sol.for inf.

Accord Healthcare
Limited O6eAnneno
Kpancreo

2

NO2AAO5 Oxycodone capsules, hard mg 300,000
Oxycodone
Actavis caps.

Actavis Group PTC
^ht t^^t^^i9t il ., tugtat tu

'1 5

NO2AAO6 Oxycodone
prorongeo
release tablets

mg 300,000
Oxycodone
Actavis tabletes

Actavis Group PTC
ehf., [4cnan4un

2



4 NO2AA55

Oxycoclone
hydrochloride/
Naloxone

nepopanH a

QopMa

nrg
(oxycod

one)
1,500,000

Targin
prolonged
release tablets

Mundipharma
GmbH, Aecrpun

56 MO5BAO3 Pamidronic acid napeHrepanH
a QopMa

filg 20,000

Pamitor
concerrtrate for
sol.for infusion

9ailraSapua
Buco xoxaqecteeH nte
Iexapcrea M, 5-n

62 LO1 XE05 Sorafenib nepopaJrHa

Sopva
ntg 2,1 50,400

NEXAVAR film-
coated tablet

Bayer Pharma AG,
Germany

63 LO 1 XE04 Sunitinib nepoparHa

Qoptrra
mg 142,500

SUTENTI
hard capsules

Pfizer Limited United
Kingdom

64 L0'18C53
Tegafur/gimerac
il/oteracil

nepopairHa
Qopua

DDD-1
tabl, (15
t4,35t1
1,8m9)

3,024
Teysuno
hard capsule

Nordic Group BV,
Xonan4nn 4

65 LOlAXO3 Temozolomide nepoparHa
Qopua

mg 200,000
Blastomat
hard capsule

Alvogen IPCo.SARL
flrcrceu6ypr

66 LO1 XEO9 Temsirolimus napeHTep rrH
a QopMa

ntg 2,400
TORISEL
conc.and solv.
for sol.for inf.

Pfizer Limited,
Benrro6pnrannn

2, //6bOHI4KC .DAPl,lA" EA,q - oQepra c ax.Ns
C nr4cMo BX . Ns 240 or 25 . 09 .20f 5 rr .

Tcn:rrrrTlmo .z:n:rTenwc.nuKw He.TTfi nO Oll NsNg

ilY Ha .qo['bJrHr4TeJrH]4,EOKa3aTeJrCTBa.

Kc)l'Etc'z,ara ycEanoBrr :

Ytr?rparfl/ltre 
ofl, Ita ocHoBaFltre rirJr, 69 , aJr, I , tr

Kci ncllgra ,qo[ycrca o(lepeara rra yr{actrHr4Ka
crietrHrttre o(lrepraparrr,r olr' rreFo r:oBwuryri

05/27.08.2015 r'.
, yqacTHIIK'bT e |Ipe.4crraByIJ]
9, 15, 32*, 66, 72, J5, B

KOIIITfl. HA

KAqECTBOTO

'l Vu: -mHT/T4qm e npeIICT arlr/IJr ,4o[bJrH]4TeJrHr4 .qoKa3areJrcrlBa 3a JIII |Io Oll Nel5 rA

l\1t'7 t vArrmA nn mDL, , Lt ,.---bpx.qaBar [pe.qJ]oxeH]1Te or Helo cpoKoBe Ha ro,trHocr Ha re=u JIII;
TerHr4 .qoKaBareJICTBa 3a JIll no O|I NsNe 9,
Te oT yqacTHllKa cpoKoBe Ha Io.4HocT Ha
T.brZ Karo: i

vrJI cpoK Ha IOIIHOCT 3 tOAVtUVt, a B

BO TO3l4 CpOK e 2 I1OE:/ 1:ts't't i
- 3<r Oil Ne 32* - npe.qJroxeH cpoK Ha rrolHocr 2 lolSwnu, a B .qon'bJrHr4TeJrHoro
.Edra:areJrcrBo rosr4 cpoK e 5 rop.uuu;
- ?;r OfT Ng 66, - nnanf,^yaH -n^k HA n^nH^.r ' -^ *-"'-'- npe.uJloxeH cpoK Ha rlo.qHocT z ro4I4HI4, a B .uo[.bJIH]4TeJIHoro
gdxa.sateJrcrBo ro3r4 cpoK e 3 r.o4tauv;
- BaI Ofl Ne 15 - npe.uJroxeH cpoK Ha rrolHocr 1r5 To4taHr/rt a B .qonbJIHr4TeJIHorlo
.qoKa3arreJrcTBo To3il cpoK e 3 tonwuu.

Kdlorcuaz'a (rlvrra I
sal OII NeNe l), 32*

qe rlpe.qJIox(3HIIfl.Ta 3a ]43n'bJIHeHI4e Ha [Op'bqKaTa Ha yqacrH]4Ka
, 66, '7 5 He orloBap.qr Ha wSrtcKBaHu;.fl.tra Ha BtgroNrrer.q u

rqlegnara cqr[ry{Ftr ga 6rge otrctrpanerr otr ysactrrre B rrpoqegypatra ga JIrI rro
irrapaHr,rre OII , rra ocHoBautre rirJr, 69, a,n,l, e.3 or'3OII .

AO Or{eHsrBaHe Vt KJracrrpaHe rlo

on
Anarot'ro-
TepaneBTh

qeH KoA
IATCI

MexqlyHapoAHo
HENATEHI HO HAHMCHI)BAHilE

/INN/
IexapcreeHa Qrrpna

Mnpr
a

['lporH03Hn
KONHqECTBA

Tb[rroBcKo
HAUMEHOBAHhE

nphrexaren Ha
pa3peueHhero 3a

ynorpe6a

upoK Ha
roAHocr
or flPY

roa14H]4

t.01xE13 Afatinib nepcrpanHa QopMa mg 16 800 Giotrif Boehringer

1 LO1XX44 Aflibercept napeHrepanHa
6opnta

mg 60 000 Zaltrap Sanofi Aventis J

t-01xE17 Axitinib nepopaflHa QopMa mg 11 200 Inlyta Pf zer

5 t-01xc07 Elevacizumab nap€rHTepanHa
CDOPMA

mg 560 000 Avastin Roche

8 101 CD04 Cabazitaxel
napeHrepanHa
6oprva

mg 3 240 Jevtana Sanofi Aventis

,l t_01xc06 Cetuximab napeHrepanHa mg 200 000 Erbitux Merck KGaA )



QopMa

15 LO1XE1 6 Crizotinib nepopanHa QopMa mg 75 000 Xalkori Pl zer

19 N02M08 Dihydrocodeine nepopanHa QopMa mg 'l 500 000 DHC Continus Mundipharma 3

23 LO,1DB03 Epirubicin napeHTepanHa
6ooua mg 1 10 000 Epirubicin Ebewe 3

25 LO1 XE03 Erlotinib nepopanHa QopMa mg 684 000 Tarceva Roche I

27 LO1XE1 O EverolimLrs nepopanHa QopMa mg 18 000 Afinitor Novartis Pharma

29 101 BC02 Fluorouracil
napeHTepanHa

QopMa
mg 8 250 000 5-Fluorouracil Ebewe 2

30t LO 1 XE02 Gefitinib nepopanHa QopMa mg 275 000 tressa Astra Zeneca .1

351 LO1 XX28 lrnatinib nepopanHa QopMa mg 780 000 Glivec Novartis Pharma z

36
LO34B04
LO34BO5 Interferon alfa

napeHTepairHa
Soptua

MU 2 700 Roferon-A fl. Roche a

39 LO1 XEOT Lapatinib nepopanHa cpopMa mg 1 750 000 Tyverb GlaxoSmithKllne a

41 104AX03 lVlethotrexate solution for injer:tion mg 11 000 Methotrexate Ebewe

44 LO1 DBOT Mitoxantrone napeHreparHa
QOpMa

mg 1 200 Mitoxantron Ebewe 2

47 103AX03
Mycobacterium bovis
BCG leacr:itus Calmette -
Guerin)

napeHTepairHa
mg 3 960 Calgevax

Eyn Euo -
HLl3n6

z

48 Ft01cB02 Ctctreotide suspr:nsion for
iniection + solvent

mg 2 500 Sandos;tatin LAR Novartis Pharma

49 BO3XA
CITHER ANTIANEMIC
PREPARATIONS
Frulhronoetin Darbenoetin

napeHTepair Ha

$opua
DDD 3 000 Nborecormon Roche

52 NO2AAO5 Oxycodone modified-release
tablets

mg 1 500 000 Oxycontin Mundipharma

54 NO2AA55

Ctxycodone
hydrochloride/
Naloxone
hvdrochloride

nepopanHa QopMa
mg

(oxyco
q0ne)

1 500 000 T rgn Mundipharma J

55 101 CD01 Paclitaxel napeHTepanHa
CDOOMA

mg 300 000 P lclitaxel Ebewe J

58 LO1XE1 1 Pazopanib nepopanHa QopMa mg 1 728 000 Votrient Novartis Pharma 2

61 101 XC1 3 Pertuzumab
napeHTepanHa
(DOOMa mg 63 000 Pr rjeta Roche

62 LO1 XEO5 Sorafenib nepopanHa QopMa mg 2 150 400 Nexavar Bayer Schering

63 LOlXE04 Sunitinib nepopanHa QopMa mg 142 500 rtent Pfizer

65 101AX03 Temozolomide nepopanHa QopMa mg 200 000 Temodal MSD 3

69 N02M02 Tramadol nepopanHa QopMa mg '1 500 000 T amadol Stada 5

70 101 XC03 Trastuzumab 600 MG
napeHTepanHa

QopMa
mg 324 000 H ;rceptin Roche 15

71 1,01XC03 Trastuzurnab 150 MG
napeHTepanHa
CDODMA

mg 180 000 H .'rceptin Roche

72 L01 XE1 5 Vemurafenib nepopanHa QopMa mg 4 515 840 ZQlboral Roche J

/q tvt05BA08 Zoledronic acid
napeHrepanHa
doonaa mg 3 000 Z( lledronic acid Sandoz

3. ,,TO[I XOCII4TAJI CT'PB,I[CI| A'{ - o([epna c Bx.N 06/27.08.2015 n.
B icaqecnBoro Ha .uonbJIHr4'reJIHI4 AoKa:lareJrcrBa, yqacrHylK.br e npe.qcraBvrJr c rrr4cMo
BX. Ne 239 or 24.09.20 15 r'., cJre.uHyrre IoKyMeHTr4:
-l anunT/H: n lHa .Uer{JrapaUr4tr or y[bJrHoMouleHrr.s rrpe.n,craBr4rleJr Ha lIPy 3a
MalKcrMareH cpoK Ha rrolHocr Ha JreKerpcrBeHu.q npo.uyKT no o6oco6eHa no3vlur4.q Ns9;
o^- , JqDeyenvr v .L] yn'bJIHOMOUeHZ:.q [pe.qCTaB]4TeJI Ha lll?y KOIIus, Ha CeprrQmrcar Ha
npe.qxo.qHa raprr4.ua Ha JT|I u npor43BoIICTBeH ceptmQurar sa llPY.

Kqldrrcr4Etr'a yctral{oBr4 :

- 3a JIll no O|I Ne 9, flpelJroxeHr4.rrrr or yr{acrH]4Ka cpoK: ha r.oluocr c'borBercrBa Ha
O4IACAHVfr. B OPI4TTIHAJ]A HA IICKJIAPAqI4'TT  OT YII'bJ]HOMOIICH]4.q NPCTCTABTTCI HA IIPY;
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rd.J]psrlvr"r.c u'1' yn'bJIHoMOiIeHI4.q npe.qcTaBuIei Ha nPy KoniA Ha cepTI40iKaT Ha
eIXo,UHa naprr4.qa Ha JIIT 14 [F)o]43Bo.qcrBeH ceprrt0r4Kar Ha llPV ca npe.qcraBeHil or
aclrHrKa Ha r{yx,! e3I4K/ 6es Heo6xogtzl,tzx [peBo.q Ha 6tnlapcxrz e3rAK, KaKBoro
J4ur\ljdH.e e irl.L4(jaHo B IOKyMeHTaqI4JlTa 3a yuacTlne B [poqe.qypaTa.

vltTc.vrrrlIla r[p}te!4a KaTo IocTaT'bqHo ,EoIbJIHl4TeJIHo .qOKaSareJICTBo 3a 3a.gBeHI4['e OT

acTHTlKa EaHHIA I npe.UcTaBeHaTa OT C'b].]d.r4[ .qeKraparl%.C OT yn.LJTHOMOl-lJeHTAfl

errcraBfiTe:.n ua llPV.

racvrf,ila .qonycKa oQepn'ara rra yr{acngrtKa [o or{egrrBaHe
prrpanara otr HeDo o6oco6er*a nosm$arr:

KJractfl)aHe

ot
Ne

AHa'roMo-
TepaneBTt4qeH

rol /ATC/

Me4gyxapo4Ho

HauMeHoBaHIe /lNN/

Ilexerpr;reeua
+.^.\..^ MFpKa

nporH03Ho
KorhqecrBo (B

nocoqeHara MFpKa)

TrproErcKo
Hat4MeHOBaH !4e

flpurexarer Ha
pa3peueHuero 3a

ynor pe6a

Cpor< na
roAHocT
or flPV e

ronuHu
,1 3 4 5 6 7 8 9 10

VO34FO3 Calcium folinate napeHTepa'lHa
QOI)Ma

mg 350 000 Bendafolin
Lyomark Pharma
GmbH, l-epuaxrr

4 ,,AJITA €APIIACpTHKUIC" EOOE - o(lepra c Bx.Ne 09/27.08.2015 r'.
B

ts

1

2

3

3

v
II

KaqeCTBOllO Ha .IOIT,JIHI4TCJIHI4 .UOKaSaTeJICTBa, yqaCTHI4KbT e npe.qcTaBnJI C IVCMO
. Ne 243 or 28.09.2075 t:. , cJre.uHr4re .uoKyMeHrr4:

op%rr4HalJr Ha .4eKJrapaqm.,{ oT ynbJrHoMorleHvrfl, npeIcTaBilTeI Ha IIPy JO

KCuMaJreH cpoK Ha lolHocr Ha JIll no Ofl Ns 22;
Q:RAnaHa\ wa\flr4a HA kn:rnk:[r: v:niakmanl4-mriw2Zt 9t/ \f, l\ r

3aBepeHai oT yr{acTHI4Ka I43Ela.qKa Ha cnl4c'bK Ha
IIT-T nn nrT No t')

HA JIII |IO OII N9 22;
ono6nesrrFe nnoMeHI4 Ha HI4BO ECvAvvI/v11.'l

tra yctral{oBr4:
3a JIll rro O|I Ns 22, npe,qJ]oxeHrrfr.T orl yqacrHr4Ka cpgK Ha loEHocr cborBercrBa

onucaHwfl B opl4rlI4HaJIa Ha ,EeKJI€ipaqIAg-Ta oT ynbJIHoMorleHr4.q npeIcraB}TTeJT Ha
Y v s Korrr4ero Ha KparKara xapaK'reprdcrr,r4Ka Ha npo.tryKTa;
3aBepeHaTa oT yrJacTHmKa ilsBa.uKal Ha cnTIcbK Ha o.4oopeHl4Te npoMeHI4 Ha HllBo

3a JIil no Oll Ne 22 e npe.ECTaBeHa or yqacrHr4Ka Ha r{yx,q e3tAKt 6es
o1xol.rr\turtt npeBo.q Ha 6r.n|apcrcu e3rAKt KaKBoro 14 3r4cKBaHe e Bnr4caHo
KyMeHTarlrrgEa 3a yqacrvre B rrpoue,4ypaTa.

rTpueMa Ka T o .4o cTa!rbr{Hj4 .qonbJIHI4TeJIHI4
acTHl4Ka IaHHI4, npe.qcTaBeHJ4Te OT C'.bIJJtIA

n-meRT/rFrrn H: fTPV rr kr1:mk:r v:n:krFonrta,mrtwA IJ:
AvL4u'!

nnkrQ2mancmP: 3a 3agBeHI4Te oTAvl\sJs

.4eKJrPpaul4s or yn'bJTHoMoueHl4.q

rpo.qyKTa.

c orleHfEarle w rcJracr4PaHe rlogoEycrca ooePtratra Ha yrilactrEr4rca
oqlepr,rparur otr Herfo rtoawrys i

Ao arle w rcJracr4PaHe rlo

AHaroMo-
TepaneBTI

qeH KoA

IATCI

Me4qynapogHo
HCTIATCHTHO

Hatl[4eHOBaHtle
/INN/

IleKapcrBeHa QopMa MrpKa
fl porHo3H14

KOnfiqecTB TEproB0Ko HahMeHoBaHhe
flpnrexarer na

pa3peueHileTo 3a
vn 

^T^a6.

CpoK Ha
roAHocT
or nPY -
B roAhHr,l

, 7 8 I

c 101 XC07 Bevacizumab napeHTeparHa Qop[44 mg 560000 Avastin
Roche Registration
Limited UK 2

1 LOlAXO4 Dacarbazine napeHleparHa QopMa mg 170 000
DACARBAZIN TEVA powd.
for sol.for inj. 200 mg x 10

I eBa
OapMaclonrKbnc
5r-nranuc FOOII

LO1 DBOl
Doxorubicin
hydrochloride

powder, dispersion
and concentrate ior
dispersion for infusion

mg 40 000
Myocet 50 mg powd.,disp.
and conc.foi disp. for inf, 50
molboxx2sets

Teva Pharma B.V.,
Xonan4un 15

L02BB04 Enzalutamide nepopanHa QopMa mg 376 320
Xtandi 40 mg soft capsules
x 112

Astellas Pharma
Europe B.V., Hna-n

LO1 XEO3 Erotnb nepopanHa QopMa mg 684000 Tarceva
Roche Registration
Limited UK 4

LO34BO4
LO34BOS lnterferon alfa napeHl'epaflHa Qop[44 MU 2700 Roferon-A

Por-u Surapur
EOO.tl 2

f,



4l 103M14 L.ipegfilgrastim napeHrepanHa QopMa mg 420
Lonquex 6 mg sol.for inj. in
orejilled svrinqe 0,6m1 x 1

UAB "Sicor
Biotech", Ihrea 2

101 XCI 3 Pertuzumab napeHTepanHa QopMa mg 63 000
Perjeta 420 mg concentrate
for solution for inf. x 1 vial

Roche Registration
Limited UK

7 101 XC03
l-rastuzumab
600 mq

napeHreparrHa QopMa mg 324 000 Herceptin 600 mg
Roche Registration
Limited UK 15

7 L01XC03
Trastuzumab
150 mq

napeHrepanHa QopMa mg 1 80 000 Herceptin 150 mg
Roche Registration
Limited UK A

LO1XE15 Vemurafenib nepopanra Sopua mg 4 515 840
ZELBORAF 240 mg film-
coated tablets x 56

Roche Registration
Limited UK

Warntntra.f \vlvryt uyla .

fl^^F^^lrysAUEAq r'9Jf .

TT-^,,^'-^.
AJTCHUDg.
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ecr 29.09.20L4 rlo.qr4Ha, B 13:30 qaca, B
'Rrrnlan 6rrn lt('mar\au t'-mrrr6nnne// \Io 7? EvJtL. vrv:l,qlr tJl

^.-^ nr ^- ?prac AA, eT. It KoNlyICIlA B CbCTaB:

.KoI1-6uOou"" Eool' Ha a.qpec
Xupypllzueu Kopnyc Ha MEAJI-

e nce rra +e.n : Ilea Ha
EHOBC:

n^h?,,r- 
^-^-,,^.,4apr4Ha LTO.TTHOBa

M.msrco Koee - cr.
luaua AB,4xr4eBa -
Tt^.,,r- m^.F^^^-^yrPylna r UAUPUDA
n-r a//f AAfr
vlqe !vv+{,

llerpoea - npaBocnoco6eH roprtcr;

- rlJI . MeJl . CeCTpa ,,KOl]-EypIac"EOO.U;
eKcnepr, Jlupexqr4.q "3llCAT3C" - O6qusa Eyplac;

^dn^T DQTZI Frrnrra.vr#,eur urqv,
rr: rrraryr+.n-rlr:ny*rMaueBT, ynpaBI4TeJI 6orHil.rHa aI-ITeKa ZKOU-

r43fr.brHeHTre Ha Sa[oBeII Nq 2I5 or 27.08.2075 rro.ur4Ha Ha Ynpannrens Ha
OI-l-Eyplac" EOO.U, ce cb6pa .r1a fipo,ubJrxm cBo.rrra pa6ora ilo pa3r'J]ex.EaHe,
eH.cBaHe ui KJIactlpaHe Ha nocrbflfiJlr4Te ooeprr4 3a yrlacrr4e B o6rqecrBeHa
pbrrKa - orKpr4Ta [poqelypa, c npe.uMeT: ",!ocnaerca Ha JreKapcrBeH]4 rrpoEyKTr4

JIeqeHI4e Ha OHKOJTOTTAq:HVT 3a6or.qBaHr4.s, nO npI4JIOXeHa C[eUI4QI4KarJWAtt.
e.qceIaTe,[.rrT Ha KoM]4crr]f Ta rlpoBep]4 c'bcTaBa Ha np],lcbcrrBarIII4Te vI cJIe.E KaTo
TaHOBI4, qe IlpI4C.bCTBaT BCI4I{.KVI TIJIeHOBe Ha KOM'ICILAIa, OTKpII 3aCe.qaHI4eTO.

3ace.4aFII4ero Ha Koj|.4:rAcyIs.la He npI4c.bcTBaT |IpeACTaBllrefiI/r Ha yqacrHI4uI4Te
TA EpyTtr. npaBouMauu Jrvr\a

t4I c.Il'IlIta OlttBaprr, OrIOBeCI[gBa U nonrrr4cBa ,qonycHaEttEe ,qo orlel{tlBalte
acrpaHe r{eHoBr4 ooeptr% r 1o pe,qa lra noctrBnBarire Ha rrpegnoxeHl4rrtr.a
actrItyrqrtlt|e.

,,coaDAPMA TPEfiIHHT'/ A'q
r.Ayrcvrfl.\a He pa3rurex.ua ueHoBTrTe ooepTr4 Ha yr{acTFvlKa, r':E,il KaTo cbull4.qr
crpaHeH or yrracrr4e B rrpoue,uypara Ha ocHoBaHr4e rlJr.69, aJI .1, r'.1 tI T.3
11.

,,TBPTOBCKA JII4TA HAIII4OHA.IIEH AflTEI{EH IIEHTBP/ A'q
MvrcrLflra e ,uo[ycHara npe.uJ]oxeHl4eTo Ha yqacTHl4Ka EO OUeH.qBaHe

acr4paHe no cIe,4Hr/Te ooepvrpaHrl rlo3vrrJrnu r4 rleHoBoTo [peEJIoxeHI4e 3a T.qx e

u
HA

e
OT

AHaroMo-
TepaneBTfi

qer{ KoA

lArct

N4ex,AyHapoAHo
HenaTeH t'Ho

HahMeHOBi:lHhe

/INN/

IleKapcrBeHa

QopMa
Mnpxa

npoTHo3Ho
KOnhqecrBo

(B

noco\leHara
NrFpKa)

TbproBcKo
HAhMCHOBAHhE

flphrexarer Ha
pa3pe[.ueHileTo 3a

ynorpe6a

upoK
HA

roAHo
CT O'I

flPY e

rOAilH

t4

L{era sa
DDD /TDD, mg,

microgram/h,

Mru, c AAC

x 101 BC06 Capecitabine nepopanHit
QopN4a

mg 40 000 000
CAPEDA film-coate<
tablets

,,VafiraSapua
BucoKo(aqecrBeH nre
Iexaocrea"A!

0,00134

3t LO1 XX28 lrnatinib nepopanHa

QopMa
mg 780 000

HRONILEUCEM
capsules, hard

,,9ailxaQapua
B IcoxoraqecreeFr ilre
Jlerapcrea"AA

z 0,04027

o LO1 BA04 Pemetrexed napeHreparrH
a QopMa

mg 1 00 000
ALIMTA powd. for
conc. for inf.

,,Eli Lilly Nederland
8.V."

4,25318

. ,,Eil EHI I''I aDAPD{A EBJITAPT'IS, EAJI

o\nJLcvrfl.Ta e .qoflycHaJra npe,qfloxeHr4eTo Ha yqacTH]4Ka Eo oueH.qBaHe u KJIacI4paHe
o cJre.qHaTa ooepr4paFra no3lLrfr4* 14 IleHoBoTo [pe.uJ]oxeHTle 3a Hes e:



llpurexaren xa
pa3petxeHueTo 3a

ynorpe6a

1.01XC11

Zaltrap conc.for
sol. for infusion

Sanofi-Aventis
Groupe, Opanqur

Buprenorphin i

Actavis mcg/h
Actavis Group PTC
ehf, lceland

Jevtana conc.and
solv. for sol.for inf.

COLONY STIM.
FACTORS
Filgrastim

Zarzio Sol. for
inj.or inf.in pre-
filled syringe

Pfizer Limited
O6e4uneno xp-eo

Docetaxel Accord
conc. for sol,for
inf.

Accord Healthcare
Limited O6eAurneno
Kpancrao

powder,
ti^^ ^^.1
concenlra!e
for disp.for inf.

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

sol.for injection

Victanyl mcg/h
transd.patches

Accord conc,for
sol.for infusion

Accord Healthcare
Limited O6eAuneno

Lonquex sol.for
inj.in pre-filled syr.

UAB "Sicor Biotech",
V. A. Graidi0no g. I,
LT-02241Vilnius, Jl-

MITOMYCIN-C
KYOWA powd. for

Nordic Pharma s.r.o.
Llexuq

4
K
II

,,MEEEKC/'
cuflTa e

- frA frHTl M If

oor
EonycH+Jra
o0ep14paH:r,I

npe.EJloxeHr4eTo Ha yqacrHr4Ka .uo
no3vrr\tfu 14 rleHoBoTo [pe.qJ]oxeHile

(1TTALISR^H^ r^ wnacllpaHe

3a T.qx e:



,,aDboHHK.C

cI fl.Ta e
- fro frHT/ma

sol. for inj.

eAPlIAz EOOA

TOTIYCHAJ]A IPC.4JIOXCH'IETO HA YIJACTHYIKA
ooepr4peHvr no3vrrJrLrA vr L\eHoBoro [pe.qJ]oxe

oueH.qBaHe 14 KJlacilpaHe
3a T.SX e:

NEMIC PREPA-
FIATIONS
Erythropoetin

OXALIPLATIN
ACCORD conc.
for sol.for inf.

Accord Healthcare
Linrited O6eAnneno
Kpancrso

Actavis Group PTC
ehf., lceland

Oxycodone
Actavis tabletes

Actavis Group PTC
ehf., l4cnan4un

9afixa$apua
B hcoroxagecteeH nt
e lexapcrea A,{, 6-
A

Nordic Group BV,
Xonan4nn

T'egafur/gimeraci
l/oteracil

DDD-
1

tabl.(
1514,
35111

,8mg

DDD /TDD, mg,
microgramih,

vru, c !,4C

LO1 XE1 3

21J319



v,t tzz

Mycobacterium
bovis BCG
(Baccilus
Calmette -

modified-release
tablets Mundipharma

0,1 31 8

2 150 400

4 515 840

nporHo3Ho
KOthqecTBo

(e

nocoqeHaTa
N4FpKa)

Lyomark Pharma
GmbH, l-epriranun

,/TO[I XOCTII4TAJI CEPBI4C|I A'q
npeEJroxeHJ4eTocvfl.Ta e .uonycHaJra

acr4paHe rro cJre.qHr4Te ooepvtr)aHvr no3wrlut7 ,7

HA YI]ACTH},IKA .EO OUCHSBAHC
rleHoBo'ro npe.uJloxeHr4e 3a T.sx e:

,,MC eAPN{Az AT
.uonycHaJra fipeEJroxeHr4ero H  YI{ACTHI4KA TO OUEH.SBAHE

qeHoBorl'o [pe.qJloxeHl4e 3a T.sx e:
cufrTa e

acr4paHe ]lo cJIeIHI4Te Og)epr4paHz no3ral\vrrL v1



ETOSID
solution for infusion

Cipla (UK) Ltd,UK

Roche Registration
Limited UK

powd. for sol.for i4j

powder,
dispersion and
concentrate for
dispersion for
infusion 50mglboxx2sgts

Astellas Pharma
Europe B.V., Hu4-r

Roche Registration
Limited UK 0,8137

Interferon alfa

Lonquex 6 mg
sol.for inj. In
pre-filled syringe

101 XCl 3
inf. x'1 vial

Roche Registration
Limited UK

Roche Registration
Limited UK
Roche Registration
Limited UK

4 515 840
ZELBOMF 240 r7g
film-coated tabletl x Roche Registration

Limited UK

,,aDAPMHE:[/
\/n[cmfl.Ta He

mn: HAH ram

AI

YIIACT'IC B

ITAIJa\RT/ra nrtronmu Hr \/Trr -mur/v-y-r 'fI4 Ha yrJacTHI4Ka r T'-blA KaTO CbIII4.qT e
npou(3.qypaT'a Ha ocHoBaHile r{I .69, aJr.1, r.I vt T.3 or

,/AJITA CAPMACpTTIKEJIC'/ EOOII
cvrfl.Ta e .uo[yaHaJra [pelJ]c)xeHr4eTo

acI4paHe ro cJTeIHr4Te Ooepvtr)a:H,r/l no3vrrJr[rA u
lJ: \7UAa',tf'lllnK: n- arTTcHsR:HA

ueHoBoTo npeIJIoxeHI4e 3a T.rrx e:

1

K
K

. ,,EKO6A:PM'( EOOI
\aucufl.Ta e .uonycHaJra npeEJTOXeHr4eTo
aczpaHe lro cJre.4HZTe o0epr,TpaHr/j. no3rLrJvrv vr

FT  \/TTA 
'TFIJT/T'E 

TT.) .)TTOI-I qR: I-IO
r' +9v4rr,ll!

rleHOBoTQ [peEJ]OXeHvle 3a T.qX e:



(

c

. ,/eAPKOJIZ A,q

cr[Hra e .uonycHaJra ]lpe.uJIoxeHr4e To HA \/1JA 1-MIJT/T'A Nr] ATTAH qP: HAv+vrf,fusrrv

r_leHoBoTo npe.qJloxeHl4e 3a T.SX e:acl4paHe ITo cJre.uHr4re ooepwp)a[rl rro3vrrJuvr u

rrPurctrrrrrra KrbM pa$FJrexAaHe r{erroBl'rtr'e o(leprlt Ha yrracrHr4r_U4re Ba
l'rM c r43yrcKBauetro rra Bt5toxlrrena, rocolleHo e O6gereHl4ero, B

etfAfl Ocqnpqrz A'rrurunaorr ttanz:n-nnrfJAvrr t,vvLLvDLLvL [}J4HdHC)O}314 ICJIOBVIA" , ilpe.Ule! crnyL ly w4vtnttHHlA I-leHIl Ha

pI4paHI4Te JIeKapCTBeHI4 npOJIyKTr .4a He Ha.qBr4[raBar cborBerHaTa cTorzHocT Ha
mo p |TTIC flnrrn1-1T{oll17f Fr / aya17- -^" uA r-rdronmrzmaD rrrrv, r.tl/ytJrvasnyrcr LI q^ayaJIEn IDIV] Adtdad d uf,bd.p.H.nc

.e. K'bM 28.08.2015 r") IA.ua He Ha.uBI4rxaBar KbM o,brlar .Eara lorloBopeHr4['e
H3OK ueFtI4/ Karo 3a UeJITZI cbcraB.q Ta6nrqa 1rc.uvr rporoKoJra, cb.u.bpxaua

Me4qyHapo4no
HenaTefiTHo

HaIMeHOt:raHIe
/INN/

BUPRENORPHIN
ACTAVIS
TRANSD,PLAST.

Actavis Group PTC
0hf., ly'cnan4nn

CALCIUM FOLINATE
ACTAVIS SOL. INJ.

Actavis Group PTC
enf., lceland

CAPECITABINE
ACTAVIS
FILM.TABL.

EPISINDAN POWD.
INJ.

ETOPOSID ACT
flctavis Group PTC ,

lceland

TRANSDERMAL
PATCHES

0,1072

LO1 XX1 9

lActavis Group PTC,
lceland

LO1XX17 POWD.FOR CONC.
FOR SOL INF VIAL
VINORELBIN CONC.
FOR INF.SOL.

ZOLEDRONIC ACID
ACTAVIS
coNc.FoR
SOL.INF.

l4tIKI4 [peIJ]aIaHr4 OT yrJaCTHTrUr4Te UeHil.



\twct!flTa npI4CT'bnBa K'bM cpaBH.qBaHe Ha Te3I4 rIeHI4 -

KOHCtraEtrpa cJre,qEoEo :

.3a yrracrHI4Ka ,/TbPIOBCK:I JII4FA HAIII4OH-&IIEH AIITETIEH IIEHTtsP" A'4

eIJIaIaHI,4.Te e.UI4H'II{HI4 UeHtl c.boTBerrclI'BaT Ha I43I4CKBaHeT'o Ha Bb3JTOXI4TeJIg.

.3a yqac':rHr4Ka ,,Eil EHA Il eAPMi\ EBJIrAPI4.g',l EAII - rpeEJlarraHara e.qI4HI4qHa

HA CbOTBCTC['BA H  W3I/ICiKBAHCTO I-IA B'b3J]OX]4TEJ].q.

.3a yqacTtHyrKa ,/ME,4EKC'/ OOII - npe.qJraraHilTe e4w:H,w-{:H,rn IleHI4 c'boTBercrBaT Ha

SI4CKBaHeTO Ha Brsroxillen.q.

.3a yqacTHr4Ka ,riDbOHI4KC CAPI'IAZ EOOI - npe.4JlartaHI4Te eI'vrlHvr1{Hr4 UeHI4 no

ocorreHr4Te B CJre.qBallara ra6JII4ua J]eKapcrBeHil npo.n,yKr]4 :

e orroBerp.crr Ha I4BI4cKBaHero I{a BssnoxmlelE, nopa,4t{ Koero KoMl4CI{.ETa

pe,qJrala [pe.qJ]oxe :rLulra Ha yqacrHl4Ka 3a oll NeNe 19 , 29 , 35* , 47 ra 6'l.ual
TCrIpaHeHvr oT oqeH.sBaHe 14 KIacr4paHe Ha ocHoBa[vle \4I .69t aJI .!t r.3 ol 3Oll .

.3a yqacrrHyrKa |/TOII XOCJIffTAJI CEPBI/IC'/ A'q - rpe.UJraraHara e4t4}rvr\q'}la l-leHa

e orroBap.g Ha I43I4CKBaHeTO I{a Bs=noNulel.n t

pe.qJrala npe.qJroxeHl4eTo Ha yqac['H],tKa 3a oli Ne

r-leHsBaHe w KlracvpaHe Ha ocHoBaHI4e vl . 69, aJI . 1t

.3a yqacrH',IKa ,TEKOCAPM// EOOA - npe.qJIarraHI4Te
a vr3wcKBaHero ga Btg"noxI4TeJIs.

.3a yqacl['HilKa ,T€APKOJIZ A[
npoIyKT :

fll]opa.ul4 KOeTO Ko\/rt7cr4fr.Ta

P g. 6s.ue orcrPaHeHo or
q.3 or 3Oll.

e+vrHvIuHU qeHI4 C'bOlI'BeTCTBar

DDD /TDD, mg,
microgram/h,

uru, c AAC

L{ena ea

DDD ffDD, mg,
microgram/h,

tr.ltu, c AAC

Roche Registration
Limited UK

mrAnrrrra nAkanar'RAHeAbd.I4dld IduJlvlr-lo Jler\ql/vr'DUfr

e.4/.HI4IJHa ueHa Ha |IocorJeHil.s B



n

AHaroMo-
TepaneBTu

tArct

MexqyHapoAHo
HENATCHTHO

Hat4 [4eHOBaHhe

/INN/

Ilelrapcreen;r
QopMa

Mflp(a
fl porH03H 14

KOthqecTB TrofoBcKo HatlMeHoBaHIe
flp[rexaren Ha

pa3peuJeHueTo 3a
ynorpe6a

CpoK Ha

roAHocT
or flPY -

B roAuHrl

l-lena
sa DDD

/TDD, mg,

micro9ram

/h, tvru, c
DITC

NO2AEOl Buprenorphine nnacTup
mrcrog
ram/n

20 000

BUPRENORPHIN
ACTAVIS
TRANSD.PLAST.

Actavis Group
PTC ehf.,
Acnanaua

15 0,239

H orroBapg Ha r4sl4cKrlaHero Hit B.t3ltoxmte.[E, nopa.U]r Koero KoMncr/Lflra

e.qJrala fipe.UJroxeHr4ero Ha yrracTH]4Ka 3a OII Ne 6, .4a 6t,qe oTcTpaHeHo or
eH.sBaHe vr KJracrlpaHe Ha ocHoBaHI,4e IJJI .59/ aJI .1/ r.3 ol 3Oll .

zcu$tra rlpt4ctBlbllEla KiBM pa5rtlexgaHe % crBnocllaBtrle, rla IIeItOB,ltle qpeAJloxeHt[tl
yr{acl0tr xr{ure / IOUyCHATtt IIo orlel{srBalre tr rcJracrPaHe, rcaEo 5a rIeJrIDa oQopua
trwqa Nr 2 t rrepagAeJrtla rilac||tt otr FlacEoEttP4'I. EPotroKoJr.

oytucuf,iEa rcoltcttlatrr4tr)a cJreAHotrro: ;

. Vqacrnt4K.bT ,/aDAPKOJI'' A'q rlpeI,Ijala eEVHvI\4-Ha UeHa C floBer]e OT 20e" rIO

JIalo11pl4.grHa or cpelHara c['o]ZHocr Ha ocraHaJII4Te tlpe.4JIoxeHI4q B ocraHaJUATe

Qeprra 11o o6oc66eaa rroavrrrytl Nt 10 , nopa.uIl Koero Ha ocHoBaH],'le rlJl . 7 0 / aJl . 1

T 3OlI K11rMcvrs.ra vr.3.vrcKBa o[' yqacrHr4Ka [oEpo6ia n]4cMeHa 060cHoBKa 3a
nAnrnr.--,,-. m-rr,,raHa O6nns^RTc:me r.TTCTTR: fTA f)T-na nnAT-TafF:RFHId.9,4nd. Hd uulidSyllcil-lti l-td- LdSyI l_lerrq, vvvvrrv!r\qIq \JJIUADq Ae vlAv arHvAv

cpoK or rpI4 pa60T:H.vr E:!i.vr or noJl)/r{aBaHe Ha I4CKaHeTO.

a I4gBrbpIIIBa KIIAC'TPAHE !]A OCTAHA.IIT4TE NQSWIUU ' KOCtrO

3 , rrepag,qenrta qactr otr rractrofllryrfr EpotroxoJr.
ooopMs B

or 10.00o\atACvrATa HacpoqBa cJIeJI3BaIIIOTO
al.a.

cfi 3acelaH]4e 3a 06.10 .2015 .F '

llarnrarra.I\VIvVtUyIa.

Ilna [-a nit ma n .

TT-^"^h^.
AJIUEUDg.

/A.IrerpoBa/

/A " UTO.qHOBa/

/l,l.Xoen /

/4. AB.4xileBa,i

/rtr ,lnnanapa /
/ t!. LvAvE vusl4
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e cr 06.10 .20115 ro.uIAHa' B 10.
hnrn 6rrn //Cmortr:u Cm:rrl6nnon//
IJf qv, vJ ur . v r vY/err

am ?. tl,:,vl",'.-llq B CbcTaB:t vL. I f

Ne5

.4celareJr: ,4eaHa llerpona - npaBocnoco6eH Iopllcr;
CHOBC:

.[apmna Cro.cHona - rrr..MeI,cecrpa,,KOI]-Byplac"EOO,Ui
Mmsro Koee - cr.eKcrepr, llmpexqun *3IICIT3C" - O6tsIuHa Eyplac;
,{maua An,trNr,tena - HarJarHI4It or.!:eJI P3tr4 Byplac;
Irlpwna Togopona MdTTzICT'E,p-Qapvraqenr, y|IpaB14TeJI 6orniltlFIa aI-ITeKa .KOU-

--nl/ETAATTt qv lvvi{t

IIPOTOKOJI

nnUU aAVAI
Ne '73, B

,,KOI{-Eyplac" EOOI/ Ha a.4pec lP.
Xmpypr,mueu Kopnyc Ha MBAJI-Eyplac

1

2
?

4

E

B

II

5

H

l4sfr.bJrHeHr4e Ha sarIoBeJI Ne 2L5 or 21 .08.2015 rro,UI4Ha

OII-Byplac" EOOL ce c'r6pa .qa rpo.ubJIXI4 cBo.xra pa60ra
yqeHara nl4cMeHa 060cHoBKa o[' yrJacrHI4K, rIO]4CI(aHa

HOBaHr4e -rn.70, ar.1 0r'30II u.qa I43Bbpl'JdtA KIracIApaHe Ha

yqacrr4e e o6uecrBeHa nop'brlKa -- orKptlTa nPo[eIVPar C

JIeKapcTBeHI4 npo,uyKllI4 3a JIerleHJ4e Ha oHKoJrorlI4qHI4

r4JloxeHa cneqzQnrqurA+" .

.4Ce,4aTeJIrrT Ha r(oMyrcr4.sTa |IpoBepr cbcraBa Ha npilcbcTBauTITe 'tA cJ]e.u KaTO

'IIAHOB'I , IJC NPI4CbCTBAT BCVIqKVI IJ.IICHOBC HA KOMJ4CIAq.AA, OTKPT4 SACC.UAH]4CTO'

rcvrflTa ycraHoBI4 CJIeEH:OTO :

Yrracllnux'rr frcAPKoJIu A,q' c rrr4cMo sx.N 253/Os
\lwrcvrq.Ta ycraHoBI4 CJIeEH:OrO :

acTo.qqaTa nporleEy
o

Ha Ynpaemle.nn Ha
A: N: qTITTOlKTT: TJC HAyllJ+ vlv/r!-\4r-v

OT KOM'IC]4,'ITA HA

,uonycHarr4Te oOePTI4
nne T'IMorr' : "ilor:naBKarrl/vArYrvr. ffvvr!

^^d.^--- -,,,--SduoJlHlJdHvrH r llo

rr4K.bT /TCAPKOJIU A,q, c 11I4cMo sx.N 253/05.10.2015 rr. notrBrbpxtraBa
tra r{ena no o6oco6es a IIo3vII\iln Ns 10 i lopa.qll HaJII4qI/eTo HaePI4PaIraEa I{elta I]U (JUUUUUc-trld LLv5v!\vLn t\- -u I rrvyqAvr

KJrxcqrrreJrHo 6naqonpu r.rHvt tlbploBcK t VCJToBufl | tluit Karo yqacl'Ba B

pOrleEypa KaTo npe,qCTaBl4Te11 Ha npl4TexaTeJT.{ Ha Pa:peueul4eTO 3a

JIII Kanerlv:1na(iwrt Arclael c. llpegloNeHaTa IleHa e CbIrJIacyBaHa c IIPVr_lilTaor4H AKTaBI C.

e B pe3yJITar or KaJIKyJII4paHa MI4FII4MaJIHa Ha.qIleHKa ,

o\Mrcufl.Ta npl4eMa 060cnoBKaTa Ha yrJacTHI4Ka I(a

6e.uvre.nHa, Ha ocHoBaHI4e qfi.70/ zrl7.2t 't.2 w 1.3 ot

pelBr4.q rropHoro, xloMI4cJ4.qra cbcraB.q la6nuqaua c or
cwuKu o6oco6envr rTo3rnrJwttt JlfI., a rMeHHo:

r 3a llPY rA 3a YqacrHYIKa.
TO flC}ta t MOTI4BI4paHa IA

r 3OII.

; I t*tn
tl
I rbProBcKAnl4rA I'"---l-----! !------l

3oxrr{atreJrHotro KJracr4paHe no

on INN
IleKapcrBeHa

QopMa
l-Bo Mgcro .po M9cro lll-To MFcro tt cneABaulH

1 Abiraterone acetate
nepoparHa

QopMa

2 Afatinib
nepopanHa

QopMa
ObOHt4KC OAPMA

Aflibercept
napeHTepanHa

monMa ObOH14KC OAPMA |/EAEKC

4 Axitinib
nepopanHa

.honMa ObOHI/KC OAPMA yeprxc

Bevacizumab
napeHTepanHa

Qopua
ObOHI4KC OAPMA

o Buprenorphine nflacTnp MEAEKC

7

Buprenorphine (as
buprenorphine
hvdrochlclride)

nepopaflHa
$opMa

I Cabazita:xel
napeHTepanHa

Qopua
ObOHI/KC OAPMA MEAEKC

I



o Calcium folinate napeHrepanHa

QopMa
OAPKOJI TOIl XOCNNTA'I

10 Capecitabine
nepopanHir

rlopna OAPKON MEAEKC TbPTOBCKA NhTA HAU

11 Carboplatin
napeHTepanHa

QopMa
OAPKOJl

12 Cetuximab
napeHrepanHa

(iopMa Ob(]H14KC OAPMA MEAEKC

1? Cisplatin
napeHTepaflHa

OopMa

14

COLONY {JTIM.
FACTORS Filgrastim
Lenoorastim

napeHTeparrHa

Qopva
MEAEKC

l6 Crizotinib
nepopanHa

QopMa
ObOH14KC OAPMA MEAEKC

10 Cyclophosphamide
napeH l eparrHa EKOOAPM

17 Dacarbazine napeHr epaflHa
QopMa

MEAEKC
AIITA

OAPMACIOT14KbNC

18n Denosumab
napeHTepaflHa

PopMa

19 Dihvdrocorieine
nepopanHa

Qopva

20 Docetaxel
napeHreparHa

Qopr.4a
ME!EKC

21
Doxorubicin
hydrochloride

powder,
dispersion an{l
concentrate for
dispersion fof

infusion

A'ITA
OAPMACIOT14Kb'IC

MEAEKC

22 Enzalutamide
nepopanHa

QopMa
MEAEKC

ANTA
OAPMACIOT14KbIIC

ZJ Epirubicin
napeH reparrHa

SopMa
OAPKOII ObOHhKC OAPMA

24 Eribulin
napeH repanHa

(DooMa MEAEKC

zc Erlotinib
nepopanHa

Sop|\ra
Ot,OHIIKC OAPMA

AIITA
oAF,MAClol t4KbIlc

zo Etoposide
napeHTepanHa

QopMa
MC OAPMA ,AF,KOI

1r Everolimus
nepoparHa

QopMa
OE,OHt4KC OAPMA

z6 Fentanyl nJ'lacTur) MEAEKC 'APKOII

ZJ Fluorouracil
napeHTeparrHa

Qopua

?n Gefitinib
nepoparHa

PopMa
OtrOHtzlKC OAPMA

JI Gemcitabine
napeHrepanHa

QopMa
MEAEKC

3Z lbandronic acid
napeHTeparrFra

33* lbandronic acid
nepopanHa

Qopva

Jz+ lfosfamide
napeHTepaIlHa

(ho n Ma
EKOOAPM

35* lmatinib
nepoparHa

QopMa
MEAEKC TbPI-OBCKA NTTA HAU

JO lnterferon alfa
napeHTepaJ'lHa

(DooMa ObOH14KC OAPMA
AJITA

oAtrMAclo-fklKbflc

37 lpilimumab
napeHTepanHa EN EHA AI4 OAPMA

JiJ lrinotecan
napeHTepanHa

(DODMA OAPKOII

39 Lapatinib
nepopanHa

6ooMzl
Ol,OH14KC OAPMA

4A Lipegfilgrastim
napeHTeparHa

Qoptua

ANTA
OA.PMACIOT14KbIIC

MEAEKC

41 Methotrexate
solLrtion for

inieclion



+z Mitomycin napeH l eparHa
Qopua

ME[EKC

t3 Mitotane nepopanHa
monM2

t4 Mitoxantrone
napeHTepanHa

(DooMa ObOH14KC OAPMA EKOOAPM

IA Morphine napeHl'eparrHa
(bo oMa

lo Morphine nepoparHa
mnnMe

7

Mycobacte,rium bovis
BCG (Baccilus Calmette
- Guerin)

napeHTepaJrHir

Qoplra
ObOHI/KC OAPMA

Q* Octreotide

powder for
suspension for

injection +
solvcnl

ObOHt/KC OAPMA

49

OTHER AI{TIANEIVIIC
PREPARATIONS
Erythropor:rtin
Darbepoetin

napeHTepanHa

Qopua
MEAEKC ObOH14KC OAPMA

i0 Oxaliplatirr
napeH'repanHa MEAEKC

1 Oxycodonr-. capsules, hard MEAEKC OAPKOII

2 Oxycodonr=
modified-release

tablets
ObOH14KC OAPMA

Oxycodon'a
prolonged

release tablets
OAPKOJI MEAEKC

t4
Oxycodon,e
hydrochloride/Nalcrxone
hvdrochloride

nepopanlia
POPMA

MEAEKC ObOH14KC OAPMA

Paclitaxel
napeHTepanHa Ob,OHLIKC OAPMA

)o Pamidronic acid
napeHrepanHa

(noDMa MEEEKC

57 Panitumurnab
napeHreparHa

aho nMe

58 Pazopanihr
nepopanHa

MOOM OE,OHtzlKC OAPMA

Pegfilgrastim
napeHrepanHa

d)ooMa

)0 Pemetrexed
napeHrepanHa TrProBcKA nilrA HAq

6'r Pertuzumilb
napeHTepanHa

QopMa
OtTOHhKC OAPMA

AIITA
OAPMACIOT14KbJIC

62 Sorafenib
nepopanHa

ocoDMA
OtrOHlz'lKC OAPMA EAEr(C

63 Sunitinib
nepopanHa

mooMa MEAEKC obot /KC OAPMA

64 Te g afu r/g imeracil/ote raoi I
nepopanHa

rbonva ME!EKC

Temozolomide nepopanHa ObOHKIKC OAPMA EAEr(C

oo Temsirolirnus
napeHrepanHa

monMa MEAEKC

O/. Topotecan
napeHrepanHa

monMa OAPKOII

6B Topotecan
nepoparrHa

6oorrla

Tramadol
nepopanHa

oooMa ObOH14KC OAPMA

70 Trastuzunrab 600 MG
napeHrepanHa

@ooMa
ObOH14KC OAPMA

OAPTV

AJITA
\CtOTt4KbIC

71 Trastuzumab 150 MG
napeHTepanHa

@o0Ma
Ot OHI4KC OAPMA onpr,,r#Hirrrunc

72 Vemurafenib
nepopanHa

Qopua
ObOHt/KC OAPMA OAPM

AJITA
ACtOTilKbIC

Vinblastine
napeHTepanHa

QopMa
MC OAPMA

74 Vincristine
napeHTepanHa

QopMa
MC OAPMA

75 Vinorelbirre
napeHTepanHa

6opua OAPKOII

76 Zoledroni,l acid
napeHTepanHa

QOpMa
ObOHkIKC OAPMA DAPKOII



cvIAIa npe,4Jlala Ha BTr3ilO)\tJ/rTeIIfrt KJIaCI4paHI4Te Ha l]bpBo T\ilqarFr) \/qe flrl1HT/TTT4 3aJ ll4v+..'L--

A- ---llLr|JbYnd, Ad vD'/-lqf.qKa 060co6eHa no3vrrlr4fi or npe.4Mera Ha o6uecrBeHara
pe.4eJleHr4 3a r,r3n'bJlHuireJlr/r no Te3vt o60cooeHu no3r[r\rArL.

t{3BbplxeHoro KJIac%paHe KoMtlIcr4H.Ta [pl4rcJrlor]Ba cBo.gTa
oKoJrr4Te or 3ace.4aHvr.qra r4 noryrreHl4Te ooeprl4 Ha

qeMeHo Ha norrroHI4e.

llatnrnrra.f\vlvvf uyla.
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