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TIPOTOKOJI

rla ocnoBarr.r,re v.n. 97, an, 4 or
flpaararHltrca ga rrprtJraFane Ha SaxoHa ga o6u,ectnEleHrztle nop'Er{Kyl

[Hec, 16.rr ,2016 ro.qr4Ha/ B o9:00 qaca/ n ,,Kol]-Eyplac" EooI/ Ha aJIpec: r,p.
Eyplac, 6yn,"CleQau Crav6oloe" Ns 73, KoMrAcI4rJ B c'bcraB:
fTnancofl:nan. flrrnur rFanana-- ^ a-^"".rrrJU/-leeAq r sJr . tLpIAHd. I OIOpOBa - ,vralvru r Dy $/qprvraueBT I VnpaBI4.f el 6O.nHmLIHa a|IT(f Ka
Ha "KOII-Eyplao" EOO.E;
V.[eHoee:
1. .[eana flerpoea - npaBocnoco6eH rop]4cr, no un,20, alr.4t r.3 or 3oll ,'

2 . MzHrco Koee - cr'I . eKcrepr I ErlpeKrJvrn '3llCIT3C- - O6umna Eyplerc, no qlr .'2-O ran.4, r'.3 or !3O|I,
B r43rIT:,JIHeHI4e Ha 3aI-IoBe.4 N, 268 or 15.11 .2016 ro.Et4Ha ua Vnpaer,i[,eJTrr Ha "K()U-
Byplac" EOOI]. ce c't6pa Ia pa3rrJIe.qa I or\eHr.4 IA KJIacr4pa/ rocrbrrrlJrrrre oeeprr 3a
I43n'brHeHI4e Ha o6EecreeHa nop%rrKa rto ,Jn.20 / aJI . 3 / r -2 or 3ofl/ orKp]4Tra c
nrz6nrrrrze:uo Hr o6xea, c [pe.qMer: ,r,[oc'laena Ha JIeKapcrBeH]4 npo.qyKTl4 3a
JIe rleHl4e Ha oHKoJI otrArLHw : a6or,qe aHI4.q.' .

fTpoue,qypara no c's6vpanero lla oOeprrl e orKprzra c PeueHrc) Ha ynpaB14Ter,q Ne 32
or 25.I0 .20f 6 r. O6.qeara e c w3x. Ns I06i /2i .IO .20f 6 rr. ltuooprraauwfl.Ta 3a
nv6.nvKVRaHar,^ o6qn: e nnnrhrzrrr vrrvrr\/ uqnq r o vv/ruq - rryvwv,Jla Ha KynyBaqa e ny6l]4rcyBaHa HaI llOprala 3a
.l6ruocmpaHT/ n^nT..-I-;qKr4 (nO|I) npr AOII/ c Ns 905 j9 01 or 2'7 .I0.2016 r,,.
B onpegereHl4.q c o6.qnara cpoK 3a [o.n,aBaHe Ha oQeplm npv Br,3Jrox]4Ter.q ca
floCT'bIII4JII4 CaMo .UBe [pe,UIOXeH]4.q OT yrraCT:HrArJr/ ]t rropa.[I4 KOeTO C.bC Banorieg Nr 1259
or 08.11 .201.6 rr. nrrpBoHar4arHo olperereHr4.qr cpoK e y,qbrxeH r/r e ly6.rv rcyBaHa
T/,,4^^."-,,..-/rHQolrMdrlr4ri 3a y.ubJIXaBaHe Ha n,bpBoHa'Jar:ts'u{ cpoK 3a noJlyrlaBaHe Ha OQeprzr
AOfr Ne 905 83 0B or 0g . 11 "2016 r, .

flpegcegarer.qr Ha KoNrucrlfl,Ta npoBepr4 c.bcraBa Ha rtp]4c,rrclBarr1ure w cre.E Kilro
yCTaHOBI4 / r{e [p]4C'bCTBaT BCl4rlKIA I{JTOHOBe Ha KOMI4CILfl.Ta / OTKpI4 3ace.qaFl]rteTO ,

H: .)rFI]anqHArFr.l H: nrlronmrzma uaf v frs _ .*_ npl4c.bcTBaT npe.ucTaBuTeIIV Ha yr{aCTLlwLJIATe.

llpe4cegarer.qT Ha Koul7cwfl,Ta noryr{r4 c llptt enao-npeIaBareJreH nporoKoJI or
cnyxr4Ter Ha KOII-Byplac, Cnvt crrc Ha yqacr'tsrr4ur4Te / no\alrw oQepru 3a yqacrr4€) B
o6rlecrBeHara rop.brlKa .

Tlno nna n: ma fl qm \rryeAevAu LvrL^L )/Be.[oM]4 r{JIeHOBeTe Ha KoMuCva.Ta I qe My Ca npe.qa.t;eHI4 o6Uo TpI4
npe.EIOXeHI4.q OT |]OTeFrU%arIHr4 yqaCTH]4Ur4, B r43rr.bJtHeHI4e r43yrCKBaHws.ra Ha .an. 51,



aJr. B or llll3on I BCr4qKw qJreHoBe
tLsucKBaHwfl.Ta Ha qJr 

" 10 3 , alr .2 0T
Ha KOMTACWStT a |IOI.bJIH]4Xil .EeKJIapaur4]4 oTHOCHO
3Ofl v un .52 or, ltll3Oll .

'f Itarnrnrt--^r . ^urvr/luvLH't'd ILQI4CT'bIII;I K'bM oT'Bap.qHe Ha OOepTI4Te Ha yqaCTHI4UI4Te / 11O pe,qa Ha
BXO.Ur4paHe [pr4 B'b3J]OXr4Te.rr.q/ o6.sB.qBaHe rA no.q[7rcBa]re Ha ueHoBI4Te ,4M
IIpe.uroxeHr4.q:
1. oQepra, c Bx.Ns 0r/oa.rr.2016 rr. - 09/30 qaca/ Ha //MEEEKC\\ oo,q c.b.q.bpxa
UeHoBI4 npe.qJloxe:ts'wfl 3a JIll ol .qBere o6oco6eslr rto3r4L\rArr, KOI4To ca:

L0 1CB0 1

LO lCDO 1

2, OQepra c BX. Ns

rleHoBr4 npe.qroxeHr4.q
02/oq.r.L.20r6
3a JIll or .qBere

rr. - 15,30
o6oco6enr

3. oQepra c BX.Nq 03/74.7I.2076 rr.
c'b.qbpxa rleHoBo npeIJroxeHr4e 3a JIII cavo

Ha //iDAPKOJI\\
KOI4TO CA:

A,I{ cbl.bpxa

Ha ,,,ObOHUIKC OAPMA\ EOOI
no=urJr,tx Ns 2:

qaca /

noSvIuIAI[ t

10,50 qaca/
or o6oco6ena

on2 LO lCDO 1 Pacfltaxel 0,1878 JIB

rr ' Kot'ttttcus.'ta npvrcybttu K.bM pa3rJrex.qaHe Ha oeeprvt le Ha yTracrHr4uI4Te 3a
c'borBercrBme c Kpl4TepI4ure 3a nog6op Ha Bb3roxl4Ter.q/ c ycroBr4.qra sa yqacr14e
vI wSI[CKBaHI4.qTa/ Ha KoI4To CJIe.qBa .Ua oTlroBap.qT, frpw Koero Ce yCTaHoBr4:

1-. oQeprala Ha yqacrr{r4Ka ,,ME,{EKC\\ oor e lpe.ucraBeHa B 3areqaraHa
Henpo3parlHa OIaKOBKa / C |IOCOqeHI4 B'bpxy He.q .qaHHI4 / B C,LOTBe,ICTBT4e c
l43l4CKBaHIAg.T a Ha EIb3JIOXI4freIljl .

vrraclHr'rrcrr //MErEKc\ oofi e c EI4K 131268894, c a.qpec ro perrr;.{crparlr4.q:
|p. CoQltx , II3B yn, "CavoKoncrco [roce// Ns 2I, T.rploecK]4 ueHT.bp ,,Bot1Jrz),, er,. 5 we npercraBr.qBaHo or El.rrml A;rerccaugpoe [aHeB - ynpaB]4TeJr.
.D TaTa ca npencTaBeHI4 CJIe.UH]4Te IOKyMeHTT4:

Ilnoncm:equo rr: 
^d^^^^-- 

rrn . -rrrruAu!uu^nc Ed /tIdCTHt4Kil - nO O6pa=e4 Nt 2;
fTa)rtzlroumrz n/\v.4.-.'J3Bat!I4
nop'bqKaTa;

rrp,rBoro 3a 143B.bpuBaHe Ha,uelZnocrla no |Ipe.uMeTa HA

AeKraparlr4.q 3a [p]4eMaHe ]la ycroBr4.qra B npoeKTa Ha.EOTOBOp - no o6p, Nn3,.n^'.-^^-..--^ -AeKrapau]4.q rlo vn . 3, r . [] r4 .{r . 4 or 3anoHa 3a zKoHoMl4r{ecKl4Te u
@mHaucoeure orHolIeHI4.q c .qpyxecrBara / perrr4c rpupaHu B rcpr4c.q wKr\vrrA c
npeQepeuql4aJleH .4aH'brleH tr)exl4M/ cBbpgaHr4.re c r.qx ru\a rA TexH1,1re

erZcrer,r enur,r co6crBeHr4qz - no O6p. N! 6;
AeKrapaurAr no =".f3l:9._[j.1,2 u'l ou 3Olt _ no O6pa3eq Ip7;
--------AeKJrapaqvrr tto -u.54, ar.I, 1.3-5 or 3Oll _ no O6pase4 I,F g;
_--.-'IexHr,jqecKo npelJroxeHr4e no O6r:aseu Nt 4;

-

LleHoBo npe.UJroxeHze - no O6paseq Np 5;
Ae'KJIdpaIll4.q ro qr " 66, a,[. 1 or 3On orHocHo Br4.UoBere p.r6orlz or npe.EMera
Ha nop.bqKara/ Kor4TO r]Ie Ce |Ipe,4loNar Ha [o.q]43rr.brlHrATeJ\Vr ..m C.borBeTcrBa[]I{.sr
Ha re3]4 pa6otr EF.Jr B rIpoIieHT'4 or crorZuocrla Ha o6uleclneHara rop,brJKa, 14
npe.qBr4.qeHr4Te no.qvr3nbrrHrtTerrzr - no O6paseq Ns 9;
,4erc.uapar1vrrr 3a cpoKa Ha BaJril.qHocr Ha o prara - no O6p.N, 70

I- | nnn c i r-l a 0,11900 ne.

Pacf ltaxef O,350OO ne.

o|l 1 LO lCBO 1 Rl onnei da O, 17 8 "rre .

on2 LO lCDO 1 Pacllt axe f 0,3017 ne.



f-nan kamA \/^mvrrvA y u r'aFlOBI4 / r]e Ooeprara c'bI'bpxa BCrAqKtA Heo6xo.ur4Mr4 ,40KyMeHTIl /
[ocor]eHl4 B Oo.qBaTa/ KOMVrCrAfl.Ia npl4cT.bnr4 K.bM:
l- , L. Ilpoaepxa ba crEotrBetrctrBrre c ycJroBrrrrtra .Ba yr{actrue
R nnefiarFFRFHTT4rFo TaLI/ ^rhonrr:m:rrrJvav -y-F , *, J .qOKyMeHTI4 yqaCTHI4K'bT e .qeKJIapIApaJI JIIAICa Ha
o6crosreJlcTBa rto qJI .54t alr.7t T.1 - 5 u 7 ot 3oll , KaKTo ]4 qe .upyxecrBoro
yrlacTHmK He e per,%clrpmpiLHo rA He e cB,bp3aHo c IILrIa / perrr4crpr4paHu B

npIAcEwKLJrAr4 c npeOepeHUI4aJreH .EaH'bqeH pexl4M. VqacrHr4Kbr rrpr4TexaBa Pa3perrreHr.,re
3a TE C J]II.
L.2. Ilpoaepra sa ctrotrBelrcrBrtetro rra EexnrrqecKotro 4pegJroxenue c :z5't.z.c,KBaFxr4srtna
}IA BTbSJIOXYIEEJIE
Cnon vam^ naavulvA I.*-rrJIe.Ua TeXHI4r{eCKOTO [pe.qJIOXeHI4e / npe.qCTaBeHO OT yqaCTEt]4Ka /
KOMI4CI4HTa yCTaHOITI4/ qe yrlacTHr4K.bT e npeIJIoxr4JI :
_ ,[OCTABKA HA CJIEIH]4TC JIII:

- cJIe.qHI4T'e CpOKOBe 3a I4SII.L.TTHoHT/o H2 n.rlTaBKI4Te Vr 3a .qBeTe OOOCO6eHI4
no3tAuwv:

: npl4 nepI4OII4r{HI4.qOCT'aBKvI - 10 pa6OrHr4 I-HrA OT rro.q;tBaHe Ha 3a.qBKaT;};
nprr B'b3HI4KHaJIa lreo6xo.q]4MocT r43B.bH cpoKa Ha rlepr/ lo4ruH]t.-Te ,UocraBKl4 5

pa6oT,Hr4 ,4Hr4 OT no.qaBaHe Ha 3a.qBKaTa.
- BC.sKa |I]4CMeHa 3a.qBKa :3a .EoCTaBKa Ha Btg.noNvren.q .qa .My 6.l,Ue 143npaulaHa Ha
frr:ra II9 0) /q1 ? qq ?a .! rzAAmA v^ na^.umrrnWdNU r!. v../ J-L I gt re | ., ,..-'IO Ce lapaHu4pa ilOIyr{aBaI{eTO W Ha .UaTaT,A Ha
I43npaulaHeTo 14 r43ilT:,IIHeHl4eTO W S OnUCaHr4Te no-rrope CpOKOBe.
BanmlHocrra r{a rpe.uJroxeHnero e .qo 3L12.2016 y.
Kovtzcngra cqrzra / qe rexHr4qecKoro npe.qJloxeHI4e Ha yrlacrHr4Ka ga r43rr.brlHeHr4e Ha
nop'bqKaTa OTrroBap.q Ha \73vicKBaHrLF.Ta Ha B.rg,noNlrte.n.q rA .EonycKa o0epTaTa Io
^IraHqR:HA 

T/ 14raCI4paHe.

l- . 3, Kolazcrsra pagr.rrexAa r{eHoButre [peAJroxenurE Ha yr{actrr+urKa ]

Koytsztcustta ycraHoBr4 :

Tlnann:r:urrmo ^qrryvAursr -.'yqacTHI4I(a LleHl4 v 3a.4BeTe OOOCOOeHU TI)3IAIJIAIA He OTrroBapfl'r, Ha
I43I4CKBaHeTO Ila Bb3JIOXI4TeJLq/ |]pe.UJIarraHaTa UeHa 3a BCeKIA e!,IAH Or J]fl //. .I[,] He
Ha.qBI4uaBa poOepeHTHara crorZHocr 3a rzcKaHara M.qpKa c ,4IC B no3rLTvtBHvrfl

-'a1^^T|. - Tlnrrrrnx'aur^^ ? :vmrz: -a- KTrM .UaTa 07 . 11 .2076 T, I KaK:TrO nLt ur\tyqJlurl

.ua He Ha.qBr4lxitBa K,bM c.brrlaTa .4aTa .qorroBopeHaTa c H3OK ueHa. \\ 
.

Ha ocHoBaHI4e rrop.Horo/ K.o\ntACtAHTa npe.qJrarra oOeprara Ha yqacrHr4Ka r4 ga ;qBere
oOocoOeHr4 no3r rJrAu .qa 6.I,Ite orctlpaHeHa or yr{acrr4e Karo Heno.4xo.u.qua, Ha
ocHoBaHr.{e rrr, 107, r.2 r 6. "a" or 3oil .

oft
N9

Anarouo-
TepaneBT!19e
H xon /ATC/

Mex<,qyHapo4Ho
HENATEHTHO

HA14 MEHOBAH fiC
/INN/

JleKapcrBeHa

Qop14a
l\4F pKa

nporHo3Ho
KOthqecTBo

(B

nocoqeHaTa
MqDKa)

I bproBcr{o Haht4eHoBaHhe
llpurexaren ra

pa3peuJeHIeTo 3a
ynorpe6a

Cpox na
foAHocT or

IPY B

f oA tlH t4

2 3 4 5 6 7 o 9

1 101 CB01 Etoposide napeHrepan
Ha +opMa

mg 140 000
Etoposide Actavis,
Concentrate for solution
for infusion

Actavis Group
PTC ehf.,
lAcnaunnc

3

z LO1 CDOl Paclitaxel napeHrepan
Ha cbopMa

mg 330 000
SINDAXEL, Concentrate
for solution for infusion

Axraauc EA,[,
SuraprR

on
Ns

AHaToMo-
Tepa neBTilLt

EH KOA

/ATC/

Mex,qynapo4
HO

HENATCHTHO

Hafi h.4eHoBaH

ve; /lNN/

IleKapcrBeHa
QopMa

Mep
KA

nporH03Ho
KOth9ecTBO

(B

nocoqeHaTa
MCn(a\

I bDTOBCKO HAhMEHOBAH14E

flplrreNaren na
pa3perueH14eTo 3a

ynorpe6a

roAHocT oT
tlPY e

foA!1Ht4

qeHa 3a mg, c

n'qC

1 2 3 4 5 0 7 8 I 10

1 101 CB01 Etoposide napeHTepaJrH
a $oprrra

m9 140 000
Etoposide Actavis,
Concentrate for solution
for infusion

Actavis Group
PTC ehf.,
14c.nan4rr

3 0,I1900

2 101 CD01 Paclitaxel
napeHTeparr H

a Cpopl\ila
mg 330 000

SINDAXEL,
Concentrate for solution
for infusion

Araaouc EA,Q,

6unrapnR 3 0/.35000



? ndronm:m: u. ylracrHr4Ka qFAPKOJI\ AI e npe.qcraBeHa B garlerraraHa Henpo3parlHa
olaKoBKa/ c |IocoqeHr4 B'bp)<y He,q.qaHH]4/ B c.boTBercrBr4e c u3ucKBaH]{.qTa Ha
B'b3JIOI(r4TeJl.q .

VqacrHiarlr ,,OAPI(OJI" An e c ETAK 102221 I54, c a.qpec no pelr4crp.tul4s:
lp.Eyplac, 8000, yr."CaH CreQauo" Ne 28 14 e npe.qcraBr.qBilHo or laHr4er Jlro6euoe
Pa4y,ron, TauR MilHueaa Mruqeea-Ea=oreea, leoprn fierrcoe Easoren - nal'-MarKo
.uBaMa or rrrx rA.Iru BCurlKyi. 3iLeIHo/ qpe3 y['bJIHoMorleH npe.qcraB]4TeJl ParZo CraHrcon
T{:nuop

B oQeprara ca rtpe.qcraBeH]4 cJre.[H]4Te .uoKyMeHTr4:
Cnvr+w Hi rtnk\/N/aHmT/ma 1i uufr-,,,JOpMaU]lrrTa I CT:,.['bpXaulr4 aa p nrhonm: ma

3e4 IV 7;
nh^ n^m-- 

-rr^ Ha yrracrHr4Ka -- no o6pa=etl Ns 2;
,{orcyveHrr,
nop,bqKaTa;

.uoKa3BalII4 npaBOTO 3a 143B'bprrlBaHe Ha .qerzHOCTTa rIO |Ipe.4Mera I{a

,4erc"napaurts. 3a cp,lKa Ha F\a.r'rznHocr HA odren.ne.n: - na OdD,l,P 70!Jeugr4rrvv

Cne.U Karo ycraHoBI4 r -f e oOeprara c'b.Ubpxa BCIAUKIA Heo6xo.EI4MI4 .qoKyMeHTI4 /

nocorleH'.I B o6.qBa'ra, KoMILcvIflTa [pl4cTT,|I]4 K'bM:
2.L. Ilpoaepxa Ba crbotrBescrlB%e c ycJroBz'rrra ga yqactrrre
B npe.ucraBe]inre KtM oOep'r'ara AoKyMeHTL{ yqacrHI,,rKT:,T e AeKrapr4paJr JrrAnc:a, Ha
o6cro.qreJlcTBa no .an.54 | aJ7.It n.1 - 5 vt 7 or, 3OII/ KaKTo vI r4e .qpyxecrBoTo
yqacTHr4K He e perrl4cTp]4paHo u He e cB'bp3aHo c JtnI\a / perr]4cTpr4pa HI4 B

ropuc\rLKrJrArL c npeQepeHur4aJr(lH .uaH'bqeH pexr4M. VrracrurAK'bT np]4TexaBa Pa3per[eHJ4e
sa TE c Jlll.
2.2. Ilpoeepxa Ba, crEoEBetrc,rBrreEo Ha trexHr4r{ecKotro npegJr()xentre c urSr{crcBaktr/rrrla
HA BtsSJIOX'4IDEJI'I
Cle.q Karo pa3rrJIe.qa rcxHr{qecKoro rtpe.qJIoxeH]4e / flpe.[craBeHo or yqacr.H]4Ka /

KOMI4Cm.CTa yCTaHOBI4/ rle yr{6lCTHI4K'bT e |IpeIJ]OXI4JI :

- IOCTABKA HA CJIENHI4TE JIN :

I]'bJIHOMOTIHO Ha JlrrqeTO / KOeTO e ynbJIHOMOTIeHO .qa npe.[CT'aB,II,qBa yqaCTHr4Ka B

HacTo.quara o6uecTBeHa [()p']rqKa ;
flerclapaqux 3a np]4eMaHe Ha ycroBr4.cra B npoeKTa Ha .qorroBop - no O6pase4 Nt
').

lercrapaqma rto ul , 3, r . B tA 'uJr , 4 or 3arcoua 3a r4KoHoM]4r{ecKl4Te \A

Qrnaucoemre orHoileHI4 tr c .qpyxecrBara / perrvrcrpr4paHl,4 B IopI4c.n,vrKL\rtu c
-^^A^^^,,npeQepeHur4a.rleH .uaH%qeH pextrM/ cB'bp3aHZTe c T.qx III4ua w TexHI4Te
.EerZcrev relszr co6crBeHr4r,l.{ - no O6f:. Ne 6;

ITorn:n:rrrzq 16 1rn tr/ 1 m 1 ) v ? om ?OTl-nn O6naaorT Al.r7:llvr\rrql/q+ all .Jat AJ!.tt !.tta vL / Vf JVll ttv VvPa-C4 Lu'/t

IeKrapauua. rLo.u.54/ aJr.1,, r.3-5 or 3Ofl - no O6pase4 Nt B;

Tavurruacka nnAflnrlxAHT/A na O6n--^rr lT0ll}JuAJiu^envrv ltv vvPAJC4 !\'

IleHoeo npe.EJroxeH]ze - no OCipa3eq Ne 5;
,[erlapaqmn rto qJr. 66, aJr. 1 or 3oll orHocHo Bu.qoBere pa6or]4 or [pe.EMe'ra
Ha rrop'brlKaTa/ Kor4To rle ce [pe,uJroxaT Ha [o.u]43n'bJIHwTeJIw w c'boTBeTCTBalII4gT
Ha re3r4 pa6C)rr4 IIsr B npor]eHTr4 or crorzHocrTa Ha o6uecrBeHaTa fiop'bqKa | fl
npe.qBr4leHl4Te |Io.q]:43nbl7Ht/-r"er.tv - no o6pase4 N! 9;

oI
Ne

AHaroN.4o-

TepaneBT!1qe
n ron /ATC/

Me)l(AyHapoAHo
HENATEHTHO

FiAUMCHOEAH ilE
/INN/

IeKapcrBeHa
Sopva

Mnpra

nporHo3Ho
KOt14qecTBo

(B

nocoqeHaTa
MqNKA\

TbproBcKo HaIMeHoBaH!re
flpureNaren na

pa3peueHrleTo 3a
ynorpe6a

CpoK Ha
TOAHOCT OT

nPY B

TOA tl H 14

2 3 4 5 6 7 8 9

1 LO1CBO,l Etoposirje napeHTepanHa

QopMa
mg '140 000

Etoposide Actavis,
Concentrate for solution for
infusion

Arraeuc EA,[,
Sunrapun

Z LO1 CDOl Paclitaxel
napeHTepanHa

ailnntrra mg 330 000
Sl N DAXEL, Concerrtrate for
solution for infusion

Arraarc EA,Q,

Srnraprn
- crre,4H]4Te cpoKoBe 3a r43rr.b,[HeH]4e Ha .uocTaBKr4Te:



: npr4 nepr4o,ur4rlHr4.r:ocraBKr4 - 10 pa6orHr !,Hu or ro.qaBaHe Ha 3asBKara;
npv l3b3HuKHaJIa :aeo6xo.ulzMocr Lr3BbH cpoKa Ha rIepI4o.uI4rrHI4Te .qocraBK 5

na 6o.r'r+tz nTJT,4 orn nrl na Ra Htr Ha ?a.qBKaTa .PgvvrrfvA\4JJqr+vrr9

- BC,qKa rr4cMeHa 3a.qBKa 3a .qocraBKa Ha Br3roNmre.ng ,qa My 6'rne I43[pauaHa Ha

Qanc Ne 055/851 '722, c Koero ce rrapaHrr4pa noryrraBanero nr Ha .qarar;l Ha
r43nparlaHe,ro 14 r43[r,rrHeHweTC u B orl]4caHI4Te no-rrope cpoKOBe,
Banm.uuoclra Ha npe.qJroxeFllrero e .uo 3LI2.2016 t.
Kottsttcttt x,t a cq.r4Ta r ue npe.qJIoxeHr4ero Ha yr{acrHr4Ka 3a I43rt'bJlHeHI4e Ha nop'br-lKara
orloBap.c Ha r43t4cKBaHufl.Ta Ha BssroNr4Ter.q u .qonycKa oQeprara .qo oqeHsBaHe I4

KrracrpaHe.
2 .3 . Kortlg,4ct f,.Ea pa5rJlexEa r{eHoBuIFe rlpenJroxeuvts. Ha yrJacFriu4Ka :

Ilerapcraena
flpurexarer Ha

pa3peureHfiero 3a
ynorpe6a

Arranrc EA,Q,

Sunrapua

Arrannc EA!,
Eunraprr

Kovsacwnta ycraHoBr4:
Tlnen.n:rraHZrFe or yqacrHl4l(a UeHu r4 3a nBere o6oco6eHlA rlo3rArJrAvt He orrroBapgr Ha
r43r4cKBaHeTo Ha B.b3Ioxr4TeJrrr/ |Ipe.qJlaraHaTa UeHa 3a BCer<n e!,w}l oT JIll //...,[a He

HagBrzlraBa peQepeHTHara crolZHocr 3a r4cKaHara M.qpKa c LIC n flos]4r nBHIAr!

- Tlnr,rno:rer+rz^ t -''--'--^r' K.bM .[ara 07. 11 .2016 r, / KaKTo tAJrsr\uIJUruurr urrvruDf\ rlyrlJrv,a\u1]vlU L t ONf yOJlgn

.qa He HaABr4naBa K'bM C'blqar;r .uara .qorroBopeHara c H3OK ueHa, ".
Ha ocHoBaHr4e rropHoro / KoMr4c',r.qra rtpe.qJIala oQeplara Ha yr]acrHvIKa 14 3a ,rtBere
o6oco6eut'r nosvr\rArA Ia 6.sIe orcrpaHeHa or yrracrl4e Karo HeloIxo.u.qqa, Ha

ocHoBaHr4e qJl. . I07 , t. 2 , 6 , "a" or' 3Oll .

? a,+ronmr mr H: yrlaCTHI4Ka ,r€bOHlzIKC aDAPlfAu EOOI e npe.qcTaBeHa B 3alerlaTaHa
Henpo3parlHa olaKoBKa / c nocorleHl4 B.bpxy He.s Ear]l{IA I B C'bOTBeTCTBile C

IA3WCKB AHI4flT A HA B'b3JIOXI4TCJT,q .

y.{acrHr4Kr,T ,,ObOHI4KC @APM}," EOOI EI4K 203283623 | c'bc ce.uaJll4tre rA a.qpec Ha

ynpaBJreHr4e : r'p . CoQrzx , L'7 O0 | parZoH Cny.4eurcrm, yl . "OrcofloBp'bCTeH n'b1t" , Ne

1 qqA nnan.m:F *.;rLqBaHo or ylpaBr4TeJrr4Te cu Beceluu lSerurarcoe KyHee, X),nraH

AraHacoe Hegel.ree, Pa.4ocrlr,rH leoplree lnluarpoe tA Tol'nvtcrae Xmeauoerv , rlpe3
yfr.bJlHoMorreHilTe rtpe.qcraB rrrt=JrrA: Kpacrvrp Htt rcoraen Hrrcoraen rA [aumela flerrpoea
Hxrcoroea - 3ae.EHo, B oQeprara ca npe.ucraBeH]4 cJIe.qHI4Te .qoKyMeHTI4:

,[orcyueHrvt, lloKa3Barl]4 |]paBoTo 3a ]43B'bpuBaHe Ha .UeI4HoclTTa no npe.[MeTa ]ta
tlo'o.br]KaTa;
ll'r,rHoMolIHo Ha JII4Uero /

HacTo.quara o6IIIecrBeHa
KOeTO e y['bJTHOMOIIeHO .qa |Ipe,UCTaB,IIsBa yr]acrHI4Ka B

IeKrapauu.q 3a npr4eMaHe Ha. ycroBr4.qra B npoeKT€r Ha .u,o:foBop - no O6pa=eu Nt

a.

narzrrnrrrrra 2 - a ,A .III, 4 OT 3arcOga 3a IlKOHOMt4qeCKl,ITe U+lgNJraPaL\vlZ rrv alt.Jt r.u t

QuHaucoerre orHouteHl,r.q c lpyxecrBara / per]4crpr4paHr4 B IopI4cI\4KLJwu c
npeQepeHUr4a,IreH .qaH.bqeH peXI4M, CB'bp3aHI4Te C T.sX JI''IUa V TeXHZ Te

Eeir,crBr reJrHr{ co6crBeHl4ul4 - no O6p, M 6;

flar n:n:TTTlq nra r-* E A '1 - 1 .2 tt ? n.n ?OTl-na O6nazotraJLJal AJI.ll l.Lf L vr / vf Jvfl llv vvParEL+

II OPE,I{KA;

Etoposide Actavis,
Concentrate for solution
for infusion

0,3017
SINDAXEL,
Concentrate for solution
for infuslon

Cnva+w H: rarc\/N/ArJrFT,,rrFF rr rzr+dronvt: ttrtqr'A - cr-rT.I-r1rK:lTTl r-.r. n orbenna na - 17o
---./!.rv*+rrtv "...topMaur4FTat cb.!'-,.^'**

O6pazeU Ns J;
n^^-^n -; /lAntoarr Alo ).rrpe!c'1'd13,{He Hd yqacTHJ4I(a - no uopd3eu L'tv z;

n^r,n-h ,{JI . 54As NJIOIJqLIvL^ LLV : r.3-5 ou 3Oll - no O6pazeu N!



TTaunpa nl.lAnnatxoHT/a - na\ Oflttaqart llo tr' 'q!rrvuv rryvArrv/r\grvls ftv vL'PaJe4 r!' J /

[en.lapaqt't x fio qr. 66, ar. 1 or 3On orHocHo BI4.qoBere pa6or]4 or [pe.4Mera
Ha [op.br{KaTa/ KoyITo Ile ce [pe.qJ]oxaT Ha |Io.Eyl3n'bJlHuTeIIA 14 C'bOTBeTCTBalll]4rlT
Ha Te3r4 pa60Tr4 II.qI B npo!,eHTr4 oT cTorzHocTTa ]la o6uecTBeHaTa rop'br{Ka / 14

npe.qBr.r.neHi,{Te no.ur{3n'bJrHr4Ter,r4 - no o6pa3e4 Ne 9;
.[errapauvfl. 3a cp,)Ka Ha Bar]4.uHocr Ha oOeprara - no O6p,N'! 70

Texuu.re crto n e.qJroxeHr4e no o6pa=e4 Ns

Cle.E Karo ycral{oBI4 r .Je oOeprara cr:,.tr'bpxa BCVUKIA Heo6xo.qI4MI4 .4oKyMLrHTYI /

locorleHl4 B o6.qBa,ra, KoMucv.lflTa npficT'blll4 K'bM:
3. 1 . llpoa,epra 3a cto'lBer-acrBtre c ycJroB%tl'ra 5a y'r;Iactr%e

B npe.qcraBeHl,rre K.bM ooep'rara .qoKyMeHT'It yqacrHilK'br e .qeKJIapwpaJr rtl4rlC:il Ha

o6cro.qrerrcrBa no .rn.54, aJ7.I, T.1 - 5 v J o,t 3On/ KaK[o rA qe .4pyxecrBoTo
yrracrHnK He e perrr4crpr4paHo vr He e cB'bpSaHo c ITr4rJa I peII4CTpI4paHI4 R

nprACErAKrJrAr c npeQepeHut4areH .EaH'brreH pexrzM. V.racrH',IK'br npl4TexaBa Pa3petxeHr,te

3a TE c JIll.
3.2. Ilpoeepxa sa, ctotrBetrcrrBttetro rra trexr{r4raecKoro
I{A BTbSJIO'KI4trCJI'I

C"ne.q Karo pa3f JIe.tra rcxHl4rlecKoro nperJIoxeHI4e /

KO]l4rACrAfl.Ta yCTaHOBI4, qe yrlelCTHI4K'bT e npe.qJrox}',Ir:
- .[ocraBKa Ha cJ]e.qur.q JIII:

rIPeAJrOXeH'le C mBmCI(BaF{%'Itra

npe.4cll.aBeHo oT yqacTHl,{Ka /

IleKapcrBeHa

9opMa

napeHrepanH
a QopMa

Paclitaxel

- cJIe.qHr4Te cpoKoBe 3a r43rybJlHeHI,'Ie Ha .qocTaBKI4Tle:
: npr4 repwo+ur4Hr4.qocraBKx - 10 pa6or*vl lHu or rtoIaBaHe Ha SagBKara;

npt4 B.b3HI,4KHaJIa neo6xo.ulrMocr r43B'bH cpo.Ka Ha repI4o.qI4qHI4Te .EocraBKI4 5

pa6oTHr4 .qHr4 or [o.qaBaHe Ha 3a.qBKara,
- BC.qKa rrr4cMeHa Ba.qBKa 3a ,uocraBKa Ha BrgroNrarer.q .qa My 6tre lz3npauaHa Ha

Qarcc N! 056 / 851 B 3 9 , c r(oero ce rapaHTr4pa roJryrraBaHero nr Ha .EaraTa Ha

r43[paulaHero r4 r43fl'bJrHeH]4ero 14 B onvcaHl4Te no-r'1ope cpol(oBe.
Barm.usocrra Ha nperJloxeHlzero e .uo 3I .12.2016 t:.
Kovwcwnra cqr4Ta, He |Ipe.qJIoxeHr4ero Ha yr{acrHr4Ka 3a ]4:3I-I.brIHeHI4e Ha |]op'brlKara
OTTIOBAP,q HA V3IACKBAH]4-qTA I{A B'b3JIOX'I4Te-JT'I .

3.3. Kor"stcr,rgsa FJrextqa r{eHoBotro qpegJroxeHtre }Ia yr{actrEllrlca:

on
Ne

AHaroMo-
repaneETuLl

EH KOA

/ATC/

Me)|(qyHapoA
HO

HENATEHTHO

HA hMEHOBAH
ue /lNN/

IleKapcrBeHa
6oprua

MFp
KA

npofHo3Ho
KOttlqecTBo

(B

noco\leHaTa
MqoKa)

TbproBcKo
HAhMEHOBAHfiC

flprleNaren na
pa3peureHIero sa ynorpe6a

Cpor na
roAHocT
or tlPY

B TOA14Hh

l.leHa 3er mg, c
AACI

2 3 5 0 7 8 I '10

101 CD01 Paclitaxel
napeHTepafiH

a Sopua
mg 330 000 Paclitaxel

Ebewe Pharma GmbH.
N,fg. KG,, Ancrprr 3 0,1878

Kottwcv.nra crtl4Ta/ rle qeHara e oOopMeHa c'brrracHo I43I4ct{BaHI ATa Ha B'b3rIox:I4TerLq
14 orroBap.q Ha |Ipe.uBap]4!reJIHo o6.qBeHI4Te ycJIoBI4.S.

Kolaucn.q.ra .qonycKa oQeprar,f .qo oueH.qBaHe J4 Krlacl4paHe.

B'rs ocHoBa Ha 143BbprxeHoro pa3rJIex.qaHe
CJ]CIHOTO:

orleH.qBaHe/ Ko}lI4Ct4.gTa I43BlbpUBa

KIIACI4PA ooeprr4Te Ha V,-racrHrAL\rATe | .qolycHarr4 .[o KJrac]4paHe / c'bo6lla3Ho
onpe.qeJreErwn or B.b3loxr4Terrs Kpr4Tepr4rz "Haft.-uucxa rleHa\\ / KaKTO CrIe.EBa :

- 3a Oll Ne 2 - Ha |IT:,pBo M.qcro - ooeprara Ha,,@]'OHI4KC Qapl,la" EOOI .

flpurexaren Ha

pa3pe[!eHheTo 3a
ynorpe6a

Ebewe Pharma
GmbH. N.fg, KG,,



IIPEEIIAIA 3A U3IIUIHUWTI ua o6oco6esa no3r4L\ws. N;2 or rpe,4Mera Ha o6ulecrneHara
nopbrrKa no ,tn.20l ar.3/ ,r,2 or 3oll , o6.seeHa c o6.qna z=x. Ns I06'7 /21 .70.2016
rr. / c [pe.uMer ,,,!ocraBKa Ha J]eKapcrBeHI4 [po.uyKT]4 3a reqeHI4e Ha oHKoJIorI4qHI4
sa6orseaHl4.E", Qrzpua /fCbOflI4KC CAPMA\ EOOI .

IIPEIJIAIA qpor{eAypatra Aa 6rge rq)eKpatreHa Ha ocaoBar{rae qr.110, ar.L, s"2 oIF

SOII rA o6.qeara orrerrJreHit 3a o6oco6ena no3vrLlufl Ne I or fipe,uMera Ha
o6uecrneHara nop'bqKa/ c MOTT4B:

Bcvt-txttt [oAa,ueHr4 oQeprr ga o6oco6ena nozltrilnfl. N, 2 ca Fleflo.qxo.q.crll4/ tll''il Karo
nnAnn^vAHT/ma ^m yqacTHylut4Te IIeHI4 He oTrloBap.gT Ha u3r cKBaHeTo Ha BbSIoxI4TeJIq

^^A^^^,,-,, - --,,,--ar peQepeHTHaTa cTor4HocT 3a IeKapcTBeHt/ifr. npo.4yKT B ilcKaHaTaAs rrsAlJrus!,

^ nnnrvru1,^a u AAv o lIo3vrllttBHIAfl. JIeKapcrBeH cnl4cbK - llpr.noNeHue 2, aKTyaJIeH K'bM

.uara 01 .II.2016 r.

Kottvcwntla nprzKJrroqr4 cBo.qra pa6ora Ha 15 . 11 .20I6 T . I cJre.u Koero Hacro.rrqvl.sr
npo{r'oKoJr / 3ae.qHo c rl.sr,aTa .qoKyMeHT arfvrt{ |Io nopbqKaTa ce npela.qe Ha
Bb3JroxtlTeJr.s sa yrBbpx.qaBane, cbrrJracHo un. 9'7 r dr .4 or lI.tl3OII .

Kortttcug.:

11^^n^^rrIJ SAUYAo f vJr ,

rT-^,,^-^.AJIENUDg.

vr. ruAUIJuDa/

/ TT Tlomnnp: /
/ ff t ]!v

/M.Koee/


