
IIPOTOKOJ] N, 2

Iriec, 09.12.2015 rroIr4Ha/ e 09. O0 qaca/
Eyplacl 6yl . "CleQaH Crav6oroe,, Ns f 3 , t
A4, el.7 , 4ortlrt.cwn B c'bcraB:

e ,,KOll-Eyplac" EOO.{/ Ha a.qpec rrp.
e Xrpypr'l4rJeH Kopnyc Ha MEAJI-Eyplac

np]4cbcTBatqr4Te tr oTKpIA

Tlnonaantmarr" TTrnrr"r atn^-,,^--rrllu!,L.uAd'-L'cJI : /lapl4Ha uro.qlloBa - rJIaBHa MeErzr_lI4HCKa cecrpa, ,,KOU-EypIac"
E9OI;;

Tt no u.n"14, a.l .5 ol 3Olli
"3|IC.UT3C" - O6quna Eyplac, no un.I4,

? n,.-,,- rr.-.^.^.--J' AvIaHa All.!:xt4eBa - H,aqaJrHr4K or,ueJr, P3IL Eyplac, no un,I4, a,n.5 ol 3OIl;
4 . Itlpwua To4opoea - Marrlzcrrp-QaprraaueBT, ylpaBrzreJr 6orsz.rsa anreKa Ha
,{OtI-SypIaq"EOO,!,

'T: Q.nADAn rlo 280 oT 30,11 .2015 rro,[uHa Ha Vnpanzre.nH HaJqrrvue4

"(oll-Eyplacp" Eoo.q, ce c'r6pa ,ua rtpo.EbJrxr4 cBosra pa6ora rro pa3rrJrex.qaHe Ha
nocrrnmlnle! odeprm 3a yrlac,Tl4e e o6qecrBeHa [op.bqKa - o['Kpr4Ta lpoqe.qypa/ c
nrlanrrom. '/l1n)^rrHE/{rvru r'. ir4uu'r'38K3 Ha IIIeCTHa.ueCeT HoMeHKIaTypI4 JIeKapCTBeHI4 npO.qyKTI4 3a
relrJeHl4e Ha oHKoJIorwuHl:A gaoor.sBaHl4.q/ no npr4JloxeHa cneqmQrrcarJr, lfr.".
flpoUe.qypar;L e orKp]4T.r c IleueHue Ns 38 /26,IO.2OI5 T. r perrilcrpr4HaHa e AOI
nq,q Nq 00232-2015-OOO9, ny6lzrcyeauo o6.qe.nesze e poll Ne 694 76I/21 .70.2015
rr. il e OB ria EC Ns 2015/S 211-38239i /30.I0.2015 r,.
fTa]o r.o.r mo ri om__!- 

---

yr{acrr4e B npoqe.uypara, 6e t43npareu
KOr,rucI[fl.T a oTHOCHO |Ipe.qCTaBeHr4Te .B

1 ,,!orcyl,ler\vl 3a no.q6op", T.qxHara
a]Hvrfl.Ta Ha B'l="toNv te"n,q. Ha ocHoBaHr4e

14 B cpoKa no .{r . 68 , an.9 or 3oll BCeKr4 yqacrHr4K Moxeme B crborBercrBr4e c
I43mcKBaHws.\a Ha Bb3JIoxI4TerIg/ nocor{eHrt e o6,qereHl4ero r Ed 3aMeHtd
n--A n-fl^ RAHT/f ierrr/vAvruuurrv+ AOKyMeHTI4 ILJII4 .qa |IpenCTaB]4 }IOBI4t C KOI4TO CM.qTa/ qe 111e

V.{oe,nereopyr nocraBeHmre or Bb3Jro}r<vrreJrl Kprlrepuu =a nog6op.

u 3aKoHoBI4.q CpoK Ca nocryL,nunv .4oKyMeHTr4 OT ,,ObOHI4KC @APMA" EooI .
V at rtt a,, 

--r\o[.u4cI4.qra pa3fJTez(Ia c'boTBeTCTBr4eTO Ha .qOIBJIHT4TeJIHO npe.qCTaBeH]4Te O'r
yrJacrHl4Ka ,Jo4yMeH'rI4/ c rL3ncKBaHufl.Ta yr nocraBeHr4Te Kprrrepwv sa nog6op or
BBsJloXI4TeI'.! .

3a //6bOHI4KC €APMA/' E(3O,q - Kolarcil.qla e KoHCT'arrzpaJrar He B [peICTaBeHr4Te
IoKyMeHTm q nlrmrc Nr 1 ot oQeprara Ha yrlacrHr4Ka 3a o6oco6eHa no=r4rJrrfr. Ns 16 --
\/i cmndaai h itrtv r DlrruL].cg rr-, J.Ll4lIcBa [pyIJ]OXeHo ottop]43aqI4oHHo n]4cMo r4Jrvr eKB],IBaJIeHTeI{
n^k\z^tr^Hm c rirrg1ulg ex.Ns 302/02.12.2075 l. rA B 3aKoHHr{.q cpoK, yrlacrHr4Kbr e
npe.4craBI4JI ttt4.nceatsrytx .qoKyMeHT. Ilpz 143B'bprxeHara npoBepKa 3a pe.qoBHocrriL
nrrt a^^\,a'^-.+-'^MV' KOMJ4cI4r{T'a crfwTar 9e c'blIl4.qT C'bOTBeTcTBa Ha noCTaBeHl4Te oT Brg.[oNulel.q
r/r3rlcKBaHrrr rA Kpr4Tepr4r4 sa nog6op.
KoMr4CI4.sTa IIo[;ycKa oQeprara Ha yr]acTHr4Ka ,/+bOH?lKC €Apl"tA/ EOOI Io yqacTr4e l3
nn.)TTen\,zn:rFa T-ra R-T/ukrz ndranrzn:rrlrvr+eAyyoro rru -y-r'.y*Ht7 IO3WIIUIA.

KoMrzcr.qra .rtpr4cr.brrBa
nopbqKaTa - nJIr4KOBe
noSvrrJrrrr | rlo KOI4TO TU
aq^mPAm-mPuami.\ UMC

K'l,M pa3rrJIex.qaHe Ha npeIJIoxe}]ws.Ta 3a J43nbJIHeHr4e Hil
Ne 2. o,r oQeprzre Ha yuacrrArJwre, rto o6oco6eHrre

e ,EonycHaJra .Uo y.racrr4e B npoUelypara. Pa=lnex.Ua c(f
nocraBeHr4Te t43vrcKBaHta+ Ha B.lgloNzrelg 3a I43rrbJTHeHr4e
Ha rocr.bnBaHero Ha ooeprzre.Hd rrop'brrKaT'4, |Io pe.ua
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2. //AJITA eAp}4AcrcTI/l:rgbilt=tr EOOA
Krlwntvqn: a p- .(oHcTarr'.t{paJla I lle B [JI]4K Ne 1

'.I9r4cKBarl]4Te 
ce or Br=,=noxmter.q .qoKyMeHTr4,

'13r4cKBaHr4fl.!a 
My u pa3rJrexla npe.qJroxeHr4eTo Ha

1 yuacrHr4K.br e [pe.EcraBr4JI
cbIqI4Te c.boTBeTCTBaT Ha

yqacTHr4Ka 3a 143[.bJ]HeHr4e Ha

|IopbrJKaTa:
EHV| OT rro.4aBaHe

TTrlr TF: RKT/ _ AHa |Iepmo.qI4qH]4re

yrracTHr4KbT e npeICTaBr4Jl
cbrql4Te c.boTBeTCTBaT Ha

yr{acTH},IKa 3a 143I.bJTHeH]4e Ha

B

Ifl
.UJI,

2

3n!
CC

t3B

raIr

narfets
ilTo

u3

t4.i

4Te
np(
el\
a,
(n

tl

.r qe
IIOTTI4 T €

.44 np
\UDg I

eSal
10 (a
MOCII

paJra
Brs.r

FfrAV

NJIU

OKOB

BKI4
xonw

HCTATTl
OT

,7 pa:3
BCHI4 B

arra cp
.4OCTa

f NEUU

I
c

f

I4C)

I4C)
nq1

acl
npl
np

lrsn,
]]ex.u
NJII4K

KOBC

KI^ ]
OIII4IV

lAl
LA

lilo

f HT]
1E

HA

THIN

IAK

KyMe
Afl.TA

flre
aool
l'poKi

Ky
.wfl

HYI

,AL

cP,

NJTIA

qoK.

?HIA

{eHl
pa

,q

)I(E

IIHl

)

rH

tox

bJI

'.n \

I t,l

|I9pbqKara/ nocraBeHo B nJr%K Ne 2.
VrJ: r-murrrqm nna rJ:1ourn/rNol rr1:c,t{Jlala .4()CTaBKa Ha :

VrJ: cmurrrqm nna rr auurrrvrr\Dr rr9c,r{JI3Ia. I4 CJIe,4HI4Te CpOKOBe 3a I43ll'bJtHeHI4e Ha nopbqKaTa:
- nplr nepI4.uz:tlHl4.EocraBKTl 10 (.4ecer') pa6orurA IHw or no.qaBaHe Ha 3a.qBKala
- npil BT-'3H]4KHaJra HeoOxo.EI4Mocr I43B.gH cpoKa Ha nepl4o.qr4rlHIZTe .qocraBKr4 - 4
(rl,amvntn \ n:i 6nmu\ r- r--r--l y--,- -.114 E}{Il.

T-Tnanrr-rrlpeAJrd-L'd 3ar.sBKr4Te .qa {tre no.4aBar no oaKC 02 / 953 26 22 .

Kfurzcrara cr{4tra r EG oQeprara rra yqactrlu4Ka oEroBap:r Ha r4gr(cKBanrratra 11a
Bdbloxrare.nvr i4 EonycKa crbu{atra Fo or{enrrBaue u rcJracrapane no o6epr4pagatra
rlggvfiJ$f,..

33 /,co€APt44 TPEIZII4HI/ A.q
Kr$nt rv qma a L,COHCTaT.t{paJIa r r{e B IIII4K Ns 1 yuactHr4K.bt, e npe.qcraBr4Jt

c.btrl]4Te c.boTBeTCTBaT Ha
yqacTHr{Ka 3a r43n.bJIHeHr4e Ha

(

T
^mr^nr^ 

\ n;\ 6n--rtr-.--,,,-. IIHI4.
eAJrdl,d 3.i.qBKmre .qa ce no.qaBaT no oaKc 02/911 55 38.
uruc.'l1fiIlra cqr4l['a I E€ Ooeptratra Ha yriractrHlrKa otIrFoBapSI Ha I4gtICKBaHI4rrtra Ha
SJIorKI4treJIq f ,qonycKa c6l4al!a Eo oIIeHsIBaHe u KJracrdpaHe rlo ooepr4)aHr'rtre
Swlyrui

on
ls

ArratroM
o-

TalPaEe
ETU qEH

KOn

Mex,qyHapoAHo
HEtrAtrEHTHO

ITAUMEHOBAHUE

,/ r}fls/

JIeKaJJcrEBeHa
MqpKa

TIPOFHOeTHO

KOItqec4EO

nocoqetlara
MspKa,

T.EproBcKo
!IarueHoBarqe

Ilphtrexaren Ha
paspeueauetro ga

J rrv !P=ua
or nPY E

TOAVHV

2 3 4 5 6 7 8 I

3
LOlXA

01
Cisplatin napeH'repanHa

cpopMa
mg 120 000

CISPLATIN ACCORD
concentrate for
solution for infusion

Accord Healthcare
Limited OOe4nHeHo
KpancTBo

6
LOl BC

02
Fluorouracil napeH'fepanHa

QOpr\ila
mg 6 875 000

Fluorouracil Accord
solution for injection
or infusion

Accord Healthcare
Limited O6e4nueHo
KpancTBo

2

on
N

AHaFoMo-
tropaneBT
zveH Ko,q

/ATC/

Ntex.qyHapo.qHo

Ha4()HOBaMe

/ rNN/

JI e:K Erp c rB e r-r

Er OopMa
MEtr)Ka

r4)orrroSBo
KOIhqectBo

(e
nocogertatra

Mrq)Ka )

T,bproBcKo HazMeHoBarye
npzrexaren Ha

PaSpeueMeTo 3a
J rruaPEUa

FO.qrlocT
or nPY B

roAhM

1 2 o 4 5 6 7 8 I

16
LO1XX4 Vismqdegib nepopanH

a (bopMa mg 168 000
Erivedge 150 mg
capsules, hard x 28

Roche Registration
Limited, UK

zf



YrlaanurnvLm nri6rr''+quanvr^bI rrlJcrJlara cpoKoBe 3a I43lI.bJIHeHI4e Ha nopbrlKara:
- nnT/ n ar\T/n nrl"-1-'"'v,4rrrJHI4 TOCTaBKT - .EO 5 (ner) pa60rHv AHu or no.qaBaHe Ha
n4-Fr.---
Jg.dD N4 I4 ,

- np]4 B'b3HI4KHaJIa Heol5.xo.EI4MOcr 143B'bH cpoKa Ha [ep]4o.qmqHr,{Te ,UocraBKr4 - ,Eo
2\I.ea) pa6oruu gum.
n,-{^----^ ,--\ -----lrpe.qJrarra 3.l.qBKilTe .Ea ce ro.qaBar |]o oaKC 02/BI0 39 93"
KQvmclnzma cr{r4Ta, E€ o(Depratra Ha yqactrH?rKa ot'FoBapE r:a w+mc'KBarlJcf,5"a 11a
Bs5,noxltrenrr f AorrycKa ctqatra Ao or{eHrrBaHe w KJracrrpaHe rro o0epr,q)ag%tre
tr:qg,r,fiJrytl

4. //aDbOHI4KC; CAPl"lA// EOOI
Kottttcvs.ta e KoHCTarI4paJIa r ve B [JIrzK Ns 1 yuacrH]4K.br e npe.Ec'raBt{tr
r^a,^'vE'TrTrtrmc) or Bl3rox],'rtFe.ne nr)T4\/T\4oHrvr{lrlu^Dq!4v1 fq: ue u'r IJ'b3JIO)l(t-----.- 

---,r----..IUI CEIII4Te cboll'BeTcTBaT' Ha
I4EI4CKBaHWS.\1a My 14 paSrrJIex,4a npe.uJroxeErr1flTa Ha yqacrHmKa 3a r43I.bJlHeHI4e Ha
|IqpBqKara/ [ocraBeHvr '.8 nlrrnKoBe Ne 2.
yYacTHr4K.bT [pe.qJrarra .qocTaBKa Ha:

Vgacrurrbr npe.uJlarra cJIe.EHr4Te cpoKoBe 3a l4srrr,rHeHlle Ha [opbr{Kara:

on
AHaroMo-

TepaneBThrl
eH KoA /ATC/

MqxqyHapoAHo

IenaTeHTHO
HahMeHoBaHr4e /lNN/

flerapcraena
QopMa

Mapxa
nporH03Hr
KOJIhqecTBa

T'bproBcKo
Hat4MeHOBaHUe

flputexarer xa
pa3peueHxeTo 3a

ynorpe6a

CpoK Ha
roAHocT oT

nPY-B
fOAAHA

1 J 4 J o o q

1 LO2BXO3 Abira(erone acetate nepopanHa
Sopva

Mg 3500000 3t4THt-A
Janssen-Cilag

2.rogvau

4* MO5BX04 Dr )nosumab napeHTepanHa
rhnnue Mg 30000 EKCEXt4BA

Amgen Europe
3ro4rHn

11 NO2AAOl M rrphine napeHrepanHa
QopMa

Mg '185000 MOPO14H
CoQapva A.Q

3ro4uHn

13 101 XC08 Panitt rmumab napeHTepanHa
cpopMa Mg 46000 BEKTt4E14KC

Amgen Europe B.V.
3ro4uun

'14 103M13 Pegfilgrastim napeHrepanHa
Mg 100 HEYIIACTA

Amgen Europe B.V.
3ro4nHu

15 LO1XX17 Tcipotecan nepopaflHa
$opua

Mg 150 X14KAMThH
Novartis Europharm
Limited 3ro4uHr

16 LO1XX43 Vismodegib nepoparr Ha

cpopnna
Mg 168 000 Erivedge

Roche Registration
Limited, UK 2rogvuu

on
Ns

AHaToMo-
[epaneBTrlqe
H KoA /ATC/

Mex,qynapo4Ho
HENATEHTHO

HailMeHoBaHue /lNN/

IlexapcraeHa
OopMa

Mnpxa

nporHo3Ho
KonxqecrBo (B

nocoqeHaTa
nsora)

TLproBcKo
HaIMeHOBaH!4e

flpilTexaren Ha

pa3pe[!eHLleTo 3a
ynorpe6a

CpoK Ha

toAHocT or
flPV e
fOAVHV

2 3 4 5 o 7 8

NO2AAOS Dihvdrocodeine nepopaflHa
Q0pMa

mg 1 250 000
DHC Continus
tabl. 90 mo x 50

Mundipharm

LO1 BC02 Fluorouracil napeHTepanHa
mg 6 875 000

5-Fluorouracil fl.
500 mq 10 ml Ebewe

2

7* MO5BAO6 lbandronic acid napeHTepanHa
cpopMa

mg I o/c lbandronic acid
fl. 6 mq Sandoz

6

cl 104AX03 Methotrexate solution for
injection mg 6 700

Methotrexate fl.
1000 mo Ebewe

2

to LO1 XX43 Vismo$egib nepopanHa
QopMa

mg 168 000
Erivedge tabl. 150
mqx28 Roche 2
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paooTHr4 LHU OT rIO.EaBaHe
cpoKa Ha rlepuoAvrrlHrlTe
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,4JIaIa 3a.qBKI4Te .qa ce ro.EaBar no oaKc 056 / 851 B 3 9 .

r(ot{ctratrr4pa:
KapCTBeHI4.qT [po,[yKT nO Oll Ns 9, npe,EIO)I(eH oT yr{aCTH]4Ka ,,@boHTlKC OAPMA"

,,concentrate f or
HA Bb3JIOI(I4TCI.q

,4 - Methotrexate f1 . 1000 m9, e c JreKapcrBeHa Qoprrra
lution fbr infusion", Ko.qro He orrroBap.q Ha rr3wcKBaHero
JroHa 4 orr g|Ierll4(pr4KarJwnra: ,/sof ution for injection.'.

ocHoBaEtr4e trn. 69 t afi.! t r.3 ott, SOII/ KoMrrcurrra rq)egJrara ysacrurrKlEtrr ,qa
) otrctrPa}Ierl oll yqlaclEere B llpoqenypara Ba OII Nt Ne 9 - Methotrexate , E$ir

tro e EpeAcEraBuur oQePtra Ba tra5vr Otr, Korrtr'o rre otrroBaprr Ha rrpeABapr,rtreJrgo
BeH9rIFe yCJroBr4Sr Ha BEgnOXr4treJIrr,

\lttrcws.ra .[p]4KJrIorlI4 cBo.qTa pa6oTa Ha 09.12.201- 5 r,. e 11:30 r{aca rA Hacpor{r4
e.qBalloro cIA 3ace.4arll4e - 3a orBapaHe Ha qeHoBr4Te ooeprr4 B nJrr4K Ne 3 Ha

Vrlacr:H'r, 1rJr/ lt 3a 76.12.2015 rro.qr4Ha or 09:00 qaca/ 3a Koero
ue 6s.E;rr yBe,uoMeHr4 qpe g ny6rr4KyBaHe Ha c.bo6rleHl4e Ha

oarzr Ha ,,KOll-Bypr,ac" EOO,4 - B llpoQ]4.rra Ha KynyBaqa
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ilua^ th
ArFvv/

IS . Eyplac,
Erznrrra ATlDJ tlL sv L 'Al

Tliro nce n: ma ir .

EQO,[;
q+eHoBe:

JIPOTOKOJI N9 3

12.?0I5 rlo.!,l.tHa/ B 09:00 qaca, B

6yn . "CteclilH Ctal't6olog " N! '7 3 , B

an ?- K.t\rtl.vq B CbCTaB:!+. , /

,,KOII,-Eyplac" EOOI Ha a.qpec
Yr/n\/nrrT,flrcH Konn\/- IJA MEA.TI-t'v!t, J t, L

j{a yqacTHt{I(a ,4O OUeH.qBaHe

[eHoBoro n'oe.qJloxeH]4e 3a Heg e:

n^^--,,- --^-rr^nAdpvLnd vlvn nvod. - frJlaBHa Me.UI4UI4HCKa CeCTpa, ,rKOU-EyprlaC://

- npaBocnoco6eH rcpl4cr I no LtJr,14t ar.5 or' 3oll ,'

cr.er(cflepr, flmperqm'e "3llclT3c" - o6llmna Eyplac t no e;'Jr'I4 |

-l . IIeana fT.).r'ooBart

2. Munno Koee
ail.5 or 3OIl;
3i ,UI4aHa AB,U)$tIeBa - H.aqaJIHI4K oT,[eJI I P3IA Eyplac/ 11o r]JI'14l a.n'5 or 3OII;

4i Wpwua ito4 poea - Marrr4cT.rp-Qapr,zraueBT/ ynpaBI4TeJI oolHrrrsa aIITeKa Ha

,,KOI{-Eyplac"E O.Ii/

B r43rr.bJrHerlr4e Ha 3aloBe.U Ne 2BO or 30 . 11 "2015 rro,4I4Ha Ha Ynpaerareln Ha

"KOII-EypIar:" EOOI/ Ce c.l6pa Ia |lpon'bJ]x]4 CBo.qTa pa6ora IIo pa3rrJ]ex.4aHe ]Ia
nhr:,r,+-nT/T.nr.rtr o.bepTr4 3at yqacrr4e B o6[lecrBeHa |]op'bqKa - orKp]lra llpoqe'Uypa/ c

npe,qMeT: 1',4oCTaeKa r{a I]]eCTHa.4eCeT HOMeHKJIaTypI4 JIeKapCTBeHI4 npO.UyKTI4 :la
f

,[b.{eu]ae Ha oHKoJIortvIulvI 3a6orfl.BaHwtrt rto np]lJloxeHa cneuuOrral\w,l" '

fl orrenvoara e orKpr4r,a c PerxeHr4e Ne 38 /26. 10.2015 T . t perrzICTpI4HaHa e AOil
rr v+vA/

nbn Ns oo2:)2-2015-OOO9, ry6rr4KyBaHo o6sBreHr4e B POI] Ne 694 16I/21.10 ' 2015

rr. r4 B oB.Ha EC Ns 2015/S 27I-382,391 /30.I0.2015 r'.

illnc nr-.e na.r,e.nqh Ha KoMr4c]l']Ta npoBepr4 cbcraBa Ha np71c'bcrBalII4Te w orKpl4
f rvvAvvAg:
3aceIaHI,{eT'o.

tla 3aceraHm€!To Ha KoMr4cr4.qra He |Ip]rc'bcrBar npe.qcTaBwreJrt4 Ha yrracr]'II4UI4Te

/nw gpyl.']4 [PaBot{MauIt'I rv\4.

I(or,nrclrera oIDBap:t / onoBectttlBa vr nogntlcBa gonycnatrtltre Ao orlerrzBarre ta

r(nacrpaue LIeH9BI4 o$epr14, Eo peAa 11a noctrIbnBaHe 14a flPegnoxe6t14,f,'13a Ha

vqactrHr4l{ Ir.'e.

1. ,,ME[EKo// OOE

Idourcma'a e .uolycHaJla [peJujoxeHT4ero Ha yr{acrHltKa 'qo oiieH'qBaHe rA

KJracr4paHe nq cJre.qHure ooepr4paHu no3rArJrAIn w rJeHoBoro npellJioxeH]le 3a r.qx e:

?. //AJITA ;FAPMACI0TIzIKT,JIC'/ 
EooI

kovrcrsra e ronycllaJla npe.4rlo)KeHl4ero

Kracr4paHe ng cJle.[Hala oQepI4paHa no3wr],IAtr rA

o
n
Ne

Aratouo-
Tepa neBTtl

qeH KoA

lAl Cl

Mcrxq'lyBa pon il o
!tenat ell rflo

ilat1MeiloBallhe
/INN/

Ilerapc'roena
Qop vla

IMrp
KA

npc'ftro3flo
KOt t4qecTBo

(o

noc()rlollaTa

T1'proBc(o
HahMelloEallt4e

Ilp[Texaren Ha

pa3peueHuero 3a
ynorpo6a

CpoK Ha

TOAHOCT Ol
tlPY e

roA|,4 Ht1

qeHa sa
DDD/TDD, mg,
microgram/h,
l\41U, c Illl,C

1 2 3 A 5 0 7 8 9 10

3 101XAO1 Ci:;platin napeHTepanH
a cpopMa

mg 120 000

CISPLATIN
ACCORD conc.for
solution for
infusion

Accord Healthcare
Limited
O6e4urneno
KOancTBO

3 0,2144

6 LO1 BCO2 Fluorduracil napeHTepan H

a QopMa
mg 6 875 000

Fluorouracil
Accord sol.for
injection or inf.

Accord Healthcare
Limited
O6e4uneno
KparcTB0

0,00502



on
Ne

AHaroN.4o-

TepaneBTh
qe8 KoA

IAICI

Mer<4ynapo4Ho
HeI aTeilT]lo

Ha,4MCHOBaHLle

/INN/

IeKapcr BcHa

Qoptvtil

Msp
t(a

npoilro3Ho
KOrl,ltlCCTElO (B

nocoLtcftara
I oPr uounu

llauMetl0BaHfic

I lp[rexarer fra
pa3peueH[ero 3a

ynorpe6a

CpoK Ha

roAftocT oT

flPY B

DDD/-fDD, mg,
microgram/h,
MIU cllllc

1 2 3 4 5 6 7 I I 10

16 LO1 XX43 Vismodegib nepopiln Ha

QopMa
nlg '168 000

Erivedge 150 mg
capsules, hardx2S

Roche
Registration
Limited, UK

2l 3,4055

3. //COiDAPIVIA
KQlu,rcrxra e:

ne] n no ns: m;\

rPEil,ErAHI"''
.4onycHaJra
^,1 ^^,.^-,,-v$,sy/rPqno

An
rrpe.qJroxer{r4eTo Ha yqacTHr4Ka .4o
lro3vlLMfl 14 IIeHOBOTO |IpenJ]OXeHTIe

AIIAHqR:UA IT KN2']7N:HA

3a He.q e:

oft
AHaroMo-

Jepa neBT14qeH

ron /ATCi

Me)(,rlyHapoAfio
fienaTeHTHo

HAilM E HOBAHUC

/INN/

Jlerxapcreena
MFpRa

fl ponrosn r,1

KOt fiqccIBa HAilMEHOBAHilC

llpITexarer Ha

paspeueH ueTo
sa ynorpe6a

Cpox Ha

foAHocT oT
flPV - e

rotr uHil

DDD/TDD, mg,
microgram/h,
MlU, cAAC

1 2 3 t 5 6 7 I I 10

1 Lp2BXO3
A bira te ro ne
acetate

nepopanHa
$opnlta

Mg 3500000 3ATV|A Janssen-Cilag 2.ronnnn 0,24044

4', r\.4t058X04 Qeno$umab
napeHTepan Ha

Soptrla
Mg 30000 EKCAXHBA Amgen Europe

3roAuH14 5,5955

't 
1 N02AA01 Morphine n€rpeHTepaI|Ha

Mg I 85000 MOPOt4H
CoSapva A!

3roA14Hh 0,072

IJ 101 XC08 PanitLrmumab napeHTepan Ha

OopMa
Mg 46000 BEKTh614KC

Amgen Europe
B.V. 3ro4nnn 8,3484

1tl 1103M13 Pegfilgrastim napeHTeparr Ha

Sopva
Mg 100 HEYNACTA

Amgen Europe
BV. 3ro4unur 286.09333

15 r.101xx 1 7 Topotecan nep0pan Ha

QopMa
Mg 150 XhKAMT14H

Novartis Euro-
pharm Limited 3ro4nnn 61,056

to tlo1xx43 Vismodegib nepopanHa
$opva

Mg 1 68 000 Erivedge
Roche Regi-

stration Lim.UK 2ro4vntr' 3,39

4 ) ,,QboHI4KC:
KQvuacmxla r.:

IlQ Crre.[Hr4Te

+APMA'/ EOOA

.uo|Iycr{aJla npeIIJIoxeH]4eTo Ha yrracTHI4Ka no
oOepr4paHrA no3v;LJnrA w L\eHoBoro npe.qJro)KCHT4e

v+urr/ruurr! vr

3a r.qx e:

on
Ne

AHaroMo-
Tepa neBTuqe
n xo4 /ATC/

Mex,qyrrapo4no
HenaTeHTHO

HAUMCHOBAH fiC
/INN/

IleKapcrBeHa
QopMa

MFpKa

npoTllo3fio
KOJI14uect Bo

(B

noco!teflaTa
MqDr(a)

HahMeHoBaHfie

npr4Texarer Ha
pa3peuleH ileTo

sa ynorpe6a

CpoK Ha

roAFtocT oT

llPY e

roA!1Ht4

qoHa 3a

DDD/TDD, mll,
microgram/h,
MlLl, c IIIIC

2 3 4 5 6 7 B I 10

5 NO2MOB Dilryd;ocodeine nepopaaHa
$opva

mg 1 250 000 DHC Continus
tabl. 90 mq x50

Mundipharma 0,0076

o LO1 BC02 F uoreurac napeHTepa
rna Sopna

mg 6 875 000
5-Fluorouracil fl.
500 mg 1Oml

Ebewe 0,0138

7" MO5BAO6 lband 'onic acid n apeHrepa
nna $optua

mg 1 675 lbandronic acid
fl. 6 mq

Sandoz 5 2,225

to LO 1 XX43 Vismodegib nepopar Ha

$optrra
mg '168 000

Erivedge tabl.
'150 mg x 28

Roche 2 3,3857

Kpla,rczxra nlll4cr:[':bnr4 rcrlvr pabrJrerw,qane r1enoBr4[le oQeprrt Ha yqac.]r,HI4UI4!te Eta

cFolFEenrcrBitetro vrrq c rigttcKBaHe[ro Ha B.r5fioxtzre.nx, nocor]eHo B O6.qBreHI4ero/ B

nhqnan Or-ltnpgrr rhrzu:ganprr tta'nopttq// nnF., r J.[JIa lraHI4Te eEIAHVr\LHIA UeHI,1 Fla



n,*.anrrnrrrrrm^ -^,(an(:TReHr,4 nnonv'.-," c.boTBeTHaTa cTozHocT HaouepvrlrdH.r4'1'ri JleKapcTBeHn llpo.tryK!.'t4 .lld He HdAu
cTrrlylTe B flJlc / npTlJIOX()Hr4e 2 , at('r'yaJreH K'bM -n,aTaTa Ha oTBap.qHe Ha ooepT],',lTe
(q.e. KbM 01 "12,2015 r.) lr lta He HaJlBr,luaBar K'L,M c'brlara Aara .qoroBopeHllre
c H3OK UeFrr4 / Karo 3al rlerra c.bcraB.q Ta6nrr4a 1 rcr'r'l flporoKoJIa / c'b.qr:,pxaqa
BqWU.KU npeJr,Jrarra}]'w or yqacTHI4u}{Te ueHl4.
KQMr4cr4.qra npr4crybnBa K'tM cpaBH.qBaHe Ha re3l4 qeHI4.

K{t'tyrc.wflra rioncua'rr4pa cJregnotro ;

1 Q: \/u:.,F L{T/k: //ME,qEKCZ Orln - n.pe.qJlaIaH},1Te el'],{]i.wrflH'I IleHI4 c'boTBeTCT'BaT Ha

It3TtCKBaHeT() Ha Br=noxzTer,q .

4 n^ .,--^ ^-,,,--,"^Z t rct y {du lhyrNa ,TAJIEA, +APMACIITIAKT,IIC|| EOOI - |lpertJlarraHa['a e.ql4H],{rlHa LleHa

c+orBercrBa Fra v3mcKBa:F.ero Ha B'r,g,[oNurer.q.

? ?: rzLr: r-.r.r{r,{rca ,rCO4,APMj[ TPEI4II4Hr rz ],[ - |Ipe.4JIaf aHvITe eIr4Hr4\rHrA UeH14

CSOTBCTCTBi:IT HA ]43]4CKBAHET'O HA BT,3IOI{I4TEI,q.

4 iSa yqacrHl{Ka ,/ObOl{tlKC aDAPMA' EOOII |Ipe.4JIarraHaTa e,uIlHI4r{Ha l-leFIa no
nAncn6ou a n^ar4IJI fl N! 6 FLuorouf acil He oTroBap,q Ha I43f CKBaHeTo Ha
vvvvv vvrr

Bd=loxmren,a, nopa,Er4 Koero Kowri'ct trra npeAJIa|a npe.qJroxeH]4e['o Ha yqacTH]4Ka

3d Ofl Nq 6 la 6.lAe orcrpaHeHo or oueH.qBaFre u KrIacl4paHe / Ha ocHoBaHme
qr.69t ar.1-t r.3 o'r 3OIl .

Krilnrrzr.rzq.n: rnr/r.T.bItI4 K.bM pa3rrJIex,u,aHe W CT:,llOCTaB,qHe Ha IIeHOBIITe [peAJ]Ox(eHI'4q

HA yqacrHt4r-lr4Te / l]O[yCHATt{ .qo oUeH.qBaHe ]4 KJIac]4paHe / Karo 3a UeJITa oOopMI4

r 6;rrzqa Nr 2, Hepa3.qeJllla qacr or Hacrotlul,{.q flporoI(oJl .

Tlr)enRT,rTr rronH(),flC) r Kow4cv!fl|Ia c.bc[aB,q Ta6l],{llaTa c oKoHr{atreJIHOtrtO Knacl4paHe [o

ngv.ut<w o6oco6eHr4 no3vrrJrAw JTII/ a I4MeHHo:

QN NN Ierapcreerra QopMa I-BO MflCTO ll-po Mqcro lll-ro Naqcro

4
I Abiraterone acetate nepopanHa QopMa

COAAPMA
TPETrATlHt

2
Buprenorprhine (as bupre-
norphine hydrochloride)

nepoparrra $opua X

Cisplatirt napenreparna (ropwta [/rE[EKC X X

Denosumab napenreparna Sopva
COOAPMA
T PEr/Ar4Ht

X X

c Dihydror:odeine nepopanHa QopMa QbOHTIKC AAPMA X

o Fluorourdroil napenreparna Qoptta MEflEKC X

lbandronic aeid napenrepanna dropva ObOH14KC OAPMA Y X

8* lbandronic aeid nepopanHa QoPN/ra X

q Methotrexate solution for injectlon X )1



1 Mitotane nepopanHa QopMa X

1 Morphine napenrepanna $oprrra
COOAPMA
TPEt4[nHr X X

1 Morphine nepoparrHa QopNra X X

1 Panitumumab napeHreparHa q0pMa COOAPMA
rPEnDtAHf

X

1 Pegfilgrastim napenrepanna $opua
COOAPMA
TPEt/!hHr X X

1 Topotecan nepopanHa QopMa
COOAPMA
TPEr/$/HT X

I Vismodegih nepopanHa QopMa ObOHI/KC OAPMA
COOAPMA
rPEnEtAHf

AIITA
OAPMACIOTl/'I

KbIIC

B

o

\,4ttcwg.Ta rrpe,q,nala Ha B'rs.lroNrreJrx, KJracupaHr4Te Ha [bpBo M,scro yqacrHtlu
.qKa o6oco6ena no3wrJl4s, or [penMera Ha o6qecrBeHara [opr,L]Ka r .4o 6
pe.4eJIeHT4 3a r,I3rr.bl]|':l1-TeJrr/- rrO Te3J4 O6OCO6eHLT nO3r/-LlrAW.

ttv q:

n(n: m

C

I
B

n3B'bpllleHoTo KJracr4paHe KOMJAcrLfl.Ta [p],IKrIIorrBa cBo.qTa
TOKOJTT4TQ OT SaCeIaHr4.qTa U noryqeHr4Te OQeprrt Ha

eMaHe Ha perxeHr4e.

na6o.r'r 14 nnenaBa
B't-,3.[ONrleI.q - 3a

llarnrarta,t\vlvur u/l a !

rna -nnrrIJ9AVsAq IsJr ,

rT-^-,^-^.AJ1UEUD U .

r/ TT Cma quop: )
\fr r vr

([.llerpoea)

(M. Koee )/')
L.r, ,_ _(l-l. AB.qxr4eBa )

/ 1.4 'l'^n^n^Rl l
vr. tvAvrvJJe/

1

3

4

R''1

Fl t-l4:\-
=-)A*
;^i ra
v+
ili tF:i Fr
=44l-*l FJH -r-H|JI

tla:iYr-i l.'l
Ft FT

cf)
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