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ITuan )) nA )A1 G r/rnT/H2 rr OQ. ?O rr.^. D TanTf-Rrznrra// Fn,1Tll.]lnsur' -4.wao4VLw !\)Ay!Dat L> UU.JV advdJ D //l\VUr Uyylou LV'Jf-1.I nd dAIJUU.
Trn li\/nn:/r n\/n "( mamlq { m!\/h^n^p" Nq | < Yli- r- . , J | ,,",pypr1r4qeH Kopnyc Ha MBIUl-EypIac
l\,!, er "l I Ko\lMCrAs. B cbcraB:

Ilpegce4ater: ,[apuna Cro.qsosa - rlJraBHa Me.q.cecrpa Ha ,,I(OI{-Eyp:r'ac" EOOI;
Hleuoee:
I fTo:s: TTamnnp: - nn^pacrrnan6au nnr/-m nA 1A E om ?nfl norTcmer.^-,.-83 - [paBOCI]OC---^, I LLv Lttl .r4l dJI .J C- A-"*-'-'-UI
K.bM .qarara Ha orKpmBaHe Ha npoue.qypara - 07.04.2016;
,/ P\7tr/qH: K nltT/mn Fi 

- ^tramADAnrrman 
K { lll-H\znF- ^ "-'oBa - cqeToBoII4TeJI , ,,KOIl-Eyplov LveAl

3. Er4a:e-a 7\n.ux%eea - HarraJrHTrK or.qeJr B P3I4 Eyplac, no qJr.14/ a.[.5 or 3On;
4 . IApvHa Togopoea - Marrr4crbp-QapMarleBT / yilpaBilTeJr 6orHm.rFra anreKa Ha
"KOII-Eyplac" EOO.U,

B r43fIbrHet{r4e Ha 3anoBe.q Ne 01 I / 01 . 0 4 .2016 rr . Ha Vnpaer,rTe.nR Ha *KOq

Iiypr,,lc" EOOE, ce c'b6pa.Ea pa3rlJre.qa/ oueHr4 vr KJracilpa/ nocr.r,nullrre oQeprr4
ba yqacrl4e Ha ocHoElaHr4e IraBa ocMa 't att or 3OII , Ba I,136op Ha Id3nbJIHr4Ter Ha
o6qecrBeHi] nop,brJKa qpeB ny6rilqHa noKaHa t c npe.EMer: ,rfloctr'aBKa rra
freKapcrBeH rlpoflyKtr Trastuzumab emtansine - napeHEepaJrHa (lopua, c ATC
1,01XC14 / 5a JrerireHrre rta oHKoJroFrrtrrru ga6oJrtlErant4tl\\ .

TTrz6nrzuu:m;r n^k2u. 6 nrz6nrrvrzo:----,rnq s rryurrli^yoaHd B ilo[ |IO,U Ne 9052250 Ha 08,04.2016 t.

Ilpeace.qareJrrrl Ha KoMr,rc%.qra npoBepfi cbcraBa Ha npvlcbcrBarrl%Te 14 cJre.q Karo
YCTIAIIOB]4/ I{C IlPilCbCTBAT BCUI4-KI/I I{TCHOBC HA KOM]4CVIfiTA, OTKP]4 3ACC.qAH]4CTO.

I{a gace.qaHr4ero Ha Kovtyrcwfl:ra He nprtctcrBal npe.ucraBvrrerrv Ha yqacrHvrurre /
Ha cpe.ucllBara 3a MacoBo ocBe.uoM.sBaHe vrJrw Epyrr4 rTpaBowMaulr4 Jrr4rla.
Jlna na6 n: mrr n sm Ha KO\rMCUs-Ta .qOKJra,UBa r He My Ca [pe.qa,4eH]4 ,[Be OoepT]4 OrI'

Ilo['eHur4aJ]r{14 yqacTHy.trJvl I KoJ4To ca c Bxo.q.gq l{oMep / .4aTa vr qac Ha BHac.qHe B

ple,l.toBoAcrBo['o Ha "KOU-Eypr';rc"EOO!.
/-nan 4r:n^':ru:EaHe c'bc Cnuc.6xa Ha yrracrHI4uilTe/ no,qaJII4 oQepru/ rlJIeHoBere Ha
lKoMr4cr4.rrra noEnr4caxa IeKJr aparl4vr no qr . 3 5 , ar . 3 or 3oll .

[(ovl,tclzxta npl4ct"brBa KtM :

1 n -- nfrronmrzmo T/ r-rnrlRcr-rF qp,A t-tc H: trcHrlRT/rFe rrne nn.'tx(eHl4g :f . VIDoIJnn.s na UWgIJf vL!- vL \JlIVuvvr rrq +errvDvrru rryvArrv/r\

1.1.. B nlr,rKt c Bx.N. 0L/2L,04.20L6 t. , .qenoer4paH B 10.05 rlaca or ,/aDbOHtlKC
!DAPI{A,n EOOI EI4K 102221 154, c.bc celaJrr4rrle rA a4pec Ha yrpaBJreHr4e lp.CoQr4.q/
trn ttAvannEnL^maH t\jrTt, N9 199A, npe,qcT'aBJI.SBaHO OT ynpaBJ4TeJII4Tle CU TOUfAClae
liKrnaHoemu, Becertt H BenuqKoe Kyuee, PagocrmH Ieopr,mee IIzMr4TpoB vr lOnman
A mr q: nap lJo no n,,-4-"qeB ' 

r{pe3 y[BJ]HoMorIeHr4Te |Ipe.qcraBrATeITrA: Kpacr4Mzp Hurtoraee
lJt,rrco,naee w .{aHueraL llelpona Hurcoroeia - Bae.qHo r ce cb.4bpxit oQeprara Ha
yqacTHr4Ka. cslllara e no.qa.EeHa B 3aneqaTaH/ Henpo3paqeH II c HeHapyrxeHa
u.qflJjocT rTJIvrK.
rJnr:naanrmandm Ha KOITMCUfr.Ta O1OBeCTI4.qOKyMSHTI4Te, Cb.q.bpXaUII4 Ce B OOepTaTar.]ts !2Avvss

t4 ueHoBoro npe.4JroxeHr4e Ha yr{acrHrAKat Koero e B pa3Mep Ha 3565r 60 .nn.
'Ipuvra or rJJreHoBere Ha KoMr4cr4.qra no.Urrr4caxa UeHoBoro tr rexHl{qecKoro
npe.qJloxeHZIe Ha yrlac:THl4Ka,
i ) R nrrr^v c Bx.Nr 02/2L.04.20L6 F. | .qeno3r4paH e 10. 10 qaca or ,,AJITA
,DAPMACTTUI{'5trIC|| EOOIT EUK 11 5256438, cbc celaJrr4rqe u a.Epec Ha ynpaBJreHile:
-^ -^a..- 1 .1 o _ nArTnrr Rr,rry6llr- Errnrrzrn r'^rrhrTrl) A6arCrZr- _ 6rZ.n - trET..ff T.AnTrf qrr 

NS|IJrvu\+/vln, IUI9/ Pctvlvf, Dy!J.vUAt DvtSn\=W qcnf DP nuq^yU, vyrr. DDrrLqPv!^



7IB I er. 2 t [pe.qcraBr,rrBaHo or To.Uop ,loven .[oqee - yrpaBTTeJ]/ r{pe3
yn'bJlHoMollleH |Ipe.4cTaBI4TeJI Becxa Xercoea Koreear ce cb.Ubpxit oQeprara Ha- ^--.ye.lu'1'1-t4Ka " u'bllara e no.4aleHa B 3aler{a['aFl/ Henpo3paqeH rA C HeHapyrxeHa
I_l.sJIOCT rrJlr4K.
rnn -a^lllre!'creAd'-L'eJLqr Ha Ko]l{IACrAg.Ta orloBecrI4 IOKyMeHII'UI Te, C.bEbpxaql4 ce a oQeprala
14 UeHOBOTO npe.qJroxeHr4e Ha yrracTHvrKat KOeTO e B pa3Mqp Ha 356;5, 61 ne.
Tprua or qreHoBere Ha Kollvrcrrfr.Ta [o.Enrlcaxa qeHoBoro u rexHr4qecKoro
npe,uJloxeHI4e Ha yrlacTHr4Ka .

,) n^^-^^*-^Z. ]'TPOtJEIJKA HA NPC.qCTABEHI4TC .EOKYMCFIII'VI 3A C'bOTBETCTBI4 E C IA3VICKBAHI4.qTA HA
B'rsroxzte.ll.s :

2 ,'-L . Vqaclnrrcrr /f €bOHIIKC iDAP!!,Att IlOO,q e flpe.uc raBufi Bcv|q{Kvr rr3r''cKyewrA
frn Ta\/rra H mrn I{ at',+vr\/lvrsorvr ' Ltwt'rwcl[flTa KOHCTaTIIpa rIbJlHo c.boTBeTCTBI4e Ha flpe.ucTaBeH]4Te oT
YqiICTHUKA .EOKYMCIHT],4 C J43I4CKBAH]/ 'ATA Hir BB3J]OX71TC.IT,q.
Kotttnousn: niEL\vLvulvvl^ Le yo3IJIeX(,{d npe.qJIOXeHI4eTO Ha yr{aCTHyIKa 3a ]zIgtIbJIHeHr,4.e Ha
nopbr{KaTa.
V.r;tctHurcrt

,4OCTaBKI4Te UIe I43B.bF)rxBaT B cpoKoBe, KaIKTO CJIe,EBa:
- rlptl nepl4oEI4rJHI4.qocraBKJ4 -.qo 10 pa6orHu EHyA oT noAaBaHe Ha 3a.qBKaTa;
- rTpu Bb3t{I4KHaJIa Heo6xo.ql4Mocr Iz3BIH cpoKa Ha ilep}ro 1.url4:r-ure .qocraBKr4 - .Eo 5
pa6oTlrr4 .UFrr4 olr noEaBaHe Ha Ba.sBKaTa.
'trTnnwnr--IrIrtjAJ.Ldt'd lsc.sKa |l]4cMeHa 3a.cBKa 3a ,UocraBKa Ha BrsroNI4renq .qa My 6=,qelarc Ns 056 857 839, c Koe['o ce rapaHrlrpa noryqaBaHero nr. HayrJrry4r4and. tad a

'4aTaTa Ha l,l3npaEaHero vI w3nBJtHeHI4eTo il. e onwcaHil're no-rope cpoKoBe.
Ilnc:nnnvau qa \/rI^amIJT/r: a RA.nTInHo 60 Ta^ffcHn:nHr/ nHT/ AmJ:rqurnvrAa E D4!L!!4!Lv vv r\qJrvt14qI/L!,1 ALL,L v ! KI)aVIHI fl, CpOK 3a
T-r.rTT:R:Ho Tr^ ^A'epTar T. € . EO 21 . 06. 201_6 l.
.Kovttttcws.na .qolycKa n:pe.qJloxeHI4ero Ha yllacrHrKa ,qo oueH.qBaHe m KJlacr4paHe,
2.2. Vqaclnrarctr /TA"JITA eAPl'IACDTyII(jbtrIctt EOOI e npe.qcraBuJr BCvruKrA vr3ucKyeNM
nrlk\/^trAHmTt I1art.qvr\rrvrenrvl ! rtvLvMCI[fr.Ta KOHCTaTl4pa |l'bJIHO CbOTBeTCTBIIe Ha rlpe.qCTaBeHI4['e OT
YT{ACTHI4KA .qOKYMEHIT'14, C I437ICI(BAHVIH|I  HEI B'b3J]OXI4TEJT.C.
Varnrar*--r\uMr4(-v1H'l'd pa3rrJlexla npe,qJloxeHj4ero Ha yqacrHmKa 3a I43tI.bJIHeHr4e Ha
l.Iop.bqKaTa.
fy'uacrHurur

/_loc:TaBKr4Te rle rr3B.bptrrBaT B cpoKoBe, KeTKTO CJreEBa:
'- fIpI4 [epilo.q]lqHl,r AocraBKI4 --.qo 10 paeiorHlA I.Hrr. or no.qaBage Ha 3a.qBKara;'- rlptf B'b3FluIKHaJTa Heo6xo.4tlMocr I43BIH cpoKa Ha neprzo.q4qHt4Te .UOCTaBKT4 - .tro 5
It:6nmrrrz nrlr/ nhAJ.rrr v, no.qaBaHe Ha Sa.sBKa['a.
lpe4.naFa Bc.sKa nI4clMeHa Sa.rrBKa ga ,[ocraBKa Ha B.teroxra ren,t .4a My 6.a.qe
i,nFh-rrr-rr^ Ar43rlpau-laHa Ha QaKC l\ls 02 953 26 22, c Koero ce lapaHTvlpa noryr{aBaHero il. Ha
plara'r'a Ha z3npaulaHero 14 rA3n'bJl[eHl4ero ilt e on:rr-caHlzre [O.-rrope cpoKoBe.
IlpegloNeHl'{ero Ha yqacrHI4Ka e BaJrr4.qHo 4O KaJreHrap:rrvr EHzA or Ktr)ai4Htlfl. cpoK 3a
IroIaBaHe Ha ooepra, T.e. .uo 30.05.20 16 r,.
I(ovvtcvts.'ta .qonycKa [peEJ]oxeHl4ero Ha yqacrHl4Ka .qo oqeH,qBaHe m KJIacI4paHe.

3 . O6crx4ane Ha ueHoBrzre npe.qroxenr4.s:
3.1. yr{acrHr4Kbr ,/6bOHI4KC €Apl'IA', EOOI npe.UJrala :

tl'b rlpeJ{Jrafa .44 u3 IXBA .4OCT'lBKII HA

Ne

AHaroMo
TepilneBTylLl eH

KoA /ATC/

Me4pynapo4ro
HCNATEHTHO

HAIMCHOBAHIE
/INN/

Iexapcraexa
QopMa

Mrpxa

nporHo3Ho
KOflh9eCTBO

(e nocogerrara
MepKa)

Ttoroecxo HaIMeHoBaHue
flptarexarel Ha

pa3pelueHhe ro 3a
ynorpe6a

cpoK
Ha t-
CT-OT

nP\/

1 2 3 4 5 6 1 B

1 LO1XC14 Trastuzumerb
emtansine

napeHTepanHa
CDOPMA

fl - 100
Mf

'15 KADCYLA
fl.100m9/5ml

Roche Registration
Limited UK

3

llJld A ,ua m3B.bprxBa ,4ocTerBKr4 Ha:

Ns

Anarovo-
TepaneBTLlqeFl

xog /ATC/

Mex,4ynapo4no
HCNATCHTHO

HiltlMeHoBaHhe
/INN/

IlerapcraeHa
QopMa

Mrpxa

npofHo3Fro
KO.nUqecTBO

(e nocoverara
vnpra)

ThpfoBcKo HaIMeHoBaHIe
llpurexaren Ha

pa3pe[!eH14elo 3a
ynorpe6a

cpoK
HA T.

CT-OT

nPy
I 2 3 4 5 6 ,7 I 9

1 LO1XC14 Trastuzumab
emtansine

napeHTepanHa
cpopMa

fl - 100
MT

15
KADCYLA

f1 .100m9,/5mI
Roche Registration

Limited UK 3



Ne

AHarot\4o-
1 epaneBruqeH

KoA /A-lC/

Me>44yxapogHo
HENATEHTHO

Hahi4eHoEaH t4e

/INN/

Ilerapcraena
QopMa

MnpKa

nporHoSHo
KOnIqec] Bo

(e
noco\.teHaTa

MspK€t)

Trproecxo
HAilMCHOBAHNC

llpurexaren na
pa3pet!eHuoTo 3a

ynorpeOa

cpoK Ha r-
cr-or nPY mg, c.qIC

1 3 5 o 7 I 10

1 L01XC14 Trastuzumab
emtansine

napeHTepaflHa

Qoprua

fl-
100
MT

15
KADCYLA

€l l nnm^ /trnl!rr+vvarrY/ Jr!!r
fioche Registration

Limited UK
3 3565,61)

[peglalaHa.Ta qeHa cborBercrBa Ha u3vrcKBaHvrfl.ra Ha B.ssfictNr4rer.s v He
HaI[B]llIIaBa I-leHaTa nO llosl4rzneH JIeKapcTBeH gnIA cbK - llptt"loNeume 2, aKTryaJIeH
l(bM .qaTaTa Ha oTBap.qHe
3 .2. VqacrHr4xsu /TAJITA

) 3n'r, ntse H JIeKapcTBeH
Ha ooeprara - 22.04

eaPf,ACn-f V!!#ilC | | EOO,q

IIJII(j'bl( - I+PJ4JIO'KEHI4C ZI AKT'YAJIEH
2076 t.
r vfrvrgJ g .

N9

AHerrof,ro-
TepaneBt Ir']eH

(oA /A-fC/

Me4qyHapo4no
HENATEHTHO

HAYIMEHOBAHUE

/INN/

flexapcreeHa
QoPtrla

Mrpxa

n porHo:lHo
KOIhqecTBO

(a
nocoqeHaTa

MepKa )

bpfoBcKo
MCHOB HIE

nprrexarer Hia

pa3peueHh€)To 3a
ynorpeOa

cpoK Ha f-
cr-or nPY

UeHa 3a
mq/ c.q.qc

1 5 7 I 9 10

1 LO1XC14
Trastuzumab

emtansine
napeHrepanHa

$opnaa

fl-
100
Mf

15 f] .

\DCYLA
0 Omg/ 5mt

Roche Registration
Limited UK

3 3565 , 67

flpe4lalaHara rleHa c,borBe'rcrBa Ha rr3lrcK
I{a.qBr4[raBa rleHaTa no llogurraees JIeKapcTBeH (

I(bM EaTaTa Ha oTBaprrHe Ha ooepTarla - 22.04

Cnaseaftxu vrc6pa:r;zs. KpilTepzrz 3a orleHKa Ha c

HeHa//, KoMl4cvrlra KJract4pa ooeprilTe Ha
I43I4.CKBaHVIA'Ta Ha Bb3JTOXTTTeJIJI , KaKTO CJle.4Ba:

Tr6aonuxc (!apua/' EOOI - :ra rrtspBo Mrrctrro /
;rA.nea QapuacroudKrbJre\\ EOOI - rra Bropo Mrrctrro

f- rrrrernrTT6uAfrAuyuvrrvrv

IrpoTOKOJra Vr

I/MRTT-NT{N,a R: HAv '" "Y"'n"

TTna naa fla ma n

IJnesoge:

KJIaCnpaHe
nfrranrn: mr

/ A . UTO.TTHOB

/ A. rleTpoBa

/ H. KOMI4TOB

/ 4 . AB.qXr4eB

/ n. r'o.qopoB

D-,aHufl.Ta Ha b.b3fioxl4TeI.q I4 He
frtI-+v TJnlznnvaqr;a 2 zvmttsncllylU bl\ IIPyIJLU./t\Cnyr.e 4 , eNr..y ourOH

2016 t.

pTr4Te uHailr.-:ts,VrcKa npeIJIOXeHa
yT{acTHIAUI/lTe I OTrrOBap.sI4J4 Ha

^^ABa cBo.qTa paooTa rA npe.uaBa
JIer{e6HoTo 3aBe,UeHr4e - 3a


