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IIP,UKPAT2IBI:,IHE na e,Ul:lil o6oco6ena ro3rr
3a ersrarraHe Hif o6ulecrneHa noptr{Ka, c

lp(lIIyK:Ta 3a Jler{eHue Ha
Tlnntrcrnrznrmr a .r11-vq!,AyI./qro s OTKpIIT;t C:
Peuerrze N, 36101 .72.20L8 rr., po|I Ns Bg2 34't, n5i6.rr.Ha to.-.12.20-IB f .
perrrcrpr4HaHa B AO|I nolt Ne 00232-2018-0012,
A6sprrourza o D.'rI Ne BB2 :\48, ny6r. Ha IO .12.2018 11 . w
B oB Ha EC Ns 2079/3 2.3tJ-543251 , nyern. Ha r:L.lJz.2orT r.

Bbs.[oxvreJIFIT,rKoMnreKceH oHKororrrzrJeH qeHTbp - Eypr';rc., EOOI/rlpes yrtpaBr4'reJrfr CrA npO0".U-p Xpr4cl|o CTo.sI{oB EogoB/

rra ocHoBarrrre 'rn.110 | aJr.L, r]5 ra n.9 or SOItr.,

tIPEKPAT.'IBA:

1.
no

cJre.qllatra o6or:otiierra
Evfl\l4s' or crf,errr4(lmxaqrrara IIo npor{efi}4)atra, KardTo cJ]e.uBil.:

on ATC INN flexapcr$exa $opr'aa Mnpxa flpornoano
KO'|HqECTBC)

2 L01XCo3 Trastuzumab 150 MG napeHrepanHa sopMa mg 60 000

2 , Morraera:

B'le Elpb3Ka c fioJ]ly'qeHoto tr4crane sa npoMeHr{ p o6.cBrer-ryrero vr .EoKyMeH,.rlaq.mJ{ra,
Kacaerul4 o6oco6eua r.LoSuuJAH Ns 2 o't cneqvQurcarrrlfr.Ta rro urzrr4parHara oouec,r'BeHa
nOlO'brJKa/ I4:3lIpaTeHO OT F JIIAII\e U rIOnyqeHO npz B.lSnOXI4Tefi.s B ClpOKano u'n ' 10 0 n an .2 or 2BB / 1,9 .7P .2OIB r, . ; r4:]pa:3eHoTo rrr,icl/eHo
crieHoBtlIre e>i: . Ns 29I / 2 or roprzc{. Ha ,,KOI-{.-Byplac* Eioo.U v cre.u
IoCIe.EBaqO npeueH,qBar{e 6pa=nOcr Ha ogoelpreUure C perxeHr4er,o 3a
orr{pr4BaHe na npoqe.qypar ,{onyueuraL\r4s.,

CE KOHCTATNP.I\I
Lre cet ilonyc)tarr4 HapyilreHa:fl npu orKpmBaHero ln,t npo\enwaTa, B \racrra k 3ao6oco6eHa nct3m4ufl Jw 2 , Kouro He MOTar Ea 6r,4ar o*arp"rr,rr^, 6e= a11Eid ,4anpoMeHu ycJroBufiT.t / npu Komro e o(i.qeeua fipo4egypar:a Ba tra1rr odoc:o1eua
no3mlJ'wa I Kari:To u !f€) t43[3%puBaHeTo Ha eBeH4,yaJrHu npoMeHm B ycJroBr4-fl1Tat Ha
a6Ff Ror-tA trl n()^.vvJ'lDvLlu La ttvybQKet 3a ra3w o6ocoeiena nosm\4wa, 6uxa npoMelluJryr Ktr:4br3 Ha
3 at4Hr epe c oB a t:ItrT e JIUUa .

U r "-. "",- ".- - - -.ndl-)ylxrrHI4H'1'cl ce 143pa:ltIBar BbB B'bBe.qeHI4re clbC: cneqvr $zrauyt.crit .D,on.bJTHZnteJrHr4
t43r{cK.BaHr4fl. 3.:t I45}tIT:JIHeI{re }{a o60co6eua no3l L\Vrg. Ns 2 :

Tlv\^ - - ^//.Lrlrell.,laFaHr4Te oT yrlacrHI4UrzTe JIII 3a r/.3n.bJIHeHI4e Ha OII Ns 2 c>,r cneqzQnrcerqil.q,ra
cJIe.4Bif rla c€l oPnFunattnu 6nononurtttu npo4yw,r4t rripe4raa3,mauernn .lla xoudunzp>a5,o
EPluno'KeHue e ,IIE Pertuzumabt rraper+,rlep.anna i|opt4a, ATC LOlxcL3t :,it ilpo.ubJrxraBa.He



IerleHr4eTo Hif nau]4e.H[']1 | I-IpII KOI4TO Berle e 3aII ,IIeqeHI4L?l]O C OpI4r|mH.aJIHI4
6rrronnn rr\/T4T'rz \\v,lvrrYv4J r\ r yr .

Te>svI n3vrcKB;;tH]4tt ca olpaHmr{aBallrz B'bgMoxHOCITq 3+ yqacrr4e I a,,L,i!. ]Karo btl.Em4npar
KOHKpeTeH JreKapcTBe.H Illo.qyKT oT KOHKpe
Tlglzcrcnanu+llet ca BbBeJleHZ c MolvrBlr, Ko
ce oKa3Ba:c He.qoc['aT]T,[.J.H,IA, HeSaKOHOCbO6
vi orlpaFII4r{aBaxlr4 Kor-:tKypeHl_ltl.qra\\, KerKilt
npoM.sHa/ .4elo3r4paHo oT Sar4HTepecoBaHOT
lc'T7r-mprz.no nur, Ffl!.yrv r !y. r ud,.nv ij,b3JIO)KI4TreL{T He e IIOIT
npe.qfloxeHZ..c 3a m3rIbJrHeHr{e Ha o6oco6
e3:Br4BaJIeHTHr4 JreKapc'rr3eHr4 npo.qyKrr{.
flarrlrz-sa muma Ln!,rrl etrq +ya r u rlapyuerrul,lf Ha IqIIEIIIVI
pdBHOnOCTaBerHoCf Ha yqaCTHr4qrZTre U CBO
N! 2 ca cbqecrBeHIz/ a BbBe.rleHyrre u3u:c
o|paHt4qI4T'eJIH O .

r\! z ca cbqecTBeHI4/ a BbBe.rleHtITe u3I/:C
o|paHt4qI4T'eJIH O .

3a BtgroNr,rren.q He e i{aJII4Ue r},b3MoxHo
caHr4paHr{ [o pe,qa Fra .rl . 1o 0 or 30
cneul4or4Kar_lil.rr sa. o6rtco6eH a noa)rLr.rufr. Ne

3ar4HrepecoBaHr4Te JIr4IIa .

[peIMeTa Ha npoue;qypaTa .

Ha ocHoBaHrze I4 npv clragBaHe
Bp'b3Ka c un.24, aJI " 1, ,.r .2 OT
IlpoQzua rra KynyBar{a rra
143,4aBaHero vrvr a O6rirBreHr4e
np,3IMeTa Ha :[Op,br{.Ka{ra ,Ea Ce
BJ]]Z3AHC B C'I.[A HA HA (-TI.) 

'ITTI.1M')

TI3I4cKIlaHttfl.Ta Hq rl .42, alr"2, r.1 or:JOII / B,bB
n.'A'"'-'""- -, -rly vJllrr\,y I>d b

B ICgg HA
a ooocooeHal ilo3rA:]ryLfl, Ne 2 or
He B lloil 14 :r OB Ha IIC, CJre.tr

llll3oll, llacrorrItloFc) Palllourza Ia 
^aatpec: http: . bsl?p=14800

3a |IpeKpaT.qBaHeTo
IAsnparvr :la ny6rr4i(yB
PeneHre ff He no- o or 07.01.2019 r'.

Btbnoxg,rrelr
Yrrpaarren ! EoBos

flpegnug ropc)r4gJroxeHoro w Ha ocHoBaHr4e qJr,110, aJr.1/ t.5 t4 ,r.9 or :l()JI ce
rr3.4aBa HaoTO.qUIOTO PetneI-Ime 3a npeKpaTvLJA4Da !rq\,r\./zr1-{lraL/ rqjuttjtlyle 5d IIIJeKpaT
oOrlecrBeHa nopbqKa B;[ o6oco6eHa, loSw.ru

3 . OEXjNIBAHI|I - Csr',nacso ,-tn.196 , aJr.
ilo.qJlexr4 Ha O6XarBaHe :

- oT JIr4UaTa no .{n.198 | an.It 1,3 or 30
- rlpeA KOl4'rllrgra ga gaury[Ea lra KOHK
lp.CoOr4.s; nK 1000; ,rorr"O2 9B84OTO; dl
r.rHrepHer a,Epe c : h L!p_, Zfqyw . cpc . bg .
ilogaaaae na xan67=-c=r'Jlalcno .rtr. f 9; ,
cpoK or nyO"nzrcyeane Ha perxeHr4ero 3a npe.rcparFaahe Ha o6oco6enara nos..wLLu: fl or


