
TONHIH'TTEJIHO CIOPA3I/ME HT4E

KbM IO|OBOP Ne 200/30.10.20L5 f .,
cKrrorJEH 3A EOCTABKA HA JIEKAPCTBEHTI |IPoIVRTU

3A IEqEHI4E HA OHKOJ]OII4IJHM 3ABOI,qBAHil,q

,{Hec, 20 15 r'., B rp.Byplac, MexEy:

1. \\KourueKceH oHKOJrOFrTseH r.1e:rnrp-Etrpnacfr Eoo[, cbc ce.uaJrrrue v a4pec Ha
y[paBJleHr4e: r1p. Eyprac , 6vn. ".levroxparJvr+" Ne 86, EI4K 000053191,
npe.EcraBr.sBaHo oT I-p Xprcro ,[euee .[euen - Vnpaezre.rr, Hapr4r{aHo no-.qoJ]y 3a
KparlKocr \\BE3JIOXI4TEJI,,f or e.EHa clpaHa

u
2',/cAPKotrltt Mt EYIK 102221 154, cbc ce.uaJrrzrrle w a.upec Ha )4npaBJreHr4e lp.Byplac,
8000/ yr."CaH CreQaHo" Ns 28, npe.qcraBr.rrBaHo or .UaHrrer Jlp6esoe pa4y.noe, TanR
Mr'tH-reea Mvtg.reea-Easoreea, f eopllr llerrcoe Ea=oree, qpe3 ynEJIHoMorreH
rpelcraBItTeJr PalZo Ctauroe Kapuee, Hapr4r{aHo 3a KparKocr no-.qony r\!'t3llbtrl:HvllF.tr1il,

Ha ocrroBarrute s.n.L20 or 3OIl (e cralra or 15. 04 .2076) , .tr.20A or 3arcoHa 3a
3aEbJrxeHrAfl.Ta 71 .qorroBopure, r.10.1. on' loloeop 200/30.10.2015r'. .n

Kaso ce Bge rrpef,Brdn npr4JroxeHoro nr4cMo or llsn%rHr4['er.s, BX.Nr 213 or 03.09.2016
TralfrT/H: T/Hrt)nnrlrzn:rrrnluAlrEq, vrng/L./PMl4paUO 3a B'blJHl4t(lJdHe!'O Ha /r5b brllJsAtLyr, HeIIpe.qBI4.UeHl4 IA

Henpeo.4o JrIA\rtvI o6clo.qreJIcrBa, a I4MeHHo : npeKpar,rIBaHe or BHocI4TeJI.g ,,AKTaBr4c..
EAI Ha BHoca v pasnpocrpaHeHr4ero Ha JreKapcrBeHrlfr. npo4yKT(Jln) , rpelMer Ha
nnn^FAha n  nAAv'vDvyq rru ut.locoOeHa rro3rtrJws. Ne 10 c INN-Kane\wa6wn (nepopanHa Qopua) zr
TbprloBcKo HaJ4MeHoBaHTre Kaneqzra6zn Arlaevc (Qltnrra. ra6l . ) ,

ce cKJIIorrI4 HacTo.qrloTo flont.nHrrenuo cnopaByMeHyle KbM UltTwpanws.EorloBop,
T/Hmanaa Hi Rra r__"IoxilrreI.q, 3a cIeIHoTo:

Hn.l-. Clpaumre ce cnopasyMsBar/ cquEano or' 31.08.2015 1., ga 6oge rrpeKpaEego
.qeIZcrBJ4ero Ha ,{oloeop Ba ,4oc['aBKa Ha J]eKapcrlBeHr4 npopyKTyl 3a JrerleHTre Ha
oHKororrl4rlHI4 ga6or.qeaFll,Lq Ne 200, cKrroqeH Mex.Ey rlsx Ha 30.10 .2015 r,o.qr4Ha,
nopa.ul4 o6ercrrzena HeBb3MoxHocr 3a 14grIbJIHeHI4e npv .uoloBopeHlz['e ycJroBrlg.t or

Tt^ 
-c'.r.'Ird.Hd Ha n3fl'bJlHvrTeJlfl. I B llactrtra My 5a rqocEaBKa tIa cJrefltttlttl JreKapctrBeH

IIpOAyrctr:

9lr.2. Bctztrcw ocraHaJII4 Kilay3vr or qr4TlrpaHJ4.rr ,EoroBop ocraBatr HelpoMeHeHr4.

H: amn STTTAmArrgvrv/r+v+v

- ro e,ElrH
JTnnapnn a:
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cnopagyMeHr4e ce cKJrrorlr4 B EBa eIHooopagHr4 eKgeMnJr.spa
cTpaHI4Te rA e Hepa3.qeJIHa rJac[' oT cKJ]IOqeI{14.'I Mex.4y T.gx
JIll 3a Jre.reHyre Ha oHKoJrorrr4qHr4 3a6or.qBaHr4.s Ne 200 or

10
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06 Capecitabine nepopaflHa
QopMa

mg 40 000 000
CAPECITABINE
ACTAVIS film.tabl.

Actavis Group PTC,
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na FonnNqHa afTexa
runn "KOL{*Eypr$c" HOCIfi

Ynaxeem!4 A-p fferen,

B*'n nprsKa c Hsnb.nFiehrfle Frfi $orosop ga flocra*Ka or
yBefqoMfBaM 3A HanHqile Ha HSBb BUrqilMh t4
Heno38ofifrBALt{k? ft3nbnF{e}J[4e F{A Hfi sa

v1, npn nmnea Ha Haula eroiHa-$opcMaxopuut
CE BbB :

30 10.2015r. Br,r

Henpe0AoRkiri4t4.

AOCTAEfiHe HA

oOcrosrencr*a.

l/t pasnp06rpaHeHHeT0 H8

flHNCA HA BHHA,

2016 rogkrHa.

f'lperparfrBa'ie or AKTABF1C EAA Fia tsHoc&
neKapcTBeHiln npoflyKT:

KAtrEIIUTAFTfII AKTATs'tc s00Mr TA5JI XlZfl

I-1opagr,r BbaHprxr.raJroro obcrosreflcrgo, sApKoJl AE, np4
Hf Ma Aa Moxe 

'qa 
Bv AocraaH nocoqeHflfi nposyKr cneA 31.0g

03 08.20'16 r.
rp. Eyprac

tJ
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C Hscr*stt4ers rli4cMo S*4x|\es {4cKa.fifi Aa 8!r 
'rFr*spMktpsMe, 

q€ AKrasfie HAfi
pasnOnaf& c r4e&ftKaMeF{ra cAPgctYAffffiE ACTAVI$ 5ils r\,qc F|Ltu{,TABL,X t3*
€'qL4HCTBeils * rieprMrqa J4S44s i4 *SoK F{a ro.s,i{GCT 31,il8"2CI16r. fudcnx, sa,qere
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