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\KOMITJIEKCEH OHKOJIOTI4qEH UEHTSP - EyptAC// EOO,q

Ns 86

PEIIIEH14E

Ne 44 / L7.1"2.20]-5 r"
3a KJrac%paHe Ha yqacrElt%r{lttre

,1 oEpeAe,JrsIH€ lra 
't3rrtbJr}IrrltteJr 

Ita o64ect[rBe}Ia [oprbcrKa

HA ocHoBar{Ile qJL73/ ar.1 rA alr.2 or 3On n nporoKoJru or 0I .I2"2015 T,;
nq 1, ,n1q 16.72.2015 r. Ha KoMtACrAfl./ Ha3HaqeHa c.bc 3anoBe.U Ne

280 /30 . 11 . 2A !5t . , 3a npoBex.qaHe Ha orrKpr4ra npoue.qypa no 3oll , c rperMer
.rfiocraera r{a uec[tna4r3cer ttoMeHKJratrypr4 JreKapctrBen rrpogyrctrrc ba Jrer{eHt{e tta
ofrronorruant ila6onaear;uaa no EprrJroxena eneqra(lraxa4zrfl.ttl orKpl/Ta c P ueHre Ne

3? /26.10.2015 r. vr ny6rmrcyeaHo o6.qereHr4e n AO|I Ns 694167/21 "I0. 015 r. ,
\/1rrlk:noH H \ran e POil t 00232-20I5-0009; HOMep Ha o6.qereH,,lerO n OB1. 2015/S
2[7-382391 30.10.2015 r'.

OE.gB.fiBAM

I. KIACI4PI\HI4TE yqACl'HttIItl 3a lz3BtpuBaHe Ha ,,,[ocraerca Ha uecrHalecer
HpMeHKJIarypl4 JreKapcrBeHr rtpo.qyKur4 3a JreqeH]4e Ha oHKoJIorr4qHr4 3a6or.EBaHl4.s
no npI4JIo)NeHa cneuuclwKa)1wn" r [o o6oco6eHn no=nunu (O1].) JreKapcrBeHr4
nhn nrzrmrr / TTTI \ krrr!-/ .:aKTO C:Jle.qBa:

on NN
flerapcreena

dopua t-Bo M9CTO ll-po r"racro

1 Abiraterr >ne acetate nepopanHa
(DopMa cooAPMA TPEr4AhHr AA X

2
Buprenorphine (as bupre-
norphine hydrochloride)

nepopanHa
$opua

X X

3 Cisplatin napeHTepar Ha

Qopr\ira
MEAEKC OOA X

4" Denclsumab napeHTepaJr Ha
(Dootvta cooAPMA TPET4AHHT AA X

5 Dihydropodeine nepopan Ha
ff)on M2

oboH14Kc oAPMA EOOA X

b Fluonouiacil napeHTepanHa
rboorua MEAEKC OOfl X

7* lbanrlronic acid napeHTepanHa
rboona oboHhKc oAPMA EOOA X

8* lbandronic acid nepopanHa
rboova X X

q Methrctrexate r;olution for
iniection X X

10 Mitotaner nep0pan Ha

*rooua X X

11 Morphine napeHTepanHa

$opMa
cooAPMA TPEr4AnHr AA X

12 Morphing nepopanHa
rboowa X X

13 Panitumumab napeHTepar Ha
rbopva coaAPMA TPEl4Ar4Hr- Afl X

14 Pegfilgrqstim r"rapeHTepar Ha

rbopva coaAPMA TPEl4AhHr Afl X

15 Topcltecan nepopan Ha
r$oowa CO@APMA TPEhAHHT AA X

16 Vismodqgib nepopan Ha

o)OOMA
oboHytKc aAPMA EooA cooAPMA TPEltE!4Hr AA
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IE. OIPEIE|JIEHI4TE 3A h3fl$JIHI4TEJII4 yuacrHwrJtT 3a ,,.[ocraera Ha
HpMeHKJIa'Iyp14 JTeKapCT.BeHr4 rrpOIlyKT14 3a Jrer{eHne Ha oHKOJIOrrr4qHr4
IIp flp]4Jror(eHa cneUI4OrrrK arJvrtl" ro o6oco6eHr4 no3rArJrAtr. JleKapcrEleH}{
KAKTO CJICIBA:

ITTO'MHA NA'AM

nrAa--.-r"'.-JAVVJLiLDANYLA

|]po.qyKTi4



on NN fleruapcreexa Soprvra il3nbnHhTEIt

1 Abiraterone acetate nepopaJrHa QopMa cooAPMA TPEr4Ar4Hr AA

3 Ciqplatin napeH'repanHa cpopMa MEflEKC OOA

4* De nosumab napeHTepanHa Qopt\ra cooAPMA TPEr4AilHr AA

5 Diiiydrocodeine nepopanna Soprrra oboHHKc oAPMA EOOA

6 Fluorouracil napeHrepanHa cpopMa MEAEKC OOR

7* lbeindronic acid napeHrepanHa cpopMa oboH14Kc oAPMA EOOA

1',| Morphine napeH'r'epanHa Q0pMa COOAPMA TPEHAI,IHf Afl

13 Panitumumab napenrepanna Sopva cooAPMA TPEl4AhHr AA

14 Pegfilgrastim napenrepanna Soprrla COOAPMA TPEhANHT A.q

15 Topotecan nepopanHa QopMa cooAPMA TPEr4EhHr AA

16 ViSmodegib nep0panHa cpopMa oboH14Kc oAPMA EOOA

II.Orcrpaxeur4tre y':actr:rr4r{rr :

. //aDbOHI4KC CAPI{A'/ IIOOI o([epra c ax.Ns 04/30.11.2015
.69, aJI ! 1/ r. 3 ol 3Oll , orcrpaHeH no o6oco6eHr4 no3rtr1rrr4

rFRFnqHe H,a odrcn.nrz.no - r<A:'IIO,,Y

^n^R^naHrAna 
a lJ?OT( rrourr \\

+vf fvr.

eptratra Ita yt{actrt+I4Ka no oII Ns 6 w

F, - Ha oCHoBaHI4e
Ne 6 r4 Ns 9.

.44 He Ha.qBI4ilaBaT KTrM C'blIIaTa IaTa

Otl Nt 9 e otrctrpaneFra otr yriractr%e B

tr5r4cKBaHr4'rtra Ha BaBroxcrrerz, tla

)lIlI/lBI,ti
.1. JlerapctneHr4.sr npo.qyKT rro Oll Ne 9 , |Ipe.4JIor(eH oT yr{acTHI4Ka ,,obOHI4KC

APMA" EO A - Methotrexat.e fI . 1000 mg, e c JreKapcrBeHa Qoprura,,concentrate
or solut ion f or infusion" , Ko.qro He orroBap.s Ha r4gr4cKBaHero Ha
b3JIoxI4TeJI.s - KoroHa 4 or cneqw}urcaqunta: ,,solution for injection".
.2. flperlalaHara or yr{ac['HilKa e.q]4Hr4r{Ha rleHa rto o6oco6eua no3vrrJvrs. Ne 6
l-uorouracif He orloBap.s Ha ugr4cKBaHero Ha BrsroNrzren.q: ,,OQepupaHlare
oT{An-rFRor-rT/rFF npoIyKTIl .Ea 6r,4ar c n.bpxaBHa peIyJII4paHa rleHa | . . . .4a He

-rh i^+r^v)eHTHr4Te croilrnocrrA 3a DDD/TDDr ragr microgram/h, MIU, c IICqADvLuaDq J yEs/EI

Tlozutueuvq JreKapcrrBeH crr4cbK - llpmloNeume 2, aKTyaJreH K'bM .qarara Ha

Td, rcaEo lleotrIloBapfl4a lta
'+1 " 69 r df,. L I r.3 or 3OII .

acTo.snloTo 44r,1 peIIreHr4e no,uJrexr4
HKypeHun.qra/ c alpec: 6yl.

B B 4070; Qarcc 0298013]-5;
LLp: / /www. cpc.b
o.EaBaHe FIa xan6v - cbrrJlacHo
M NAfr\/UARAHA H: NAITTAHT/AMA Q:

nA UUAdJIDdHU rrye'r+ Jsq,r r

Bnroua Ne 1Bt lp.CoQrx; rTK 1000; ren.02
. ^'^^-r-..i ^a^^^ 1^^.E . Irvl4q . UyuqullllluUPv , uy , vIn-I-sIJEc I qAyEU .

utt.720, aJr.5/ x.4 or 3OIl - B 1O-.qHeeeH cpoK
r43OOp Ha r43rrbJIHr4TeJr .

a ocnoeaumd -r.rt.73t aJr.4 u flnT/ -n^aE^ua r43l4cKBaHI4fl.Ta H
f 

-"i^h^ 
.IIr HaCTO.gUOTO Mr4 perrreHr4e n^ -o nrz6nrrrrzpr - FTna,l'rrnrAa uu rly vrrvrr\y Dd D llyv\+/vrJla nq

poToKOJIZ['e Ha KOMilC]4.gTa
n^Tra n\Zn: rrr:rv+vnr'

B C'bllr4.s IeH .4a ce l,r3npa

BoBroxr,rre,r
Ynpaerren:

n.73, a.n.3 or
JsvArrv

no yqacTHr4rjr4Te B


