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TOKJIAI
no r{Jr.103f a"n.3 or 3OIl

3a pe3yJITarI4Te or pa6orara Ha Ko\rMcufrTa, HagHarleHa cbc ganoBe.u Ne 224 or
19.09 .2076 ro.qr4Ha Ha Ynpaeule.ns Ha "Kol-[-Eyplac" Eoo,U, 3a npoBex.qaHe Ha
orKpvlTa npoq,e.qypa, c npelMer: ",locraera Ha JreKapcrBeHm npo.qyKTj4 sa rerreHr4e
Ha oHKoJIorrI4qHI4 3a6onaeaHma, pa3flpe,ueJ]eHI4 B .qBe o6oco6eum nozrrrJvrra I cbrrJlacHo
rpmJloxeHa cneqrQvrKagwfl.". llpoqegypara e o['Kpr4Ta c peueHre Np 25/08.08.20 16r'.,
ncnr/.mnr4H^H: - AOII noE Ns 00232-20 16-0008, ny6nzrcynaHo o6.seneHze e pon Ns

143955/ 08.08.2016 t. ra e oB Ha EC N, 20615 !54-278395 or 11.08.2016 t.

1. Crcrae Ha KoMyrcufr.Ta:
llpegce4aren: flaprHa Cro.qHoea - r1J]aBHa Me.qr4ur4HcKa cecrpa, ,,KOI{-EypIac"EOO[;
9nenoee:
1 T/nttua Tnnan..-g-poBd - Marrcrtp-QapvaueBT, ynpaBr4TeJr 6onHr,r.{Ha anreKa, .KOU-
Eypr,ac"EOO!;
2. ,[eaua llerpoea - flpaBocnoco6eu rcpr4cr, no un.20, aJr.At r.3 or 3OI1 ;
3. Mr,tnxo KoeB - crf.eKcnepr, finpexqua *3[cnr3c- - o6qrHa Eyplac, ro un.2O,
an.4, l. 3 ot 3Oll;
4. PyrrlsHa Korrazloea - crleroBo.trt4TeJr, ,,KOII-Eyprlac// EOOI .

2. Korrarzcil.qra e Ha3HarleHa cbc sanoee.u Ne 224/79.09.2016 r. Crcraesu Ha
KOr/ JyrCnfl.Ta | ilbpBoHar{arHo olpeEeJreHr4Te cbc 3anoBe.uTa cpoKoBe rA 3a.qaqrre Ha
KOMYICI4,STA HE CA I43MEH.SHI4.

3. PaC>orala Ha KoMr4cI4.era nporer-re npvr crragBaHe ]lgTrcKBaHvr+ra Ha 3OIl 14

Tlil?On R uomT/l1T/ nn. flo n^R: ma rHu 3ace.qaHI4.q,
Ha nbpBoro cu gaceraHtre KoMl4cvr+Ta rtoryq]4 vr orBopl4 oral(oBKl4['e c

,uoKyMeHII'ra Ha yqacTHI4uI4Te, |Io.qnilCa TexHI4r]ecKI4Te I4M npeIJIO)I(eH7rfr. Vr nJII4KOBe['e C

IleHoBll |IpeJlroxeH]4.sr npoBep]4 3a c'borBercrBr4e Ha frpr4JroxeHr4Te .qoKyMeHTJ4 W

orTvrcaHvrTe oT yrrac['HI4Il,]4Te, CJIe,4 KOeTO tt3Bbplllt1 U npOBepKa 3a cboTBeTc['BI4e C

Kpl4TepI4I4Te 3a nog6op v u3vrcKBa:ts-wTra 3a Jrr4qHo cbcro.sHr4e, nocraBeHr4 or
Rqannxrzmonq treitcrnwnra vr KoHcTaraq.uure Ha Ko\rucvrfr.Ta ca no,4po6Ho onr4caHvr Bfi\

llporonon Ns l- or 19.09.2016 t., npt4JroxeH KBM Hacrofrxlvrfr..EoKJra.u.
H^ Rm.)nam- ?tI eaaan:Hr/arro D lvyv lv JqvuAqrrvrv KOMI4CI4.STa I,{3BbpIXI4 pa3IJleX.UaHe Ha TeXHI4qeCKI4Te

npeAloxeHl4.c Ha yrJacTHJ4I_lt{Te IA [pOBepKa 3a T.sxHoTo cboTBeTCTBr4e C
npeIBapI4TeJIHo o6.EBeHI4Te ycroBl4.q. KoMucr4.sTa o[pe.qeJrr4 ,UaTa ]4 rrac 3a oTBap.rrHe
Ha ueHoBIzTe rrpe,trroxeHlz.q Ha yqacrHl4ur4Te/ a [pe.qceEareJr.Er lZ nognlrca cBo6rrleHr4e
3a roBa, Koeto 6eue ny6rzrcyeauo Ha ilpoQilra Ha KynyBaqa Ha 30.09.2016 r,.
Tlcihanavqma rI ?nH-mr mzrrr^rima ut v \^rA^rAdm) A-,.JHcTal['alJ,uvlre Ha KO\rMCvrfl.Ua Ca no.qpooHo Onuca}lvI e llporOxOn Ne 2
ot 21 .09.20 16 r'., nptzJro)r(eH KbM Hacro+t4irrfl. .qoKJraA.
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Ha rperoro cw 3ace.qaHl4e KoMr4cr4.cra orBopr4, orroBec['r4 yr no.qn]4ca rleHoBr4Te
npe.4JloxeHnH Ha yr{acTHI4I]J4Te rO HOMeHKJIaTypr4Te JreKapcrBeHr4 npo.qyKlr/-t no Kor4To
adronm:m: u1 -^eKI4 e.qI4H 6eue .EorlycHara ,Eo oueH.cBaHe Iz KJIacl4paHe. C.ne.q roBa
ontrca w c'bnocTaBrf [pe.qJ]araHr4Te oT yrtacrHrrlr4Te e+vrHuuHrL UeHyr Ha JIII c
u3wcKBaHvrfl.Ta, [ocraBeHt{ or BrsroNl4rer.q w uzB,bpww [poBepKZI 3a Har]4qr4ero Ha
ocHoBaHI4.q 3a npr4JlalaHe Ha 'ar . J 2 or 3OIl . llorcxa or o,qr1H yrracrHr4K .4a
[peICTaBI4 ntlcMeHa o6ocnoerca 3a Har]r4Ha Ha QoprrarapaHe Ha qeHara Ha egrH JIll , e
cpoK oT rIeT E:dVI OT [OJIyr]aBaHe Ha r4cKaHe['o. 3a oc['aHi].JI%Te JIII vrSB,bD][]vr
kn:arlnaHo ITa#nmErromlr\urqevryqne. 4=vtCIBWfl,I3, vI KOHCTaTa:.J,UIAIe Ha KONIyICVIAIa Ca no.qpo6HO OIVICaHW B
Trnnmnvnn rI0 " 1T 05.10.2016 r1 . v Ta6:I':.r.qz Ne1, Ne2, Ne3, BCra,4.Kvr rIpTIJIoxeHm K.bMlrlJvrvr\vur J u

HacTo.qur4s .uoKJraI .

ll: nna na nrriq rrvvurc4rlOTO CW 3aCe.4aHI4e KOMI4CIAETa IIOJIYI{VI I F)agIJIe.qa W np]4e
[]4cMeHa 060cHoBKa or yqacrHIzKa u vr7Btpww oKoHqa['eJIHororlrvAv vvvunvD^e va. y You,.

KJIacl4paHe r c|Ia3BaIZKI4 u36paHnl. or Bt3roxl4Ter.s KpureprAir. 3a BT,3JrarraHe Ha
o6luecrBeHara nop%rrKa. .{elZcretAs.Ta vr KoHCTararJvIIATe Ha KoMJ4cm.qra ca norpodHo
^nrrt.Hr^ n T-Inamgllor Ne 4 or 11.10 .2016 t. , npTIJIoxeH KbM Hac['oHnJrrH roKJ]a.4.

4. Vua.cruw4w B npoqerypara I noqaltr4 onaKoBKm c EoKyrneHrm Ba yqacrhe/

,,Eil EHT WT EAPMA ETJIIAPI4.'I' EA'q, C BXO.U.qU N9 OT / 14 . Og .21016 11 . . KO.STO C

nocrbrruJTa B 09:30 rJaca;
,/TtsPIOBCKA JIIITA HAII'z AI/ c BXo.q,quI Ne 02/16.09.2076 rr., KoJ{To e nocrgrrr4Jra B
09:30 Lraca,'

',€APKOJIU 
AI' c BXoE.qtrI Ns 03/17.09.2016 t., Kosro e rocrbnvrlra B 08:55 uacai

/,COJIOMEI" EOOI, c Bxo.q.qq Ns 04/71 .09.2076 T., Ko.sro e n.ocrbrrJ4JTa e O9:OO
IJACA;

,|CAPMHET'| AF,, c Bxo.q.rru Ns 05/17.09.20 16 r,., Ko.sro e nocrbnufia B 09:10 qaca;
/,coaDAPltA TPEIZI!'IHT" M, c Bxo.q.sul Ne 06/1,'l .09.2016 rr., Ko.sro e nocrbnr4ra B
09:13 qaca;
/rMC cAPl"lAtt AEt c Bxo.E:trtl N, 01 /I1 .09.20 16 r'., Ko.qro e nocr.bnr,rJra B 09:16 qaca;
//MEAEKctt OO,q/ c Bxo,u.qItl N, 0B/17.09.20 16 r'., Ko.rrrro e nocr.brrvrJra B 09:20 qaca;
,,TOIrI XOCTII4TAJI CEPBI4CZ A,q/ c Bxol.qu Ne 09/Ij.09.2016 rl ., KoETo e rocTbrr]4ra B
09:24 qaca;
,TEKO€APM/' FIOOI, c Bxo.u.tru Ne I0/11 .09.2076 11 ., Ko.sro e rocrtn]4Jrit n 09:28
rlaca;
,/AJITA cAPl'lACxlTul{btrI9tt EoO,q, c Bxo.q,qu N, II/71 .09.2016 t., Ko.rrro e rocrbrr4JTa B
09:33 qaca;
//POllI EuIlAPI4fl,tt EOOA/ c BXoE.sru N, 72/11 .09.20 16 r,., Ko.rrro e rocrbnr4JTa B 09:35
qaca;
,/6bOHtfKC aDAPl,lAtt EOOI/ c Bxo.q.su Ne t3/71 .09.2076 T., Ko.qtro e nocrrrnr4Jra B
II:20 .raca.

5'1. Ha 19.09.2OL6 E. I e 09,00 qaca/ n xa6znera Ha ynpaBmrer.s ce
npoBe,4e rrtspBotrto Baceflaltue Ha KoMI4cI4.gTa. Ha 3ace.qaH7rero He npr4c'bcrBaxa
npe.qcraBureITI4 Ha yqacrHHI-u4Te UJTVr Ha Cpe.qCTBara 3a Macc)Bo ocBeEo\{,rrBaHe.
Tlna nca na ma n qn Ha KON]Jy'-Cufr-Ia nr).n\/TJT/r r- Tlnrzrolrrrr-nna TT: R: marrIJUAeuAu r eJra r lld Kulv.u4L:t4)t't'd * - _.[eH IpOTOI(OJ] OT
T-rT\,z1scTlmAfr Hit KOTT-Errnrrn mhrru.na^am AnnauJrJ^\vrrerr EcL r\vi+ uylJa qu lyvrnoAeL:e'J-' UpOH 3a.[erJaTaH]4 HenpoSrpaqHI4 OnaKOBKI4 W

Onrc Ha yrlacrHl4ul4Te, no.uaJII4 .qoKyMeHTvr 3a yr{acrre B npoqe.qypara 3a B.b3J1arraHe
Ha oouecrBeHara nopbqKa/ Koyrro ca r:6poeHr4 B T.4.
B l43n'bJIHeHI4e I43I4cKBaHwg.Ta Ha .r.rr. 51/ aJI . B or II|I3OII , Bcvr.qKrr rrreHoBe Ha
KoltlLcvrfl,Ta [on'bJtHl4xa .qeKJlaparJuut orHocHo l43l4cKBaHvrfl.ra Ha rrr.103, at.2 or 3oll
u un.52 or lIll3OlI.
Kotttncwnra, cJIe,E Karo ce y6eEr4, qe npe.qJIoxer-vrfl.Ta ca nocllbnr4Jlr4 Ii cpoK/ B
3anerfaTaHT4, HenpospaqHl4 OnaKoBKIrt C HeHapyureHa ll.qrocr, rrpr.4cT,brllt KTrM 'r.qxHoTo
orBap,qHe/ no pela Ha noJryrraBaHero mu. 3a Bc.rrKa oT.qeJIHa no,qa.EeHa OflalKoBKa c
,EoKyMeHTvI , Ko\Mrcwg.Ta |IpoBep]4 ga HaJrrrr{r4ero Ha c.bonBerHr4.s 6polZ :laner{araHr4



rrJrr4KoBe / c Ha.qnrlc ,,llpegnalaHr ueHoBr4 rrapaMerpra \\ , c'so6pasno HoMeHKJrarypt{re
ga Kor4To ce yqacrBa. C.ne.q roBa rpuMa or qJIeHoBere Ha Kol.rtvrcvrfl.Ta no.qnr,rcaxa
TFFxHT/qe-TcT/rT'F nr)eAJIOXeHil.g yI TIJII{KOBeTe ,,llpe,4.nar,aHI4 UeHOBI4 fi€rpaMeTpI4" Ha BCeKtI
e.4r4H OrI| yqacTHr4rl,r4Te .

Kourclrsra Konctraorzrtr)a, qe yrracrr4Kbr ,,OboHl4Kc Qapva" EOOI e npe.qcraBIlJI
orraKoBKa c .uoKyMeHTr4, Ko.rrTo cb.u.bpxa e.uHa rarrKa c .4oKyMeHTr4 3a nog6opr IBe
ranKl4 TexHI4qecKo [pe.qJ]oxeHl4e 3a r4SnbJIHeHI4e Ha nopbrrKaTa - 3a BC.qKa
o6oco6esa uo3r4rlwA or.qeJIHo, B Kor4To rrartK]4 ca rrocraBeHr4 o6tx:o tttptrAecetr ,r eggo
TexHurrecKvr npeIroxeHJ4.rl; trrpu,qecetr or,4eJIHr4 nJIr4Ka - llpegnarlaHI4 qeHoBi4
napaMerpr4. Jlrancea fipe.qcraBeH [J]yIK c llpe4lalanm UeHoBr4 n.apaMerpta sa Jlll Ne

I .2 . - Af atinib / nepoparrHa OopMa .

Ha ocHoBaHr4e qr .I01 , r.2, 6. "a" or 3OIl v yKaSaHvrero or ,[onyveurau]4.qra ga
\/q:.rFTlo rr: R.r-angy14lgng ; ,rKOttvICuA1a, KOgTo Iqe 6t,qe HaBHaqeHa 3a flpoBex.qaHe
Ha npoue.qyparaf u1e 6.s.ue .qJrbxHa .qa npe.uJroxr4 3a orcrpaH.rrBalte or ro-Ha['arbIIIHo
yqacr'r4e B |Ipoqelypara BceKr4 yrracrH]4K: - tcotzlo He e npo,qcraBI4Jl H.sKoI4 or
rrq6nnourrmo nn-T -,ope EOKyMeHTI,I; . . .", rcoMr4cr4rrtrta [pe,qJlara ooeptratra Ha yrdactrHr4Ka

,,€uoardKc (!apua\\ EOOI sa JIII Nt L.2.- Afatinib, nepoPanHa (lopuar [d 6nge
otrctrPaHeHa ott| ysactrr4e B rrpor{e,q}rPatra / noPaEr Jrr4IIca IIa rq)e,qJlaFal{a qeHa 5a
rogz JIII .

Kottytcwg.ta pagrrJIe.Ua .4oKyMeHTl4Te Ha yqacrHI(LLIATe, 3a cborBe['(]TBI4e c Kpztrepuwre
ga no.u6op v vrBvICKBaHIAfl.Ta 3a JIr4rrHo cbcro.sHr4e, flocraBeHu or Br:noNu re.ria,
ycraHoBl4 crrorBerc['B]4ero uM vr .uonycHa o$eprure IzM .qo oIIeHttBaHe 14 KJlacilpaHe/
KAKTO CJIEIBA:
,,F-ilL EHE TH eAP}4A EtsJITAPI4'IZ EA,q 3d JTeKdIJC'J_'lJeHl4>1 riPUAy11

Ne

Anarouro-
TepaneBTu9eH KoA

IATCI

Me4ynapoAno HenareHrHo
HahiiteHoeaHhe /lNN/ Iexapcreena $optvta Mapxa

flpornoenur
KOtt4qecrBa

On 1 - l-lumocmamuu,u

32 L01XC11 lpilimumab napeHrepanHa QopMa mg 18 000

,,TbPTOBCKA JIT4TA HAItr'4OHAJIEH AITEqEH ItrEHTtsP,' A'q - 3a JIII, KaICTo CJIEIBa:
Anaronito-

TepaneBThqeH KoA

IATCI
Mrpxa

,,€APKOJIZ AJq - 3a JIll , KaKTo cJre.[Ba:

(JIN) KAKTO CJICIBA

3

lmatinib

Ne

Anarovo-
TepaneBThqeH KoA

IATCI

Mexq4ynapo4no HenareHrHo
Har,tnrreHoeaHr4e /l NN/

Ierapcreena Qoprvra Mnpra
flpornosnn
KOnUqecrBa

on1
a
I VO3AFO3 Calcium folinate napeHrepanHa QopMa 1 000 000
w LOlXAO2 Carboolatin napeHTepanHa cpopMa 500 000

21 LO1 DBO3 Epirubicin napeHrepanHa oopMa I 10 000

33 LO1XX19 lrinotecan napeHrepanHa QopMa mg 120 000

64 101 CA04 Vinorelbine napeHrepanHa QopMa mg 16 000

On 2 - Onuamu
1 Nrl2AE01 Buorenorohine nnacTfip microgram/h 

_
98 000

Nrt2AB03 Fentanyl nnacTnp microgram/h '1 '10 000

NO2AAO5 Oxvcodone capsules, hard mg 300 000
u NO2AAO6 Oxycodone prolonqed release tablets mg 300 000

,,COJIOME,4\ :EOO[ - sa J]ll/ KaKTo cJIeIBa:



Ns

Anarouo-
TepaneBTugeH KoA

IATCI

Me>44ynapo4r.ro HenareHTHo
xailMeHoeaHhe /lNN/

Jlexapcreena $opua Mnpxa
flpornosnu
Kr)nilqecTBa

on1-
LO1XX44 'rg l- s6 ooo

.s f 21oo

12* LO3AA
COLONY STIM. FACTORS
Filqrastim Lenoqrastim

napeHTepanHa QopMa MIU 16 000

30* LOlXX2B lmatinib nepopanHa Qopn/|a mg 2 160 000

40" BO3XA
OTHER ANTIANEMIC PREPARA-
TIONS Ervthroooetin Darbepoetin

napeHrepanHa QopMa DDD 3 500

47 LO1 BAO4 Pemetrexed napeHTepanna Sopnlta 420 000

53 1014,X03 Temozolomide nepopanHa Qopnlta mg 200 000

60 L01XE12 Vandetanib nepopanHa QopMa 108 000

,,aDAPMHET" AI - sa JIll , KaKTo cre.qBa:

,,COiDAPIIA TPEiE'IHI.I M - sa JIll , KaKTo cJIe.4Ba:

Ns

Anarouo-
TepaneBTnqeH

xo,q /ATC/

Me44ynapo4no HenareHrHo
HaINreHoeaFrne /lNN/

IleKapcrBeHa QopMa Mnpra
flpornosnn
KOr14qecTBa

on1 Uumocmatnuuu
11 LO1 XAOl Cisplatin napeHrepanHa QopMa mg 110 000

15 LO1XE23 Dabrafenib nepopanHa 6opua mg 432 000

24 LOlXEl O Everolimus nepopanHa Qoptua mg 32 400

25 101 BC02 Fluorouracil napeHrepanHa QopMa mg 6 250 000

zo LOlXE02 Gefitinib nepopanHa Qopn/|a mg 270 000

34 LOlXEOT Laoatinib nepopanHa QopMa lllY 1 260 000

39 H01 CB02 Octreotide
powder for suspension
for iniection + solvent

mg 4 500

45 LO1XE,11 Pazooanib neoooanHa doorua 2 880 000

47 LO1 BAO4 Pemetrexed napeHrepanna 6opua 420 000

68 L01XC18 Pembrolizumab napeHrepanHa +opMa 3 600

Ns

Anarouo-
TepaneBThqeH

xoa /ATC/

MexqynapoAtto HenareHTHo HahMeHoBaHue
/INN/

Ilexapcraexa Qopua Mnpra
flpornosnu
KOnhqecTBa

on1-Tt nuqu

-

Abiraterone acetate 's--l 5 400 000

z LO1XE13 Afatinib nepoDanHa 60pua mg 60 480

LO1XX44 Aflibercept napeHrepanHa QopMa mg 36 000

4 LO1XE17 Axitinib nepoparHa cpopMa mg 13 440

o L01CD04 Cabazitaxel napeHrepanHa oopMa mg 2 160
'13 LO1XE16 Crizotinib nepopanHa Qeprua m0l JOU UUU

15 LO1XE23 Dabrafenib nepopanHa $opua mgl 432 000

17* MOSBXO4 Denosumab napeHrepanHa cpopMa mc 58 000

24 LO1 XE1 O Everolimus nepopanHa Qoprua mc 32 400

zo LOlXE02 Gefitinib nepopanHa Qopua mc 270 000

34 LOlXEOT Lapatinib nepopanHa cpopMa m! 1 260 000

39 H01CB02 Octreotide
powder for suspension
for iniection + solvent

mg 4 500

40* BO3XA
OTHER ANTIANEMIC PREPARA-
TIONS Ervthropoetin Darbepoetin

napeHrepanna Qopruta DDD 3 500

44 L01XCO8 Panitumumab napeHrepanna $opnta msl 54 000

45 LO1XE11 Pazopanib nepoparHa QopMa mg 2 880 000



46 103M13 filgrastim napeHTepanHa 576
50 LOlXEO5 Sorafenib mq 4 838 400
5'l LOlXE04 Sunitinib nepopanHa QopMa mg 300 000
53 LOlAXO3 Temozolomide nepopanHa QopMa mg 200 000
54 L0'1XE09 Temsirolimus napeHrepanHa $opva mg 7 200
co L01XX17 Topotecan nepopanHa Qoprua mg 240
OU LO1XE12 Vandetanib nepopanHa Qoprua mg 108 000
67 L01XX4'1 Eribulin napeHrepanHa QopMa mg 320
68 L01XC18 Pembrolizumab napeHrepanHa QopMa mg 3 600

on2 - Onuamu
5 NO2AAOl Morphine napeHTepanra 6opua mq 300 000

B NO2AAO5 Oxycodone mod ified-release tabletl; mg 1 500 000

10 NO2AA55 Oxycodone hydrochloride / Naloxone
hvdrochloride nepopanHa $oprua

tabl.10m
q/5mcr B 900

11 NO2AA55
Oxycodone hydroch loride / Naloxone
hydrochloride nepopanHa QopMa

tabl.20m
q/10mrr 36 000

12 NO2AA55
Oxycodone hydroch loride / Naloxone
hvdrochloride nepopanHa sopMa

tabl.40m
ol20mo 17 000

13 NO2AXO2 Tramadol nepopanHa mg 1 500 000

/rMC iDAPI'lAtt AE - sa JIII, KaKTo cJreIIBa:

/rME,qEKCu OOI - 3a JIII , KaKTo cJrelrBa:

r
Tts

Ns

Anatono-
TepaneBThqeH

ron /ATC/

Mex<,4ynapo4no HenareHTHo HaIMeHoBaHHe
/INN/ Jlerapcreena $oprua

on1-
A? L0'1CA02 Vincristine napeHrepanHa

Ns

Anaronlto-
TepaneBThqeH

xo4 /ATC/

Me4qynapo4no HenareHrHo Ha14MeHoBaHue
/INN/ flexapcreena $oprvra Mnpxa flporHosrtt

KOnhqecTBa

on1 - l-lumocmat nuqu
J L01N:X44 Aflibercept napeHrepanna Soprua mg 36 000
4 LO1XE17 Axitinib nepopanHa Qopva mg 13 440
o L01CD04 Cabazitaxel napeHrepanna $oprua mg 2 160
8 101 EC06 Capecitabine nepopanHa Sopua mg 40 000 000
10 101X,C06 Cetuximab napeHrepanHa QopMa mg 250 000
11 L01XAo1 Cisplatin napeHTeDanHa oooMa mq 1 10 000

12 LO3AA
COLONY STIM. FACTORS
Filqrastim Lenoqrastim napeHrepanna Sopua MIU 16 000

13 101X,E16 Crizotinib nepopanHa QopMa mg 360 000
18 1010D02 Docetaxel napeHrepanna Qoprua mg 80 000

'19 LO1 DBOl Doxorubicin hydrochloride Powd., disp.and conc.
for dispers.for infusion mg 20 000

20 LO2EB04 Enzalutamide nepopanHa Sopnlta mg 537 600
25 101 BC02 Fluorouracil napeHrepanna $opua mg 6 250 000
27 101 BCo5 Gemcitabine napeHrepanna $opnlta mg 1 300 000
30 L01XX28 lmatinib nepopanHa cpopMa mg 2 '160 000
JC 1034,414 Lipegfilgrastim napeHrepanHa SopMa mg 576
JO L01DrC03 Mitomycin napeHrepanna Sopua mg 15 000

40 BO3XA
OTHER ANTIANEMIC PREPARA-
TIONS Ervthropoetin Darbepoetin napeHrepanxa Qopua DDD 3 500

41 L01XA03 Oxaliplatin napeHrepanna Qopua mg '130 000

f,



47 LO1 BAO4 Pemetrexed reHTepanHa mg 420 000
50 LOlXEO5 Sorafenib nepopanHa Qopua mg 4 838 400
5'l LOlXE04 Sunitinib nepopanHa Sopua mg 300 000

52 101 BC53 Teg afu r/g i m eraci l/ote raci I nepopanHa Sopua
DDD-1 tabl.
(15t 4,3!il
11.8mo)

3 024

6? LOlAXO3 Temozolomide nepopanHa QopMa mq 200 000
54 LOlXEO9 Temsirolimus napeHTepanna soprua mg 7 200
OU LO,1XE12 Vandetanib nepopanHa Sopnlta mg 108 000
oo M05UAo8 Zoledronic acid napeHrepaflna $oprrlta mg 5 300
67 LO1XX41 Eribulin napeHTepafina $oprua mg 320

on2 Onuamu
2 NO2AAOS Dihydrocodeine nepopafiHa QopMa mg 1 000 000
4 NO2ABO3 Fentanvl Sublinoual tablet mtcrooram 160 000

NO2AAOS Oxycodone mod ified-release tablets mg 1 500 000

10 NO2AA55
Oxycodone hydrochloride / Naloxone
hvdrochloride nepopanHa Qopnlta

tabl.10rn
o/5mor

I 900

11 NO2AA55
Oxycodone hydrochloride / Naloxone
hydrochloride nepopanHa Sopua

tabl.20m
o/10mrr

36 000

12 NO2AA55
Oxycodone hydrochloride / Naloxone
hvdrochloride nepoparHa QopMa

tabl.40m
ol20mo 17 000

//TO[I XOCTII4TAJI CTPBUC|| A,[ - 3a JIll , KaKro cJreIBa:

,/EKO€APMZ EOOI - ea JIll , KaKTo cJreIBa:

//AJITA €APIIACpTIAtrJLIIC|| EOOg - sa JIll , KaKTo crre.uBa:

Ne

Anarouo-
TepaneBTHqeH

xo4 /ATC/

Me44ynapo4no HenareHTHo
HaIriteHoeaH!ae /lNN/ Iexapcreena Qopua Mnpxa

flpornosxn
KOflt4qecTBa

on1 nuqu
Calcium folinate napeHTepanxa $oprua 's_l 1 000 000

19 LO1 DBOl Doxorubicin hydrochloride Powd.disp.and conc.for disp.for inf. mg 20 000
20 LO2EBO4 Enzalutamide nepopanHa QopMa mg 537 600
34 LOlXEOT Lapatinib nepopanHa Qopua mg 1 260 000
35 LO3AA14 Lipegfilgrastim napeHrepanna Sopua mg 576
45 LO1XE11 Pazooanib nepopallHa Sopnlta mq 2 880 000
50 LOlXEO5 Sorafenib neoopanHa 6ooua mq 4 838 400

Aratrcvo-
TepaneBTilqeH

xo4 /ATCi

Me44ynapo4no HenareHrHo
narneroeanne /lNN/

Ne

Anar,cuto-
TepaneBT4qeH

xoa /ATC/

Me4qynapo4no HenareHrHo
HauMexoeaHhe /lNN/ flexapcreena gopna Mnp*a flpornosnu

KOnilqecTBa

On 1 - l-lumacmamuqu

19 LO1 DBOl Doxorubicin hydroch loride
powder, dispersion and concentrate

for dispersion for infusion mg 20 000

20 LO2BB04 Enzalutamide nepopanHa Qopnla mg 537 600
JC LO3AA14 Lipegfilgrastim napeHrepanHa QopMa mq 576
49 L01XC21 Ramucirumab napeHrepanHa QopMa mq 48 000

,/Polll EEJIIAPTAE,|| EOOE - sa JIll/ KaKTo cJre.qBa:



Ns

Anarouo-
TepaneBTu'.reH

xo4 /ATC/

Me44ynapo4no HenareHTHo HauMeHoBaHIe
/INN/ Ilerapcreena $opnra Mnpra flporxosnu

KOnhqecrBa

On 1 - l-lumocmar nuqu
5 L01XC07 Bevacizumab napeHTepanHa +opMa mg 756 000

22 LOlXE03 Erlotinib nepopanHa sopn/la mq 580 000

31
LO34B04
LO3ABO5

Interferon alfa napeHrepanHa sopMa MIU 3 240

48 101X,C13 Pertuzumab napeHrepanHa sopMa mg 50 000
L01x:co3 Trastuzumab 150 MG napeHrepanHa QopMa mg 60 000
101X,C03 Trastuzumab 600 MG napeHTepanHa QopMa mg 324 000
L01XC14 Trastuzumab emtansine napeHrepanHa QopMa mg 12 000

61 LO1XE15 Vemurafenib nepopanHa QopMa mg 4 900 000
101)X43 Vismodegib nepopanHa Qopn/la mg 150 000

,/ebOHtIKC eAPMA,f/ EOOI - 3a cJTegHzte JIll:

Ns

Auarovo-
TepaneBThqeH

KoA /ATC/

Me44ynapo4no HenareHTHo HanMeHoBaHile
/INN/ flexapcreena Qopnaa Mrpra flpornosur,r

KOnUqecrBa

on1 - l-lumocmamuqu
L01XX44 Aflibercept napeHrepanHa sopMa mg 36 000

4 LO1XE17 Axitinib nepoparHa QopMa mg 13 440
h L01CD04 Cabazitaxel napeHrepanHa QopMa mg 2 160

VO34FO3 Calcium folinate napeHrepanHa QopMa mg 1 000 000
10 L01XC06 Cetuximab napeHrepanna sopH/la mg 250 000
'13 LO1XE,16 Crizotinib nepopanHa $oprua mg 360 000
15 LOlX:E23 Dabrafenib nepopanHa Qoprua mg 432 000

19 LO1 DBOl Doxorubicin hvdrochloride Powd.dispers.and conc.
for dispersion for inf.

mg 20 000

21 LO1 DBO3 Epirubicin napeHrepanHa QopMa mg 110 000
24 LOlXEl O Everolimus nepopanHa QopMa mg 32 400
25 101 EC02 Fluorouracil napeHrepanHa QopMa mg 6 250 000
zo 101X.E02 Gefitinib nepopanHa sopua mg 270 000
28* M05ErA06 lbandronic acid napeHrepanna $oprua mq 900
34 101X,E07 Lapatinib nepopanHa Qopnlta mg 1 260 000

37 LO1 DBOT Mitoxantrone napeHrepanHa QopMa mg 480

38 LO3AXO3
Mycobacterium bovis BCG
(Baccilus Calmette - Guerin) napeHrepanHa QopMa mg 6 000

?o H01CB02 Octreotide powder for suspension
for iniection + solvent

mg 4 500

42 LOlODOl Paclitaxel napeHrepanna Qopua mg JJU UUU

45 101X.E11 Pazopanib nepopanHa $opva mg 2 880 000
47 L0'1BiA04 Pemetrexed napeHrepanna Qoprua mg 420 000
50 101X,Eo5 Sorafenib neDooanHa 6oonlta mq 4 838 400
51 LOlXE04 Sunitinib nepopanHa Sopua mg 300 000

54 LOlXEO9 Temsirolimus napeHrepanHa +opMa mg 7 200
56 LO1XX17 Topotecan nepopanHa $oprrra mg 240
OU L01XE12 Vandetanib HA mg 108 000
oo MO5BAOS Zoledronic acid napeHrepanHa cpopMa mg 5 300
ot LO1XX41 Eribulin napeHrepanHa mg 320

L01XC18 Pembrolizumab na Soprua mg 3 600
On 2 - Onuamu



N02M06 Oxycodone prolonqed release tabl. mq 300 000
1? NO2AXO2 Tramadol nepopanHa Sopn,ta mg 1 500 000

5-2. Ha 27"09.20L6 F., n 09,00 rraca, e rca6lruera Ha ynpaBhrer.c ce
[poBe.qe BtroPotrro gaceAaHtde Ha KoMJ4cJ4.rrra. Kovzclz.gua npr4crb|l.r{ KbM pa3rJ]ex.uaHe
Ha TeXHtIqeCKIITe npe.qJJOXeHI4.q 3a il3|I'b.[HeH]4e Ha nopbqKaTa Hil. yrJaCT'HilU7ITe, IIO
HoMeHKJIarypI4Te JIII or o6oco6eHut re rrozr/r\wur rro Kor4rlo ru e .qonycHaJra JIOyqacrl4e B npoUe.4ypara. Pa=r'.neN.qa ce c.borBercrBl4ero uM c rrocraBeHr4Te
u3ucKBaHlLfl. Ha BtsroNrrer.q 3a %3['bJIHeHI4e Ha nopbr]Kalta, no pe4a ]{a
nocrbflBaHero Ha oQeprzne.
Kolorcrrgna yctranoBrt :

5,2.!. TexnmrrecKr4Te [pe,uJ]oxe:r.ufl. Ha yrJacrHrlrlrzTe :

- nt7 r.unt,uyL LLLA I7l @APMA EbI|API4,S" EAE;
- ,,TbPIOBCKA JI7IIA HA{" A!;
- ,,QAPKOJI" An i
- ,,OAPMHET" A!;
- ,,COQAPMA TPEIZIIIHI" AE;
- ,,MC OAPMA" AN;
- ,,MEIIEKC" OOL;
- ,,EKO@APM" EOOI;
-,,AJIllA OAPMACIOTVIKbITC" EOO.U;

- ,,POU EbJ]IAP7I,q" EOOII
orloBap.sr Ha IA3ucKBaHtl.ETa ria Brgrox%Ter.s u KoMryrcvr.qTa .Uonycna oQeprr4Te r4M .qo
oqeH.sBaHe r4 KJract4paHe no oQeprpaHrrre or BceKr4 yrrac['Hr4.K HoMeHKJIaryplr JIII .

5.2.2. VrracrHrnsr ,/COJIOMEI'/ EoO,q e [pe.qJ]oxr4Jr .qa r :,n:.Jtrtvr.qocraBKara Ha JI|J NsNe

1.3; 1.40*; 1.60 c no e.qHa/ ['or]Ho onpe.ueJrHa or Herlo loroBif ,Eo3r4pana
a^,JreKapcrBeHa g)opMa, B'bnpeKI4 qe e llJIC, aKTyaJreH KbM,qarara Ha orBap.rrHe Ha

nrhonmrzma e av\ysr/rvrre | Dq BCeKI4 OT fIOCOqeHI4Te JIII vIMa LIyIH]/ II'/yM nO OUe ellHa IOTOBa
A^.JIeKapcrBeHa QopMa. 3a ocraHaJII4Te nil, npe.qJloxeHr4 orI' Hero, B IIJIC/ aKTyaJreH

KbM ,uarara Ha orBap.cHe Ha oQeprute, cbrqecrByBar caMo eoprraztef npeEroxeHr4 orr,
yqacrHI4Ka. B .4oKyMeHTaul4.qra rro npoqe,qypara Bssroxlzren.sr o 3an]4caJI: ,,BceKra
yqacrHl4K nocoqBa e oQeptara cv rbproBcr(oro HailMeHoBaHt4e rra oQepmpauma nn,
6ee yllor{IttlBarre rra rcorrKpetrrra FotroBa EoBt4pana Jrerapctr:Bena Qopara (rpaen
npogyxl) . "
Ha OCHOBaHfie rlopHoTO, KOtilttc]/-nra npelJlarra OQeptaT1a Ha yrt,ecTHr4Ka 3a JIII NeNs

1 . 3; 1 . 40*, 1 . 60 .qa 6s.qe orcrpaHeHa or yrlacrr4e B npoqe.qypara Ha ocHoBaHr4e
t{n. 107 , T ,2, 6. "a" or 3oll , rril. Karo ilpelJroxeHr4ero My 3a u3n,bJlHeHr4e }ra
[opBr{Kara He orroBap.q Ha npe.qBap]zreJrHo o6.qeeHyrre ycJIoBrlfl. i;r vr3vrcKBaHr4.sra Fra
Bsgroxilrer.s.
KoNnzcil.qra )lonycHa o@eprara Ha yr{acrHuKa ,,COJIOMEI,, EOO.U .qo oLleH.qBaHe 14

KJrdcr4paHe 3a cJreEHr4r'e HoMeHKJrarypz JII]: NsNs 1.6; I.l2*; 1.30*; I.41 ;1.53.

5.2.3. YqaclHl4K'br ,TTOII XOCEI4TAJI CEPBI4C/ A,[ e npe.qJroxlAJr ,n;a vrznblrHu
J-Lll r\er\v t.t; r.J4; _1 .4J c no e.uHa, TorIHo c,npe.EeJllla oT Heto

rloroBa .qo3]4paHa JleKapcrBeua Qopua, BbnpeKr4 rle e llJIC, aKTyareH KbM .qarara Fra
^AorBap.qHe Ha oQeprl4Te r 3d BceKr4 or nocorleHr4Te JIII yrMa Mr4Ht{MyM no orle e,qr-ra

rroroBa reKapcrBeHa Qopva . 3a ocraHaJrr4Te JItr, npe.qJro)r(eHfi or Herro, e llJIC,
aKryaJIeH K'bM .qarara Ha orBap.rrHe Ha oQeplv te, crrrqecrByB,a[' caMo Qopvzre,
npeIJIoxeHJ4 or yqacTHI4Ka . B .qoKyMeHT arlAfl.ra ro npoqe,qypara Brg.[oNyt le.n.qt e
BarrcaJl: ,,BceKr4 yrJacrHI4K nocoqBa e o@eprara cIA T.bproIJCKoro HazMeHoBaHr4e Ha
oQeprpaHrn ntr, 6es ytlor{rrgBarre Ha KoHrcpetrHa r'orloBa goBzlpaga J:reKapcEBeFra
(lopua (rcpaeH npogyrct ) . "



Ha ocHoBaHile FopHoro, Korrazcm.era rlpe.qJ]ara oeeprara Ha yrracrHr4Ka ga JIII NeNe

I.1 ; 7.34; 1.45 .qa 6rge orcrpaHeHa ol yr{acrrze B npoqelypara Ha ocHoBaHrze
tJn. 107 , T .2, 6. "a" or 3oll , tril. Karo npe.qJroxeHrzero My 3a r43rrtJrHeHr4e Ha
nop'brrKara H:e orloBap.s Ha [pe.qBapI4TeJ]Ho o6.qneHr4le ycJIoBr4fl. '.m nzracKnaHr4.qra Ha
Br3.[oxmren.q.
Va^,-"^,,-^ : nrttonm:mrr\uM]4uv1H'1'd ,[oII] vne vr],eyaala Ha yqaCTHmKa ,,TO|I XOCIII4TAJI C'bPBI;AC" An .qO(,lleHHHdHe / K,Iacl4paHe 3a CJIe.4HI4Te HOMeHKJIaryp]4 JIll: NsNs I.19; I.20;1.35;
1.50.

5.2.4. Yrracunzrsr /rebOHI4KC eAPllAu EOOI e [peEJ]oxunr !\a u3rtbltHw rooraBKara Ha
JI|I NsNq I.1 ; t.2I; I.24; I.25; I.34; I.42 c ro e.qHa/ roqHo onpe.qe.rrHa or Her]o
rroroBa lo3ffpaHa JleKapcrBena Qopvta, B'bnpeKl4 r{e e llJIC, aKTyaJIeH Kt,M 4arara Ha
nmR:nqHA ua nAvaDoyuEs Eq wg)epT%Te, 3d BceKI4 otl' nocorreHj4Te J]ll uMa }l]/ lHIldyM no oue e.qHa
roroBa JIeKapcrBeHa Qopua. 3a I|I Ne 1.10 yrJacrHzKbr e npelJro)r<tArr u=trybJrHeHyle c
TT T-Tr!!r I u r-'u't'oud .qo3l4paHa JIeKapcTBeHa Qopua, Ko.qTo r{e ce c'b.qbpxa e IIJIC . 3a
a)arF^H: flTlma IIrTvvrqrruJrvrre rLLLt npeIJIoXeHuI OT HeFO, e |IIIC, aKTyaIeH KbM .qiLTa['a Ha oTBap.rlHe
H^ nrhanmrzn'av\yuyryrre/ c.btIecrByBar caMo Qopvure, [pe.qJ]oxeHt1 or yrlacrH%Ka, B
.qoKyMeHTaI-U4.ETa ro |Ipoqe.UypaTa Bb3roxl4Ter.sr e 3anz:caJI: ,,BceKw yr{acrHr4K
nr)-^uR^ p nrtro- ve,vpTS.Td Crr ll"bprroBCKoTo HaZMeHOBaHI4e Ha OoepilpaHr4H JItr, 6eS
ytror{ll'IBalte Ha KoHKpett'lta rroEoBa .qogr4paHa neKapctrBeHa oopMa (KpaeH [po.qyKT) . \\

Ha ocHoBaHI4e rlopHoro, Kot,tucvtnra npe,qJrara ooeprara Fra yqacrHr4Ka sa JIll NsNs

r.1; 1.10; 7.2r; 7.24; r.25; r.34; r.42 .ua 6s,Ee orcrpaHeHa or yrracrze B
npoqe.Uypara Ha ocHoBaHr4e rrr.70'7 | T.2, 6..,a.' or 3oll , 'rbrz Karo npe.qJroxeHt4ero
My 3a ?I3rIl;rHeHI4e Ha [opbrrKara He orrroBap,rl Ha npe,qBap]4TeJIHo o6.sBeHI4Te
ycJToBuE W I 3I4CKBa:F'T/1fr.Ta Ha Bb3JIOxtI4TeJ]C.
Kor"nzcu.qra EonycHa oQeprana Ha yqacrH'.lKa ,,TOII XOCII4TAJI C,bpBI,4C,' A.U ro
oueHHBaHe J4 KJraCr4paHe 3a cIeIHr4Te HOMeUT<larypm JIll:
or oll 1 - N,Ne 3, 4, 6, 13, 15, Ig, 26, 28, 3'7, 39, 39, 45 | 4'7, 50, 51_, 54, 56, 60, 66, 61, 5g ;
or oll 2 - NeNe 9tI3.

5.3. .Ha 05.10 .20L6 rt. I e 09, 00 qaca, B Ka6r4nera Ha yrpaBr4rer.q ce
npoBe.qe EPetrotro gace,qaHtte Ha Ko\rtyrcrLs.ra. C.rc cso6uleHme rgx. Ng 946 or
30.09.2016 rr., ny6.nmxyeaHo Ha llpoQra"rra Ha KynyBaqa/ yrracrHvtrJrAle 6.cxa
HaIJIeXHO yBe.4oMeHI4 3a .Earara r4 qaca Ha Hacro.rruoro 3ace.4aHr4e 3a orBap.cHe Ha
UeHoBI4Te vr.M npe.qJloxeHuLs. Ha 3ace.4aHr4eTo Ha Ko\ayrcrafl.ra He flprrc.bcTBaxa
lpe.qcTaBl4T eJrvr Ha yr{acTHvrrJrAT e .

Kottvtcuglta orBopl4, orloBecrr4 w no,urrr4ca .qonycHarl4re Eo orIeHJ{BaHe il KJIacI4paHe
TTAH^RT/ n/harrmrrr+cnvDvr v\!/eIJr'.rrl IIO pe.4a Ha IOCT'bnBaHe Ha [pe.qJIOXeIIIAg.Ia Ha yqaCI'H]4Ul4Te.
Koloacrasra nper{eHr! r{enoBtrtre rrpeEJroxewvt r Ha yqacrHr4ur4Te slEI ,crEotrBencEBrdetro trlt
c ttgr4ctcBaHetro I{a BEBJToTK%treJrrr, |IocoqeHo B O6.qereHzeto (pas,4e.rr ,,!,ctil,bnuvtreJIHa
,-,,,1-^^""^,,.--l/ \r4HQOpMaUl4.a / - npe.uJrarlaHuTe eEuHulJ.Hu UeHUr Ha ooepr4paHr4Te JLeKapCTBeHt4
npo.EyKTI4 .qa He Ha.UBI4IlaBar cborBeTHaTa cToIZHocT Ha cbrql,rTe n llJIC, [p]rJloxeHr4e
t -,---,- -^,,z I dI('I'ydJleH K'bM .qaTaTa Ha OTBap.qHe Ha OOepTtITe U ,Ea He Ha.EBiluaBaT KbM
C,blIlara ,4aTet .qoloBopeHtrTe c H3OK UeHtI/ KaTo 3a qeJrTa cbclaBr4 Ta6nrqa !,
flpr{JIOXeHa KbM TpOTOKOJIa, C'b,4bpxaqa Bcu:q:Kvr [pe.qJ]alaHr4 oT yqacrHilur4Te ueHr4.
Kouvrcyrgra rconcratrrdpa cJregnotr,o :

5.3. 1. 3a yuacrHl4Ka ,T€APMHET\ A,q - [pe.qJTalaHara e4rl:r:r-ur.a rleHa Ha JreKapcrBeH
nn^ n\/km I\Ts 1 A'1 - Pamat ravod ,tllPUAy^a r\: L.'f | ! urlle u!uneq, rIdpeHTepaJIHa QOpMa He OTIOBall.g Ha yi3TlCKBaHeTO
Ha Bb3JIoxlAreJTfl.t rIopa.UI4 Koe['o Ko\r]vrcu+Ta npe.qJlarra ooeprara Ha yqacrrHilKa ga JIll
Ns I . 41 ,4a (5b.qe orcrpaHeHa or oueH.qBaHe yr KJracrrpaHe, Ha ocHoBaHyre rrr .IO'l ,
T .2 , 6 . "a" or 3oll , Karo HeorloBap.rruo Ha npe.EBaprzreJlHo o6.gBr3Hr4Te ycJI oBus-.
5.3.2. 3a ocraHaJII4Te yuacrHlALrw - BCrAuKvr nperJrarlaHrz e\uHwuHvr rleHz Ha JIll
cboTBeTcTBaT Ha tl3I4CKBaHeTO Ha Bt=.[ONrte"[.q.
Kol"lt cm,qta npl4crbnl4 KtM pa3rJrex.qaHe tI cbrlocraB.gHe Ha IIeHoBI4re npe,qroxeHvrfl. Ha
yr{acrHl4ul4lle / IOIyCHATI4 .Eo oUeH.cBaHe 14 KJracrzpaHe, .Karo 3a r-IeJTTa oOopMIA
^^a----- ^ Ni aTaoJT]4Ua N! Z I Hepa3EeJIHa r{aCT OT IIpOTOKOJIa.



Kot"stcugna rcorrcnatnrzrpa cJre,qHotro :

Yrracrunr.sr ,rME,qEKCt' OOA e [pe,UJroxr4J] eEIA:g-vTH:r.a lleHa c lloBerle or 20% rro
6"naronprsrlra or cpe.UHara croiZHocr Ha ocTaHaJIilTe npe.UroxeHil.q B ocraHaJIIlre
oQep['rz ga JIE Nr 1 . 53 Temozolomide , EepopanEa oopua, ropa.ul4 Koero Ha

ocHoBaHvle vn.12, a.n.1 or 3OII i<orr'uzclAflTa vI3vICKa or yrlacrHylKa no.upo6Ha nilcMeHa
^Aaarranrrr rrr ^Ah-hilF-'r^ rraur n6^aH^Rk^mA -TTefiR,a TT^ 6.r-neO(JOUHUjJl(d :3d fLd9-y!H.d lld UUPcl5ybdne hd f asvl l+sEq. vvverrvur\u ru erte/+!q Aq v!Av

[pe,qcraBeHEr B cpoK or 5(nel) lHu or noJ]yr{aBaHe Ha l4cKaHero.
Kotts4ctaxra r43Bbprrrr4 zuIAC7IPAHE 3A OCTAHAJII4TE IO3I/IIJI/IIAt Koero oQoptuz e ra6rlaqa
t ,,^^5 | Hepa3.4eJrHa qacT oT npoToKoJIa.

5.4. Ha 11.10.20L6 r'., n 09r00 qaca, e rca6ruera Ha yrpaB]4reJlfl ce
npoBe,4e qeitlB.bplrroEo Sace,qaHl4e Ha KONJVICVIfl.Ta 3a pa3rrJ]ex,qaHe Ha noJlyqeHaTa
rtICMeHa o6ocnoexa or yr{ac['HmKa, noilcKaHa or Kov]vrcvr+Ta Ha ocHoBaHI4e un.72,
at.2, ,t.2 or 3On u Ea il3B.bprxy1 oKoHqareJlHoro KJrac]4paHe Ha .EorlycHar]4Te oQeprm
3a yqacrrr4e B HaC['o.rrulaTa npoqe.qypa 3a B'bJ]arlaHe Ha oOuIecTBeHa nopbqKa.
yrracrsmffir ,,ME.UEKC" OOL c nmcMo ex.Ne 266/1-0 .I0.2015 11 . norB'bp.E%
a,Lanrrnrrrrmr ,,^Ha Ha JIII Ns 1.53, nopa.4r4 HaJrr4rrr4eTo Ha o6eKTr4BHw O6CtOnTerCTBa\Jg/cyvrlJonq Jq r-le.

I]o un.'72, alr.2, ,t.2 or 3OlI - ms6paumre rexHvrrlecKI4 pelxeHl4.q w HaJrI4qI4ero Ha

r43KJrroqrreJn{o 6nalonpm frrHu ycJroBrlfl 3a yr{acrHI4Ka . Kottvtctt s'la no.upoOHo ce
3ano3Ha vr eIrHoIyrrIHo npr4e npe.qcraBeHara o6ocHoerara Ha yr{ac['H]4Ka Karo

aAa'.m'rosa tn tt6onT/TFFTTTJA H: -1-'IJ6R:utrt1 --- 1t -" o ':.2 Of 3Oll,fI'bJIHar O()el('J-'14u..* -^ aJ!. t.t qrL.4t 'r

KoMr4cil.q['a CbcTaBI4 Ta6fitrUa c oKoHr{aTeJIHotIo KJIacI4paHe no BcvrrlKrr HoMeHKJIaTypI4

JreKapcTBeHu npo.uyKTTl .

rril
K.nacrpaHeto Ha yrlaclHI4I-1I4Tet

tLtln-utttv: rnann^^rr'^rr- rrnrrr\\
-ffJIUAUHA 

I+EEq g

c.bo6pa3Ho u=6panvtn
KaKTO CJIe,4Ba:

oT Brgroxilren.s

TN INN IleKapcrBeHa SopMa l-Bo Mrcro ll-po Mrcro lll-To Mqcro H cneABau{r4

on - l-lnrocraruqn

1 Abiraterone acetate nepopanHa QopMa cooAPMA TPEt4EhHr X X

2 Afatinib nepopanHa cpopMa cooAPMA TPEI4[hHr X X

Aflibercept
napeHTepanHa

(DopMa cooAPMA TPEl4[rHr ObOHt4KC OAPMA MEAEKC

4 Axitinib nep0paflHa cpopMa COOAPMA TPE]ZATHT ObOH14KC OAPMA MEAEKC

Bevacizumab
napeHTepanHa

(DooMa POTII EbIITAPilF X X

o Cabazitaxel
napeHTepanHa

(DooMa ObOH14KC OAPMA COOAPMA TPEUIAilHT
MEAEKC

coIoMEl

7 Calcium folinate
napeHrepanHa

(DooMa OAPKON X X

R Capecitabine nepopanna $opnrta MEAEKC X X

o Carboplatin
napeHTepanHa

(DopMa OAPKOJI X X

10 Cetuximab
napeHrepanHa

(DopMa
MEAEKC X X

11 Cisplatin
napeHrepanHa

(DooMa OAPMHET MEEEKC X

12*
COLONY STIM.FACT,
Filorastim Lenoorastim

napeHrepanHa
(DODMA

ME!EKC conoMEA X

IJ Crizotinib nepopanHa QopMa COOAPMA TPEIZETHT ObOHI4KC OAPMA MEAEKC

14 Cyclophosphamide
napeHTepanHa

dootrla
EKOOAPM X X

4F Dabrafenib nepopanHa cpopMa ObOHt4KC OAPMA OAPMHET cooAPMA TPEI4!hHr

16 Dacarba;line
napeHTepanHa

(I)ODMA
X X
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17* Denosumab napeHrepanHa cooAPMA TPEl4At4Hf X X

'18 Docetaxel napeHTepanHa
CDOOMA

MEEEKC X X

19
Doxorubicin
hydrochloricle

powder,dispers.and
conc.for dispers for

inf.

AIITA
OAPMACICT14KbIIC

TON XOCNilTAII
cbPB14C

obol.tt4Kc oAPMA
ME!EKC

ZU Enzalutamide nepopanHa QopMa MEEEKC AIITA
OAPMACIOThKbIIC

TO|1 XOCnilTArl
tlbPBt4c

21 Epirubicin napeHTeparrHa
dopua OAPKOJI X X

22 Erlotinib nepopanHa cpopMa POTII EbII|API4F X X

23 Etoposide napeHrepanHa
cDo0Ma

X X X

24 Everolimus nepopanHa cpopMa cooAPMA TPEl4A!4Hr OAPMHET X

25 Fluorouracil napeHTepanHa

QopMa
OAPMHET MEAEKC X

zo Gefitinib nepopanHa cpopMa ObOH14KC OAPMA cooAPMA TPEl/ErHr OAPMHET

ZI Gemcitabine napeHTepanHa
@ooMa

MEAEKC X X

2g* lbandronic acid napeHrepanHa
@o0Ma

ObOH14KC OAPMA X X

ZJ lfosfamide napeHTepafiHa
cpopMa

EKOOAPM X X

Qn* lmatinib nepopanHa cpopMa conoME! MEAEKC TTPT'OBCI(A fl[TA
HAU

JI Interferon alfa napeHTepanHa
doorrlta

POUI EbflfAPt4F X X

32 lpilimumab napeHrepaflHa
QopMa

Eil EHA At4 OAPMA X

JJ lrinotecan napeHrepanHa
CDODMA

OAPKOII X X

34 Lapatinib nepopanHa QopMa OAPMFIET COOAPMA TPENilAHf X

35 Lipegfilgrastim napeHTepanHa
6oona

AIITA
OAPMAC}OTLlIGJIC

TON XOCNhTAII
ClrPBt4C MEAEKC

JO Mitomycin napeHTepanHa
(DooMa MEAEKC X X

5l Mitoxantrone napeHTepanHa
cDopva

ObOH14KC OAPMA X X

Jd
Mycobacterium bovis BCG
(Baccilus Calmette-Guerin)

napeHrepanHa
6oowra ObOHhKC OAPMA X X

39 Octreotide powd.for susp.for
ini.+solvent ObOH14KC OAPMA cooAPMA TPEl4!hHr C'APMHET

40*
OTHER ANTIANEMIC
PREPARATIONS
Ervthroooetin Darbeooetin

napeHTepanHa

Qopva
MEAEKC cooAPMA TPEl4AhHr X

41 Oxaliplatin napeHTepanHa
rbonua MEAEKC X X

42 Paclitaxel napeHrepanHa
6ooua X X X

43 Pamidronic acid napeHrepanHa
(DooMa X X X

44 Panitumumab napeHTepanHa
d)ooMa cooAPMA TPEt/AhHr X X

45 Pazooanib nepopanna Qoprua cooAPMA TPEt4AhHr ObOH14KC OAPMA CIAPMHET

46 Pegfilgrastim napeHrepanHa
(I)oDMa cooAPMA TPEl4AhHr X X

47 Pemetrexed napeHTepaIHa
doorrila

ObOHhKC OAPMA MEAEKC conoMEA

4g* Pertuzumab napeHTepanHa
rbonnla POI.II 6bTTAPilff X X

49 Ramucirumab napeHrepanHa
dootvta

T-bPFOBCKA NhTA
HAI I

ANTA
OAPMACIOTI4KbNC X

50 Sorafenib nepopanHa cpopMa ObOH14KC OAPMA COOAPMATPENNAH|
MEAEKC

TON XOCNilTAII
0bPB14c

6l Sunitinib nepopanHa cpopMa COOAPMA TPENANH| ObOHhKC OAPMA MEAEKC
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52 Tegafur / gimeracil / oteracil nepopanna gopva MEAEKC X

E? Temozolomide nepopanHa cpopMa MEIEKC cooAPMA TPEtt[hHr C;OIIOMEA

54 Temsirolimus napeHTepanHa
(popMa ObOH14KC OAPMA cooAPMA TPEkIAl4HT MEAEKC

Topotecan napeHrepanHa
(pOPMA X X X

co Topotecan nepopanna gopua cooAPMA TPEt4AhHr ObOH14KC OAPMA X

57 Trastuzumab 150 MG napeHrepanHa
donnaa POTII EtflTAPL1F X X

AA Trastuzumab 600 MG napeHrepanHa
6ooua POUI EtItrAPn.E X X

bv
Trastuzumab
emtansine

napeHrepanHa
cpopMa

POIIJ 6bIIIAPI4F X X

60 Vandetanib nepopanHa cpopMa ObOH14KC OAPMA MEEEKC cooAF'MA TPE/.NAHf
ol Vemurafenib nepopanHa QopMa POUI 6bIil-APt4F X X

oz Vinblastine napeHrepanHa
(I)ooMa X X X

OJ Vincristine napeHTepanHa
6ooua MC OAPMA X X

64 Vinorelbine napeHrepanHa
d)ooMe OAPKOII X X

oc Vismodegib nepopanHa cpopMa POIX EbIII-AP]4F X X

Zoledronic acid napeHTepanHa
(I)OOMA ObOH14KC OAPMA MEAEKC X

ot Eribulin napeHTepanHa
cDooMa

ObOHhKC OAPMA cooAPMATPEnUAHI MEAEKC

68 Pembrolizumab napeHTepaIrHa
6ooua ObOH14KC OAPMA cooAPMA TPEt4flilHr C,APMHET

on - Onuaru

1 Buprenorphine nnacTup OAPKOII X X

z Dihydrocodeine nepopanHa QopMa MEAEKC X X

Fentanyl nnacTIp OAPKON X X

4 Fentanyl Sublingual tablet MEAEKC X X

A Morphine napeHTepanHa
cnooMa cooAPMA TPEt4ArHr X X

Morphine nepopanHa QopMa X X X

Oxycodone capsules, hard OAPKOII X X

d Oxycodone mod ified-release
tabl. MEAEKC cooAPMA TPEt4!rHr X

Oxycodone prolonged release
tabl. OAPKOII ObOH14KC OAPMA X

10
Oxycodone
hydrochloride /Naloxone
hvdrochloride

nepopanHa QopMa MElEKC cooAPMA TPEl4AnHr X

11

Oxycodone
hydrochloride /Naloxone
hvdrochloride

nepopanHa cpopMa MEEEKC cooAPMA TPEt4AhHr X

12
Oxycodone
hydrochloride /Naloxone
hvdrochloride

nepopanna gopna MEAEKC cooAPMA TPEl4AilHr X

IJ Tramadol nepopanHa QopMa cooAPMA TPEtlAhHr ObOHhKC OAPMA X

1 . flpe.Eroxenl4e 3a orcrpaH,qBaHe Ha yr{acrHr4uu vr MervrBrr:
1.I. Kottwtcttts.ta rpe.UJrala oQeprara Ha yqacrHilKa fTCOJIOldE,qu EOOI ea I|I NsNe 1.3;
1. 40* ; I.60 .ua 6tge orcrpaHeHa or yqacrr4e B npolle.qypara Ha ocHoBaHr4e
.JJr.107, r.2, 6,"a" or 3OII .

Motvew: no4po6no l43Jror(eHr4 B r.5.2.2. or Hacroarqux ,lor<JraE - llpe.qroxeHuero My
3a I43nbJIHeH:t'Ie Ha nopbrrKara He orrroBap.E Ha npe.qBapI4reJIHo o6.qeeHr4re VCJroBufl. rA

Iz3tlcKBaHvrfl.T a Ha B.sgrrox<l4ter.q .
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1.2. Kol'lzcra.qra npe.qJrala oQepraTa Ha yrracTHylKa ,TCAPMHETZ A,q sa JIII NsNe 1.4'7 l,a
6qno amamn:uau:vD,,-rs vluryoncnd OT yqaCTI4e B [poqelypaTa Ha OCHOBaHfe r{Jl .70'l , I.ilo 6.tta" OT
?nn
Molilez: no.qpo6Ho I43JIoxeHr4 B T. 5. 3 . 1 . or Hacro.qilIr4.c loKra.q - I-leHoeoto
npe.qJIoXeHI4e Ha yqaCTHI4Ka Ha.4BIl[IaBa UeHaTa Ha ros]a Jlll fro IIJIC u He oTrroBap.s
Ha npe.EBapI4TeJIHo o6.cBeHI4Te ycJIoBuI fl. yr I/r=.ucKBaHl4.rrra Ha .Bt,3roN;urelrl.
1.3. KoMttcz.qra rpe,UJrara oOeprara Ha yrtacTHl4Ka ,,TO[I XOCTII4TAJI CtspBtICu A'4 sa
JIfl NeNe I.1 ; !.34; 1.45 .Ua 6r.qe orcrlpageHa or yrlacrile B npoqe.qypara Ha
ocHoBaHr4e ul . 107, r .2, 6. "a" ot 3Oll .

Morr4nr: nogpo6Ho I43JIoxeHIr B r. 5.2 . 3 . or Hacrosr4ma loxJraE - llpegnoxeHr4e['o Ha
yqacrHI4Ka 3a I43n'bJIHeHr4e Ha nopbrrKara He orIoBap.s Ha flpe.qBapffTeJrHO o6.qeeH]rre
vcJIoBuA u u3urcKBaHvrs.ra ua Bs:noxl4TeJr.fl .

1 .4. Kol"uacm.qla npe.qJrala ooeptaTa Ha yrlacl'HylKa //CbOHI/IKC iDApMA'/ EOOI sa Iil NsNs

r.2; r.1; 1.10; r.2r; r.24; r.25; !.34; r.42.Ea 6uge orcrpaHeHa or yrracrile
B frpoqe,Eypara Ha ocHoBaHrze qJr.I0'1 , r.2, 6..'a.. ot 3OII .

Morrnm:
- 3a Jill Ns \ .2 . - B olaKoBKara c roKyMeH['r4 Ha yqacrHr4Ka Jr]zncBa nJrr4K
"llpe4lalaHi4 ueHoBr4 napaMerpr4" sa ro=r,t JIII;
- 3a ocraHitJrr4Te JIll - no4po6Ho l4BJIoxeHr{ B T . 5 .2 . 4. or Hacro.srlr4g ,Eoxna.q
Tlna nnnvo urra mArrpsr+Jrv^snvrs Iv Ha yrlaCTHJ4Ka 3a I43n'bJIHeHI4e Ha ilOpbqKaTa 3a BCeKl4 e.qI4H OT
llrlmrlnaHrima TTII r4v!LvLyaLLvLrs urrr rIe oTrroBap.q Ha npe.qBapI4TeJIHo o6.seeFIzte ycJIoBI4g. u I4=\WCKBaHI4.qTa
Ha BggnoxI4TeJIg.

B ' Kotwtctt.s.ta npe.qJlara Ha Brsnoxl,rten.s .qa 6r.qar cKJrrorreHr4 .qoloBopr4 3a
I43nbJIHeHt4e Ha nop.brlKaTa c KJIaCI4paH'.lTe Ha fibpBo M.EcTo yr{acTHI4uIL 3et OT.qeJ]HmTe
HOMeHKJTa ryp r,r .rre Kap c['B eHr4 npo.qyKTr4 o r 060 co6enrre r7o3w];JurL .

9. Kotwtcusna npe.qJrarra Ha Br3noxuleJr.E .qa npeKpaTr4 npouelypar.r :

9,1. no pe.Ea Ha rrJr.110/ aJr.1, t.1 or 3Oll , sa cJre.uHrre JIll:

In Ns

Anarouo-
TepaneBT[qeH KoA

IATCI

Me44ynapo4xo HenareHrHo
HauMeHoeaHile /lNN/ Ilerapcreena $opura Mnpxa Flpornoanu

KO'l14t{eCTBa

1 2 4 o

OnNsl-l-lnrocrarnqn
16 LOlAXO4 Dacarbazine napeHrepanHa sopMa mg 150 000
23 101 CB01 Etoooside napeHTepanHa cDo0Ma mg 140 000
43 M05BAO3 Pamidronic acid napeHrepanHa QopMa mg 7 560
55 LO1XX17 Topotecan napeHrepanHa QopMa mg 650
oz L01CAo1 Vinblastine napeHrepanHa QopMa mg JOU

Ol-lNs2-Onnarn
o NO2AAOl Morphine nepopanHa soprua mg 240 000

Mormav : 3a rJu'rupaHure HoMeHKJrarypr4 JIII or o6oco6eHzle no3wrJtAvr I
onpe.ueJren or Bs=roxr4TeJr.E/ H.qMa [O.4a.4eHa Hr4rro e.uHa oQepra.

9.2. ro pe,!a Ha rJr.110, a.n.1, ,t.2 ol 3Oll 3a cJrelHus. IIII:

cpoKa,

In Ne

Anarouo-
TepaneBTuqeH KoA

IATCI

Mexq4ynapo4no HenareHrHo
nauuenoeanure /lNN/ Jlexapcraena $opnra Mrpra lflpornosnn

KOThqCCTBA

1 4

OnNsl-l-lurocrarnqn
42 L01CD01 Paclitaxel napeHrepanHa QopMa mg 330 000
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Mnmtrprz . a: TlT4mrrha u r ma fifl -^ -- -^. Jq 4vrrvlpaHaTa HOMeHKJId!-'ypa JII] noEaIeHaTa e.4Ha ooepTa e HerTO.qxOE.cilIa.

10. B Hacro.suara npoqe.qypa or yqacrHr4rrJ4Te He ca vBucKBaHn u He ca
npeICTaB.SHr4 MOCTpil.

Crc crrcraB.sHero Ha Hacrosrqrx ,{orcrag, cbrulacHo r{gr4cKBaHrrfl.Ta Ha r{r . 10 3 ,
^n ? tr nn no-r Ha rul .60 or lIII3Oll t Ko\lvICrAATat HagHaqeHa c.bc 3anoBe.u Ne 224 or
19.09.201-6 r,o.ql4Ha/ 3a lpoBex.qaHe Ha orKpr4Ta npoqe.qypa/ c npe.qMer;; ,,,locraerca
H2 flAkln^mE 6UrtEq rre^qyuaDcn/r npoIyKTI4 3a JlerleH%e Ha oHKoJIorrI4.IHla Sa6oJIABa:F-vrEr pa3npe.qeJleHI4
Il. frRA n6ncn6aur,! AUv ---vvvgnl no3I4IJVIV r C'brrJlaCHo llpl4JloxeHa cneq?1014 KillJvlg.t' [pItKJItortI4 cBo.qTa
pa6ora B onpe.UeIreHuA or BbsJrox7rreJr.{ cpoK.

Kura .qoKJIa.Ea ca [pJ4JIoxe]Ir Bcurf.Kvr roKyMeHU4, ctcraBeHr4 :B xo.ua Ha
^-d,^-^-^pdoorara Ha Ko\/MCufl.Ta - nporoKoJlil NeNe I,2,3r4 or 3ace.EaHyrfl.ra it t4 ra6JI'{uI4 NsNe

I,2,3.

Ha ocHoBaHr4e rJJr .I06, an. 1 or 3OlI Hacro.Frrqrr.sr
BrgloNrzrer.s Ba yrBtpx.qaBaHe Ha 12.I0.20l.6 rrorHa.

.qoKJra.q ce npe,ucTaB.rr Ha

llarn*a-.-.r\vlvgl9yIa .

T-Tna nna na ma n .
r+rv4vvAef vul .

TT'-^..^-^.
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