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Otl 1 - Llumocmamu.lu

1.1 Abiraterone acetate nepopaflHa QopMa cool ,MA TPEl/IAhHT X X

12 r\fatinib nepopaflHa Sop[4a ob( HI/IKC OAPMA cooAPMA TPEr4AilHr OAPMHET
.t7 i\flibercept napeHTepanHa

MODMA ob( HI4KC OAPMA COOAPMA TPEI4trTHT colroMEA
r\xitinib nqpopanHa Qoprra ob( HI4KC OAPMA COOAPMA TPEl/tr14HI-

15 llevacizumab napeHrepanHa
PO U SbIITAPI4F X X

16 (labazitaxel !apeHrepanHa
Qoprua

ob( HhKC OAPMA cooAPMA TPEt4[rHr coIloME!

17 llalcium folinate !apeHrepar]Ha
QopMa

)MA TPETtEl4HT ObOH14KC OAPMA

18 tlapecitabine nqpopanHa QopMa DAPMHET ObOH|/IKC OAPMA X

10 tlarboplatin napeHTepanHa
QopMa

ob( H14KC OAPMA COOAPMA TPEl/tr14HT

1 .10 tletuximab napeHTepanHa

QopMa
MEEEKC ObOH14KC OAPMA

1.11 tlisplatin !apeHrepanHa
QopMa

<Pb( H]4KC OAPMA X X

1.12 llrizotinib nEpopanHa QopMa cool ,MA TPE/IE14HT X

1 .13 {3yclophosphamide !apeHrepanHa
60pMa

:KOOAPM X X

1.14 lf abrafenib nqpopaJrHa QopMa ob( H14KC OAPMA AIITA OAPMACIO-
TtlKbIrC

COOAPMA
TPEtlAhHl-;OAPMHET

1.15 Darbepoetin alfer lapeHrepanHa
QopMa

MEAEKC cooAPMA TPEilAhHT

1 .16 lJenosumab napeHTepanHa coot ,MA TPETtAhHr MEAEKC

1.17 Docetaxel napeHrepanHa
Qopua

ob( HI4KC OAI]MA OAPKO'I
EVIil-EPME! BE;

oAPMHET; COOAPMA
AIITA OAPM-IIC

1.18 lf oxorubicin
hydrochloride

pqwder, dispersion
and concentrate for

dispersion for infusion
cool ,MA TPEiIAhHT ObOH14KC OAPMA OAPMHET; AIITA

OAPMACK)Tt4KbflGj



OAPKON

1.19 linzalutamide nepopanHa QopMa
A'ITA

OAPMACNCT14KbNC MEAEKC X

1.20 Epirubicin napeHreparrHa
Qopira

cooAPMA TPEr4AhHr OAPKOII ObOHt4KC OAPMA

1.21 [:r bu n fapeHrepanHa
$opua

ObOH14KC OAPMA cooAPMA TPEl4ArHr MEAEKC

t.zz Erlotinib nepoparHa Qoprr.la IAHCOH-Er MEAEKC COAAPMA; OAPMHET
POIII 6TIIFAPI/F

1.23
Erythropoietin
(Epoetin alfa)

napeHTepanHa
q)opira MEAEKC X X

1.24 l-toposide fapeHrepanHa
QopMa

ObOH]/KC OAPMA X X

LZC [:verolimus nePoparHa QopMa 4,bOH14KC OAPMA MEAEKC COOAPMA; oAPKOII
OAPMHET

t.zo [:ilgrastim fapeHTepanHa
Sopua

ObOH14KC OAPMA cooAPMA TPEhflhHr MEAEKC

1.27 [:luorouracil napeHreparHa
QopMa

4,bOHl/IKC OAPMA cooAPMA TPEt4.qilHr X

1.28 Gefit n b nePopaflHa QopMa AAHCOH-Er cooAPMA TPEr4AhHr MEAEKC; ObOH14KC;
OAPMHET

1.29 Gemcitabine lapeHTeparHa
QopMa

ObOHhKC OAPMA OAPKOII COOAPMA

1.30 lbandronic acid napeHTeparHa
X X X

1.31 lfosfamide fapeHreparHa
goprua EKOOAPM X X

1.32 lmatinib nepopanHa QopMa COOAPMA TPEl/1IIilHT ObOH14KC OAPMA OAPMHET

Interferon alfa lapeHrepa|Ha
OopMa

X X X

1.34 lpilimumab napeHrepanHa
monMa ObOHt4KC OAF'MA X X

1.35 lrinotecan napeHTepanHa
q)opMa C,bOH14KC OAPMA SYflTEPMEN BE

OAPI{OT
COOAPMA;OAPMHET

12^ t-apatinib nepopanHa Qoprua
AIITA

OAPMACICThKbNC ObOH14KC OAPMA COOAPMA TPEI4I]l/IHT

1.37 t-ipegfilgrastim fapeHrepanHa
QopMa

ObOH14KC OAPMA ANTA
OAPMACIOThKbflC

COOAPMA
OAPMHET

1.38 l/litoxantrone napeHrepanHa
o)OOMA

ObOH14KC OAPMA X X

1.39
l/lycobacterium bovis
[3CGlaaccitus Catmette cuerin)

napeHrepanHa

QopMa
ObOH14KC OAF'MA cooAPMATPEnAnHf X

1.40 Octreotide
^^r^,da. 

f^r

Suspension for
iniFation + e^h/ani

AIITA
OAPMACH]Tt4KbNC ObOHt4KC OAPMA COOAPMA

OAPMHET

1.41 Olaparib c:apsules COOAPMA TPEI/AfiHT X X

1.42 Olaparib tilblets cooAPMA TPEt4!hHr X X

1.43 Oxaliplatin fapeHreparHa
Qopira

ObOH14KC OAPMA SYIII-EPMEA BE
AAPKOJ'I

COOAPMA
AflTA OAPM-IIC

1.44 Paclitaxel fapeHrepanHa
QopMa

EYNTEPME! BE ObOHt4KC OAPMA

OAPKOII
COOAPMA

AJITA OAPM.JIC
OAPMHET
MEAEKC

1.45 Panitumumab napeHTepaI]Ha
QOp[4a

MEAEKC cooAPMA TPEr4AhHr X

1.46 Pazopanib nepoprernHa Qoprrla
AIITA

OAPMACIOT14KbIIC ObOH14KC OAPMA COOAPMA
OAPMHET

1.47 Pegfilgrastim flapeHrepaI]Ha MEAEKC ObOH14KC OAPMA COOAPMA

1.48 Pembrolizumab [tapeHTepar]Ha
Oopira

AIITA
OAPMACIOT14KbIIC cooAPMA TPEt/!ilHr OAPMHET

1.49 Pemetrexed Concentrate for
solution for infusion COOAPMA TPEI/AilHT OAPKOJI OAPMHET

1.50 Pemetrexed
Powder for

poncentrate for
solution for infusion

AIITA
OAPMACFCTl/Kb'IC OAPMHET X

1.51 Pertuzumab FapeHrepaI]Ha
dlooMa POUI 6bIrAPH.ff x X

1.52 lRamucirumab napeHTepa|Ha
OopMa

ObOHl/IKC OAPMA AIITA
OAPMACIOTT4KbIIC

COOAPMA
T}PTOBCKA IITITA



1.53 i3orafenib nqpopanHa Qopira ObOH14KC OAPMA AflTA
OAPMACIOTl/KbIIC

COOAPMA
OAPMHET

I F/ lSunitinib nepopa|Ha QopMa cooAPMA TPEr4ArlHr ObOHt4KC OAPMA X

't trE -f 
egafu r/g im eraci l/oteraci I nepopanHa QopMa MEAEKC X X

1.56 -femozolomide
nepopanHa QopMa ObOHI4KC OAPMA EAHCOH-ET COOAPMA

1.57 -femsirolimus napeHreparrHa
rhonua cooAPMA TPEt/AhHr ObOH14KC OAPMA X

1.58
-[opotecan FapeHrepaI]Ha

doorrra ObOHI4KC OAPMA cooAPMA TPEI/A14Hr X

1.59 -fopotecan
nepoparflHa QopMa cooAPMA TPEt4AhHr X X

1.60 -frastuzumab 
150 MG FapeHrepanHa

doova cooAPMA TPEt/flfiHr MEAEKC ObOH14KC OAPMA
POUI SbItTAPt/F

1.61
-frastuzumab 

600 MG FapeHrepanHa
6ooua POIII SbTTAPilF X X

1.62 -frastuzumab 
enltansine napeHrepanHa

dtoon,ta POIIJ SIJIIAP]4F X X

t. oJ t,/andetanib nepopanHa OopMa COOAPMA TPEI/AilHT ObOH14KC OAPMA conoME!
1.64 t,/emurafenib nepopanHa QopMa POUt 6bflrAPhF X X

1.65 \/inorelbine lapeHTepaI]Ha
droova COOAPMA TPEt/lAfiHT ObOH14KC OAPMA X

1.66 t/ismodegib nepopErnHa QopMa POTIJ 6bITAPTF X X

1.67 ,Zoledronic acid napeHreparHa
droova ObOHI/KC OAPMA cooAPMA rPEnAtAHf X

On 2 - Onuarr

21 13uprenorphine nJlacTIp cooAPMA TPERAnHT OAPKOII OAPMHET

22 Dihvdrocodeine nepopanHa QopMa MEAEKC X X

ZJ Fentanyl nracThp OAPKOII OAPMHET COOAPMA

24 Fentanyl Sublingual tablet ObOHI/KC OAPMA cooAPMA TPEt/!hHr MEAEKC
OAPMHET

zc lvlorphine napeHrepaflHa
drooua cooAPMA TPEt/EhHr X X

26 lVlorphine nepoF)€trHa (poptvla X X X

27 Oxycodone Capsules, hard cooAPMA TPEt4ALIHT OAPKOII OAPMHET

zd Oxycodone nlodified-release
tablets MEAEKC X X

29 Oxycodone p4olonged release
tablets ObOH14KC OAPMA OAPKOII AAPMHET

COOAPMA

2.10
Oxycodone
hydrochloride / Naloxone
hvdrochloride

nepopanHa QopMa MEAEKC COOAPMA TPEND:IAHI ObOHKIKC OAPMA
OAPMHET

2.11
Oxycodone
hydrochloride / Naloxone
hvdrochloride

nepopanHa QopMa MEAEKC ObOH14KC OAPMA COOAPMA
OAPMHET

2.12
Oxycodone
hydrochloride / Naloxone
hvdrochloride

nepopanHa Qopira MEEEKC ObOHt4KC OAPMA x

z. tJ -framadol
nepop€rnHa QopMa ObOHLIKC OAPMA OAPMHET COOAPMA

2. OIIPETEJIEHI4TE 3A ,'3IIbJITIUTEtrTTA yqaCTHvIIluI KaTo CJIe.4Ba:

nn ATC INN flexapcreena $oprvra N3NbNHUTETT
on 1 - L{rrocrarrarlra

11 LO2BXO3 Abiraterohe acetate nepopanHa QopMa cooAPMA TPEl4AilHr AA
,tz LO1XE13 Afatinib nepopa.nHa QopMa oboHhKc oAPMA EOOE

L01XX44 Aflibercept napeHrepanHa QopMa oboHHKc @APMA EOOE
',t 4 LO1XE17 Axitinib nepopanHa QopMa aboHHKc oAPMA EOOA

',t 5 LOlXCOT Bevacizumab napeHrepanHa QopMa POIU EbflTAPNfl EOOA

',t 6 101 CD04 Cabazita)Kel napeHrepanHa QopMa oboHHKc oAPMA EOOE



17 VO3AF03 Calcium folinate flapeHreparHa QopMa COOAPMA TPEl,tRhHf M
18 L01BCC)6 Capecitapine nepopaflHa Qop14a OAPMHET EAA

19 LO.lXACI2 Carboplatin napeHrepanHa QopMa ObOH1/IKC OAPMA EOOA

1.10 LOlXC06 Cetuximqb napeHrepaI|Ha (popMa MEREI(C OOE

111 LOlXAOl Cisplatin napeHreparHa QopMa oboH14KC OAPMA EOOE

1.12 LO,1XE16 Crizotinib nepoparHa QopMa cooAPMA TPEt4AilHr Afl
1.13 L01AAC|1 CyclophOsphamide napeHrepanHa Qopira EKOOAPM EOOE

1 .14 LO1XE23 Dabrafenib nepopanHa QopMa oboHHKc oAPMA EOOA

1.15 BO3XAO2 Darbepoetirr alfa napeHrepaflHa QopMa MEIEKC OOE

1 .16 M05BXO4 Denosuniabr napeHrepaflHa OopMa cooAPMA TPEHEl4[-tr AA

1.17 101 CD02 Docetaxeil napeHrepanHa Qopua oboHt4Kc oAPMA EOOrq

1 .18 LOl DBCIl Doxorubibin hydrochloride
powder, dispersion and

concentrate for dispersion for
infusion

cooAPMA TPEHEI4Hr AA

1 .19 LO2BB04 Enzalutamide nepopaflHa QopMa AnTA OAPMAC|OTI4KbnC EOOA

1.20 LO,l DBCI3 Epirubicirlr napeHrepanHa OopMa cooAPMA TPEl4Al4Hr AA

1.21 LO1XX41 Eribulin napeHreparrHa (popira oboHhKc oAPMA EOOA

1.22 LOlXEO3 Erlotinib nepopanHa QopMa AAHCOH-Er OOE

1.23 BO3XACIl
Erythropoiel,in
(Epoetin alfa)

napeHrepanHa QopMa MEAEKC OOE

1.24 101 CBO1 Etoposide napeHrepranna Soprrla oboHhKc oAPMA EOOE

1.25 LOlXElO Everolimrls nepopaflHa cpopMa oboH14Kc oAPMA EOOA

1.26 LO3AAO2 Filgrastirl napeHreF,arHa QopMa
oboHHKc aAPMA EOOA

1.27 LO1 BCO2 Fluorourejcil na peHTeF)arr H a Qop tvta
oboHHKc oAPMA EOOE

1.28 LO1 XE02 Gefitinib nepopanua Soprua EAHCOH-Er OO.q

1.29 LO1 BC05 Gemcitabine napeHreparHa QopMa oboHt4Kc oAPMA EOOE

131 LO1 4406 lfosfamidg napeHTeF)aI]Ha (popMa EKOOAPM EOOA

t.Jz LOlXEOl lmatinib nepopanHa QopMa COOAPMA TPEl,lAhHf Afl
1.34 LO1XC11 lpilimumab napeHrepanra Qoprua oboHHKc oAPMA EOOA

1.35 LO1XX19 lrinoteca/n napeHreF)anHa QopMa @boHHKC OAPMA EOOA

1.36 LOlXEOT Lapatinib nepopanHa QopMa AnTA OAPMACTOThK'bnC EOOE

1.37 LO3AA14 Lipegfilgrasl,im napeHreF)arHa Qoptvla oboHHKc oAPMA EOOR

1.38 LO,IDBOT Mitoxantrgne napeHreF,anHa Qoptvla oboHHKc oAPMA EOOA

1.39 103AX03 Mycobacterium bovis
BCGlAaccilus Catmette Guerin)

napeHret)arHa (popMa @boH14KC OAPMA EOOA

1.40 H01 CB02 Octreotidb powder for suspension for
injection + solvent AI|TA OAPMAC|OTI4KbnC EOOA

I /1 LO1XX46 Olaparib capsules cooAPMA TPEl4flhHr Afl

1.42 LO1XX47 Olaparib tablets cooAPMA TPEl4EhHr AA

1.43 LOlXA03 Oxaliplatip napeHTepanHa QopMa oboHHKc oAPMA EOOE

1.44 L01CDCt1 Paclitaxel napeHrepanHa QopMa EynTEPMEA BE C|OA

1.45 LOlXCOS Panitumqmab napenrepranna Qoprrlta MEAEKC OOA



't.46 LO1XE11 Pazoparlib nepopanHa QopMa AflTA OAPMACIOTI4KbnC EOOA
't.47 LO3AAl 3 Pegfilgrastint napeHrepanHa QopMa MEAEKC OOA

"t.48
L01XC18 Pembrolizumab napeHrepanHa QopMa AI|TA OAPMAC|OTI4KbnC EOOA

"1.49
LO1 BAO4 Pemetre;<ed Concentrate for solution for

infusion cooAPMA TPEt4ArHr AA
't.50 LO1 BAO4 Pemetrexed Powder for concentrate for

solution for infusion AflTA OAPMACIOThKbnC EOOE
't.51 LO1XC13 Pertuzurhab napeHrepa|Ha QopMa POIU EtflrAPht EooA
''1 .52 LO,1XC21 RamucirUmab napeHrepanHa QopMa oboH14Kc oAPMA EOOA
.l Fe LOlXEO5 Sorafenib nepopaflHa QopMa oboHt4Kc oAPMA EOOn
't.54 LOlXEO4 Sunitinib nepopanHa QopMa cooAPMA TPEhAHHT Afl
4 EE. L01BC{i3 Teg afu rig inreracil/oteraci I nepopaflHa QopMa ME.qEKC OOfl
',1.56 101AX03 Temozolbmride nepopanHa QopMa oboH14KC OAPMA EOOfl
't.57 LOlXE09 Temsirolimus napeHrepanHa QopMa COOAPMA TPEl,lAtlHf AA
't.58 LO,1XX17 Topotecan napeHTepanHa Qop[ra oboHHKc oAPMA EOOA
't.59 LO1XX17 Topotec4n nepopanua Qopna cooAPMA TPEHEHHT AE
it.60 LOlXCO3 Trastuzuhrarb 150 MG napeHrepanHa QopMa cooAPMA TPEl4El4Hr Afl
it.61 LOlXCO3 Trastuzumab 600 MG napeHTepanHa QopMa POUj Ebflt-APt4f EOOE
'1.62 L01XC14 Trastuzufnarb emtansine napeHrepanHa QopMa POul EbflrAPhfl EooE
/.oJ LO1XE12 Vandetartrib nepop€lrHa QopMa COOAPMA TPEhANHTA}q

11 .64 LO1 XE1 5 Vemurafpnib nepopanHa QopMa POUJ sbnrAPilR EOOA
1I AF, 101 CA04 Vinorelbine napeHTeparrHa (popMa coaAPMA TPEhAHHT Afl
1'.66 LO1XX43 Vismodegib nepopanHa QopMa POrU ErflrAPhfl EOOA
1'.67 MOSBAOS Zoledronic acid napeHTeparHa QopMa ObOHl/IKC OAPMA EOOA

Ol'l 2 - Onuaru

2"1 NO2AEOl Buprenofphine naacThp COOAPMA TPEI4AilHT A.q
2"2 NO2AAOs Dihydrocodeine nepopanHa QopN4a MEAEKC OOA
2.3 NO2ABO3 Fentanyl nJracThp aAPKOn Atq

2"4 NO2ABO3 Fentanyl Sublingual tablet oboH14KC OAPMA EOOE
2.5 N02M01 Morphing napeHrepanHa Sopira cooAPMA TPEt4AhHr A}q

27 N02M05 Oxycodohe capsules, hard cooAPMA TPEhAhHT AA

2.8 NO2AAOS Oxycodope modified-release tablets MEAEKC OOA

2"9 N02A406 Oxycodohe prolonged release tablets ObOHl,lKC OAPMA EOOE

2t.1 0 NO2AA55 Oxycodope hydrochloride /
Naloxond hvdrochloride

nepopanHa OopMa MEAEKC OOA

2.11 N02AA{t5 Oxycodone hydrochloride /
Naloxone h,ydrochloride

nepopanHa QopMa MEEEKC OOA

it.l 2 N02AA{t5 Oxycodone hydrochloride /
Naloxone h,ydrochloride

nepopanHa Oopi/ra MEAEKC OOA

2.13 NO2AXO2 Tramadol nepopanHa QopMa oboH14KC OAPMA EOO.q

Morze ; BCeKrz e.Er4H otr o[pe.ueJleHmre 3a rr3nbJrr-lrreJrrA yr{acrH]4r_lrn otrroBap.q Ha
KpI4Tl3pt{}'1Te 3a nog6op vI n=lr-crceaHrrlra 3a JIZrqHo cbcro.sHrle, 3a r.qx He ca HaJ'4ue
ocHo BaHI4.q 3a orcrpaH.qBaHe / oQeprrre v.LM orloBap.qr Ha t43zcKBaHrrs.Ta Ha
Bb3rr3xI4Te[rs- 14 ca c HalZ-nucrca npe.qJloxeHa qeHa 3a r43n.bJIHeHI4e Ha Bc.qKa orrerHa
HOMetHKJrarypa JleKapcrBeLr llpo.qyKr or npe.qMerta Ha nopbLlKara.

3. OIICTPAHEHI4 yIIACTHUIJIA, KaKTo crre.qBa :

3.1. //AJITA €AEldACpTI KtsiIIC,,/ EOOI;
- :ga JIII c HM 1"20 - Ha ocHoBaHr4e .:"rr.10?, T.2, 6..,a.' or 3O|I.

5

i1a_:

t. ,:)



Motuez : YqacnHr'trtr e nlf,e.qJroxr4Jr .qa v3nbJTHU .UOCTaBKara Ha JIII c HN ! .20 cnporrHo3Ho KoJIl4r{ecrBo or 25 000 Mrr Bn.I4caHo or Helo B TexHr4rrecKoro My
nperJIoxeHl4e . Br's"Iloxrher.ql e I4gIrcKaJr ro Cneqrz$mrc arryrFr I npr4JroxeHa K,bM
lloKyMeHTaUtlsr.l ro rlpoi-le.qypara / nporHo3HO Korr4r{ecT.Bo 3a ro3r4 JIll or I25 o o o
Mrr ' Tarca oQoplreno / npeAJIoxeHtlero Ha yqacrHl4Ka 3a r43rrbJrHeHr4e Ha JIll c HNq I .20He orloBap.s Ha zsmcxeajnvrflTa aa Brgnoxr4TeJls.
- 3a JIrI HNt 1.22; L.25; '.L.49 - Ha ocHoBaHr4e qJr.I07 | T.3, nperJr.Bropo or 3oll .
MOTI,'IBI4: VqacrHI4 Kbtl e nlte.ucraByrJr o66lcHoBKa Ha npeEJraraHure or Herro ueHl4 Ba
IITlmTlnaHrrma TlTlr+vrrvrvqnv'as rrlLt .KotlTo ca 6vlvt c noBer{e or 2oeo no-6.nalonpvrg,THvr or cpe.UHI4Tecrofiuoclw Ha rleHoBr,rTe npeEJToxe]F{vrs. Ha ocraHaJrr4Te yr{acr HrAr\rA 3a c.borBerHrte Jlll .06ocuonrcara He e rpttera or Kor.liucr,HTa I HaBHaqeHa ga r.rpoBexgaHe Hanpoue.qypara' Ha ocHoBaIlI4e un.72, a.n.3 or 3oll , r,rit Karo o6ocnoerara He e
norPooHa r He e [bJ]Ha I4 He e o6errrrBHa . Karo o6ocHoBKa 3a HaqyrHa Hao6pa3yBaHe Ha TesI4 ri,enr, yqacrFrr4Kbr e nocor{r4r cxeMarr4LJHo reKcroBere or
'an 

"72, 
alr '2, r .2 - r1 ' 5 ol 3oll , caMo rrpee u:6poRnaue Ha o6cno.qreJrcrBara),

c'b.q'bpxaul]4 ce B T.qx . KpMI4cI4,qra He e r43r4cKaJra yror{Hr:Baxla uHoopMaqn.q, llllfi, KaroyqacrHI4K'br He e npe.ucrallI4JI HI4I{aKBl4.qoKa3areJICTBa, o6ocuoBaBailIyr |lpe,uJIoxeH]4Teor Her'o ueHrr :la JIll c HNs I.22; I.2b; I.49.
3.2. ,'coeAPlfA TPEfiIHHE ru A,q - sa JIn c HNtNs 1.30; 1 . 50; 2 .g -, Ha ocHoBaHr4eun.107, T.2, (i...a.. ol 3Oll"
Mormen:
- YrracrHJ4K'br e npe.4Jrox%Jl .ua u3n'bJrHtL AocraBKara Ha JIII c HM l-.30 c JIll OCZIKA oT
flPYGedeon Richter Prc., vHlapu.a. cnope4 r.4,1.or Kparr<ala xapaKTepucrrAKa r1a
npo.qyKTa (KXfr) ' c'brr7rflT e nperHa3HaqeH 3a ,,JlerreHr4e Ha ocreonopo3a 11pr4. . . \ir
Tlnonpun nA^--,rlr/sADvrA uuu'r'U.dTOJICTBOTO r r{€ HaCTo.qEaTa O6UeCTBeHa [Op.br]Ka e C npe.UMeO
,,,{octaBKa Ha reKalpcrBeHr4 npo.qyKTr4 .|3a Ileurer'ue ri'a oHKotrIoMqHItga6oaseaam.sr.'."' ilpe.qroxeHIzetro Ha yqacrr{rzKa Ba ilgn.bJTHeHI4e Ha JIll c HNs 1,30He o'rrloBap,s Ha r4Svrc(BarHIAfl.Ta Ha Bt=.noxzrena, tril. Karo He e npizJloxr4M Ba
JIer{eHr4e Ha oHKoJJorvr\4nrr :la6or.sBaHrzr{.
- vqactul4Kblrr e nperfioxvlJ] .4a rI3n'bJTHr4 .uocraBKara Ha JIJI c HNt ]..50 c Jll{
APMI4CAPTE Ha IIPY Actai4il; Group PTC ehf Wenauaun, Korzro e rrC e c JTeKapcrBeHa
Qopt'ta concentrate f or sol-ution for infusion. llpegnoxeHr4ero Ha yqacrHr4Ka sa
tl3rl'b'rlHeHl4e Ha JIll c HNf 1 . 50 He orrloBap.q Ha r43r4cKBaHe['o 3a JreKapcrBeHara My
@opua - Powder f or c:oncentrate f or s; ol-ut.ion f or infusion, Br'IcaHo BcneqmQrrcaul4.qra i r:l
- YT]ACTH]4KbT E NPC.EJIOXO4J] .qA VI3r/bJTHIA .trOCTABKATA HA JITI C HN! 2.8 C JIII OKCI4KOIdH
AKTABI4C Ha liPY Actavib Group PTC ehf li.cnau$us.. B IIJIC e Bnr,rcan JIll oxczr<o-uou
Ar<raenc caMo c JIeKapcrBeHI4 QOpv:a Prolonged ref ease tablet ,7 capsule, hard_i:'
Tlno n nnvo urra mArlvsA,rvasnvrs IU Ha yr{aqTrIl4Ka 3a I4:llIbJIHeHI4e Ha JIll C HNs 2 .8 He oTrroBap.q Hd
I43J4cKBaHero 3zr JIeKapcTBeHara My Qoprraa - rnodified-release tablets, enracaHo rb
KoJIoHa 4 ga cneqmQv rcaqfzxta. !i.l
3.3. /,QbOHI4KC iDApl4A', EOO;[:
- Ba JIII c HN 7..12; L.48 - Ha ocHoBaHr4e .{Jl .107, T.2, 6...a.' or 3Oll . ,

Morvtgrl:.
-. yqacrHr4Kbr e [pe.uJroxr4Jt .qa u3nblrHrl.qocraBKara Ha JIII c HN L.L2 c.bc cpoK Ha
Fo.uHccr 4 I.ogtauu/ .qoK+TO n r. 6. 3 . or KXll e [ocoqe]{ cpoK Ha ro.uHocr 3a ro fi
JIII or ro3r4 llPy B pasMep Ha 3 logrHr. llpe4.noxeHr4 ero Ha yr{acrHr4Ka a
I43fIb'rIHeHI4e lla JIII c I{Ns \ .12 }{e orrroBap.q Ha I43r4cKBaHvrfl,ra I BnvrcaHu )B^

IIOKyMeHTarlvrflTa LIO [poue.qypaTa: ,,l7pv r4SrroTB.sHe Ha npe.EJ]oxeHr4elro clA Sd
I43nb'rIHeHI4e Ha nop'br{Kara, BCeKI4 yr{acrHI4K tpa6ea .qa nocoqr4 MaKcr4MarHr4.s cpoK Ha
Io.qHlccr Ha flpe.uJrarraHl4.q JIeKapcrBeH [po.qyKT or KoHKperHvrl rtpon3Bo.qrzreJl .\\. _i;'
- Yqacru]4K'bT e [pe.UJl X]4Jr .qa rr3r|blrHu .qOCTaBKaTa Ha JIII c HN 1.4g c le,e
or.Ee.[HI4 JIeKapcrBeH]4 Sop.l'ttt Ha JIn KerZrpy.ua Ha llPy Merck Sharp & Dohme B.V. rlHtt non n: u nrz s .,\!\'!4v)er!q!!Av!^t s.oc cborBeT,tio pa3rI4rJHI4 CpoKoIle Ha rlO.qHocr.
,[orco.nxoro B .uo.KyMeHTaqm.qra ]lo npoqe.qypara B.rsroxnrengr e yroqHr4Jr / qe
,,Baphauru rrrruia ga 6n4au npl4eMaH%. \\, KoMr4crr.cra crl.mrar r{e npe,qJIoxeHr4ero Hayqac'rHl4Ka 3a I43nbrHeHue Ha JIll c HNs 1 . 4 B He orrroBap.q Ha il3JtcKBaHero Ha
Btgr,f Nmrer.q.
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- BEr JIII c HNs 1 .50 .qa 6rge orcrpaHeHa or
uri.107, T.3, llpe.qJr.rrbpBo or 3oll .

Monz:em: YrracrHu rsr He e qpercraErl4Jr Ir3uc:KaHara or Ko^nyrcu,.Ta c nr4cMo 143x. Ne
L0'7e:'/ 17 ' 10 .2019 r. ' rfsrlpareHo no e.nou.r rr norB,bp.qeHo noryqaBaHero My Ha
.1 8.10 .20I9 r. I Lrorpo6Har rtmcMeHa o6ocHoeKa 3a o6naqrznar+c
l\n 

JlvAlrvvrrct 1rlrervrsnd u\JUU.hlUlJltd rq vvyuJJDqns qeHaTa Ha JIII C HN9

Morzrr:
'- vqacrs]4K%T e npe.uroxl4r .Ea I^3n':.JrF.rA.EOCTaBKar|a Ha JIII c HM L.20 c.bc cpoK H
-tlo.EHocr 1, 5 rlo4!4Hwr ,{oKaro a t. 6. 3 . or KXll , e rocorJeH cpoK Ha rro.qHocr 3aTo3I4. JIII or ro3rt IlPy B pa3Mep Har 3 to\tttuu. llpegtoxeHilero Ha yrlacrHl4Ka 3al43rI'L'rHeHI4e Ha JIII c FtNs I .20 He orloBap.q Ha r43rzcKBaH vrlTa I Bnvca;;y. B
,qOKyMeHTaUrr.sTil no npou,elypara: ,,lIpv I,{3!oTB.sHe Ha npe,EloNeHr4eTo cr4 ga
I43fIT:'JtHeHI4e Ha nop.brlKaTa/ BCeKtr yr{A,CTHI4K tpn6ea .qa ttoCOq14 :v.aKc:zlv,al1H;.t4s, CpOK Harro.4Hocr Ha [pe.qJIaIaH7IA JleKapcrBeH npoIyKT ott' KoHKperHvrl nporA3Bog]rrrer. '. , . j,tr

- v'r.rcr}ItlK'br e npe4loh<z:,n .qa IA3r\'.bJrHr4 .qocraBKara Ha JIJI c HM L.29 c J]ll IRESSAHa II PY Astra zeneca Ap llleeqras, rcofiro He e HaJir,rqeH e nrc rpm.noNeuwe-2(aKrya.
KBM 30'09'2019 r'. ) 3a m=Ill'lHeHme Ha w3vrcKyexnJrfl or Br3noxrrel.q JIll - LOlBCO5
Gemci tabine . llpe4loxeHl4ero Ha yrracrHr4Ka 3a r43r.bJrHeHr4e Ha JIII c HNe L .2gi, rieorrroBap'q Ha t{3I4cKBaHtks.ra 3a Auarorrlo-TepaneBTr4rreH KoE/ATC/ n Mexrygaporno
ItenareHTHo Har4Menoeagme,/INN// BrtI4ca:r-rl e cneqm@vrKarJunra.
-- rvr a-- 11[rtjl-u-r.d IdHdra or yrrac['HI4Ka e.q]4H.r{rrHa r_IeHa Ha JIII c HM 1 " 36 He orrroBap.q. Ha
143I4cKBaHeTo Ha B.rsJlokmTen.q - //ilpe.EJIarraHrTe eErLHrrrqHr4 UeHr4 Ha o@epmpanrzUe
JreKapcrBeHI4 npo.qyKTI4.Ua He Ha.4BI4UaBar c.borBerHara clotzHocr Ha cbnir4Te B lule;
IlpI4JIoxeHI4e 2, aKTyaJIeFi K'bM .qara 30. O9 .20) g r,. rA .qa He Ha.qBr4rxaBar KbM cbrrraraJlara .qorloBoper{r4Te c HSOI( ueHr4. .. ,

- vq:aCTHl4K'bT e npe.EJrons4Jr IIa vr3nbr.t[r .EoCTaBKaTa Ha JIII c HNs 1.43 cbc cpoK Hallo'qHocr 3 r'oruHnr roKoro e r. €i .3. or KXlli, e nocoqeH cpoK Ha rro.uHocr 3a ro3r4JTll or ro3l4 llPy B pa=]Mep Ha 2 tornsn. llpegroxeHmelo Ha yqacrHr4Ka Ea
I43fIBJl'HeHI4e Ha JIll c HNs 7 . 43 Jle orrroBap.q Ha w3ucKBaHus.Ta, znwcaHrl u,-iii
JIoKyMeHTaql4'qra no npoue.Eypara: ,JlPil I4grlorB.qHe Ha flpe.qJ]oxeHrdero cw t Ga
I43fIbJlHeHI4e Ha nop'br{KaTa,' BCOKI4 yt{ilcrHl4K rpa6ea .Ua nocoqu MaKc,zlv'alrHus. cpoK Haro.qHocr Ha npeAJIaraHI4S JleKapcrBeH npo.EyKT OT KOHKperHvrfl. nporl3Bog]4Ter.'.. rl(,

4. KoaQnurrr rra r4Htrepecrf no orHorxeH]4e

3. 4 " //eApMHETr EA,q - ga JIII c HNgNs 1.20 ;,r.2, 6. "a" or 3Oll .

FIa oc:HoBaHrze ul . 4 3, aJTJ . I rr at .2 ,
t .2 rA r . 5 oTr 3oll , Hacro.quoTo

yr{acu4e B flpoqe.uypaTa Ha ocHoBaH]4e

Ha ocHoBaHr4e qr . 1O i ;

Ha yqacTHVrUVITe He ca ycTaHOBeHr4. :,:

npm c[a3BaHe l43r4cKBaHrlnra Ha -rn . .J 6a, a,rt
Myr perxeHr4e .qa ce ny6"nmxyea e IIpoQnna

llporoxolmn6
b/vnnq Iluu1d

5. OEXjNIBAHE - CtlnacHo un.196, al . 1, ,r. 1 or 3oll , Hacro.qqoro MrA perxeHr{e
rIo.EJIexz ua o6xa"rease d,r nzqara rto r{Jr.198, al .1, r.3 or 3OIl npeg Kor,r,;tc:719';ra sa$arprtra 

',a Kor{K}apeHr+vrd'a.t c a.qpe(l: 6yn. Buroua Ns 1B; r,p.CoQmx; nK 1OOO,;iTen'02 9BB4O70; OaKq 029807315; e.noIrla: cncacjmi.Gr:nr- hq; ,"t"pr,"t arrirttp : / /www . cpc .bs . ro+aBaHe na xa:n6ra - ;,or,Hfr**'S#l#rr'. r:";:!:": . .?jP":;
3oll - B 10-'gaeae' cF)oK or rroJryqaBaHe Ha perxeHuero 3a olperer.qHe H:a
I43[bJIH]4TeJr . :..i ..

, J:

IL,
}I€I

rcynyBarra Ha agpec: htlp://onkobs.bgV?p:1553(!
oT 3ace.4aHl4.STil Ha KOMrlCr4.cTa w B c.bllr4.q ,4eH .ua
IIO yTraCT}ruu'r4T€> B npoqe.qypaTa.

BtByroxyreelr
Vrrpasziren:

ce u3n


