AOroBoOP
) 3A JOCTABKA HA NEKAPCTBEHW MNMPOAYKTWN
\]Sg \]IO nn
OHec, T2~ 2 0 r.,Brp. Codus, mexay:
YMBAN"Uapnuya MoaHHa-UCYN"EA[, cbCc Cejavlie M aapec Ha ynpas/ieHue B rp.
Codusi, paiioH "O6opuie”, yn. "bsno mope" Ne 8, Ten. 9432215, hakc 9432180, EMK 831605806,
npegcTasnaBaHo oT npod. A-p boriko Meoprues Kopykos, A.M - M3NbAHWUTENEH AMPEKTOP, HApU4yaHo
no-gony 3a kpatkoct ,,JIEUEEHO 3ABEAEHVE BbB3/IOXWTE/” oT eaHa cTpaHa
n
“COPAPMA TPEMAMHI"AL cbc cemanve W adpec Ha ynpasneHue rp.Coduns-1756, yn.
“JTbyesap CrtaHuyeB® Ne 5, Codapma busHec Taybpc, crpaga ,,A”, er. 12; ten: 02 8133660, akc 02
8133666, EMK 103267194; npeactasnasaHo oT Anmntup AUMUTPOB, Ype3 Nb/IHOMOLLHMKA - BeHeTa
KoceBa ¢ nbnHomowHO Ne 7985 ot pata 09.12.2019 r., HapuyaHO MO-A40ny 3a KpaTKoCT
LN3MBNHWTEN” oT Apyra cTpaHa,

Ha OcHoBaHMe un. 112 ot 3akoHa 3a o6ulecTBeHUTE nopbykn (30M), BLB Bpb3Ka C MNpPOBeAEH
BbTPELLeH KOHKYpPeHTeH u3bop rno PamkoBo crnopasymeHme Ne P1-11-270 ce CK/IOUM HACTOSLLMSA
[lOroBop 3a CNnefHoTO:

I. MPEAMET M CPOK HA AIOITOBOPA
Un. 1 (1) TEYEBHO 3ABEAEHWE - BB3/TOXWTE/ Bb3nara, a USMBJIHUTENAT ce
3aAb/KaBa [a U3BbPLUM A0CTABKA Ha CNeHUTE NeKapCTBEHM NPoAyKTM oT O6ocobeHa nosuuus Ne 1:

BO2BX04 Romiplostim napeHTepanHa meg 5000

Methoxy polyethylene glycol-
BO3XA03 . y POl y g napeHtepanHa meg 7500
epoetin beta

HO2AB02 Dexamethasone napeHTtepanHa mg 400000
LO1BAO4 Pemetrexed napeHtepanHa mg 90000
LO1BB02 Mercaptopurine nepopanHa TBbpja mg 1000000
LO1BBO5 Fludarabine napeHTepanHa mg 3000
LO1BBG7 Nelarabine napeHTtepanHa mg 20000
LO1BCO2 Fluorouracil napeHTepanHa mg 10000000
LO1BCQ5 Gemcitabine napeHtepanHa mg 2220000
LO1BC59 Trifluridine/Tipiracil nepopanHa Tebpfa tabl 4800
LO1CAO4 Vinorelbine napeHTtepanHa mg 6000
LO1CD04 Cabazitaxel napeHTepanHa mg 1200
LO1DB0O3 Epirubicin napeHtepanHa mg 150000
LO1DBO6 Idarubicin napeHrepanHa mg 900
LO1XA02 Carboplatin napeHtepanHa mg 150000
LO1XCO3 Trastuzumab napeHTepanHa mg 612000
LO1XC08 Panitumumab napeHTepanHa mg 100000
LO1XC19 blinatumomab napeHtepanHa meg 1848

(2) [oroBopbT BAM3a B CUMA OT jaTaTa Ha MOAMMCBAHETO My OT [jBeTe CTPaHW M € CbC CPOK [0

31.12.2021 .



(3) Ha ocHoaHue un. 112, an. 6 ot 30I1 gorosopsT BAM3a B cuna ot 02.12.2020 r. 3a NpoAyKTuTe C
ATC B02BX04, L01BB02, L01BBO05, L01BB07, LO1CAO04, L01DB03, L01DB06, L01XCO08.

N. LEHW N OBLWA CTOMHOCT HA IOCTABKUTE MO JOMOBOPA
Yn. 2. (1) UeHaTta Ha cTOKMTE MO 4l.l e CbrnacHo LeHOBO npepnoxeHue Ha V3MBIAHUTENA,
Hepasfe/iHa yacT OT 40roBopa.
(2) LleHata BK/tOYBA CTOMHOCTTa Ha CTOKaTa, OMakoBKa, 3acTpaxoBka 1 TpaHcnopT go JIEYEBHOTO
3ABEAEHWVE - BB3J/TOXXWTEJT npy MUHAMaNeH CPOK Ha roAHOCT He Mno-kpatbK oT 40 % ot
005BeHNA OT MPOU3BOAUTENA 3a SIEKAPCTBEHUTE NPOAYKTU UM He No-KpaTbk 0T 20 % OT 06sBeHus OT
NPoM3BOANTENSA 3a OBUONPOAYKTUTE UK BUoNoA0OHUTE NPOAYKTU. MUHUMANHUAT CPOK Ha rO4HOCT Cce
onpefens KbM [jaTaTa Ha BCAKa [0CTaBKa Ha /1eKapCTBeH MPOAYKT.
(3) ObwaTa CTOMHOCT Ha AOCTaBKUTE MO Aorosopa e Ao 2 750 461.59 nesa 6e3 BkaoyeH AAC n ao
3 300 553.91 nesa c BkntoyeH A4C.
(4) LenaTa no gorosopa e (hMKcMpaHa, He MOA/IeXM Ha MPOMsHA 3a CPOKa Ha [ieiiCTBMe Ha [OroBopa,
0CBeH B c/lyyamte Ha 116 ot 30r1.
(5) B cnyyait, Ye npe3 BPeMETO Ha [eNCTBUE Ha CbOTBETHUSA [AOrOBOP CTOMHOCTTa, KOSATO C/iefBa fa ce
3annawa ¢ ny6anYHM cpefcTBa Ha IeKapCTBEHN NPOAYKTU OT MO3UTUBHMA NEKAPCTBEH CMUCHK CTaHe
Mo-HUCKa OT [JOroBopeHata, /fle4ebHOTO 3aBefleHWe -  Bb3/IOXUTEN  6Ge3yCc/rioBHO — 3ansawa
NeKapCTBEHWTE NPOAYKTW Ha NO-HUCKaTa CTOMHOCT, CUMTAHO OT:

- fiatata Ha BAM3aHe B CWIa Ha peLIeHneTo Ha HauuoHa/HMA CbBET MO LEHW WU
penmMbypcupaHe Ha nekapcTeeHuTe npogyktu ( HCLP/IM);

- [JataTa Ha akTyanusauusaTta Ha [No3snTuBHUA NeKapCcTBeH CMUCHK MO pefa Ha un. 57, an. 1ot
Hapepbata 3a ycnosusaTta, npasunata W pefa 3a perynmpaHe W peructpyvpaHe Ha LEHUTE Ha
nekapcTeeHnTe npoayktu (HYTIPPPLUIM) 3a nekapcTBeHUTE NPOAYKTM C HaMaslieHa CTOMHOCT 3a
ONakoBKa, M34ncneHa Ha 6asa pedepeHTHa CTOMHOCT.

B cnyyaute Mo npeaxoAHOTO M3peuYeHue, CTOMHOCTTa Ce Onpefens KbM MOMEHTa Ha
[0CcTaBKaTa (nognuceaHe Ha NpuemMo-npeaasaTesieH NPOTOKON).

. ycnoemda n HAYMNH HA NNAWAHE

Yn. 3 (1) MnawaHeTo No HaCTOALMA [OrOBOP Ce OCHLIECTBABA Ype3 GaHKOB MpPeBOf OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BB3/TOXXWTEJ/T no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBIHUTENA.
(2) 3annawaHeTo Ha CTOKWUTE MO AOroBopa Ce M3BbLPLUBA OT/IOXEHO B CPOK A0 60 /wectaecetns/ feH,
cnep npeacrassHe Ha cnefiHUTe JOKYMEHTU:

1. JocTtaBHa (haKTypa, CbCTaBeHa CbrnacHo nsncksavuaTa Ha 344C v NMN344C;

2. TlpvematenHo-npefaBaTe/iHN NPOTOKONM,
(3) B cnyuaid, ye nocoueHuTe B Y. 3, an. 2 AOKYMEHTW Ca HEpPefoBHM WM HE Ca KOMMIEKTOBaHW,
cblmte ce BpbwaTt Ha N3MBJ/THUTENA ¢ npuematenHo - npeaasaTesieH NPOTOKON 3a U3NpaBsiHe
Ha HepegHocTuTe. CpOKbLT MO 4.3, an. 2. 3anoysa fa Teye OT JaTara Ha NpPefCTaBAHETO Ha MocnefHNsA
N3NCKYeM Ce JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3adBEHUTE KOMIMYECTBA /IEKAPCTBEHW MPOAYKTW, MO BCAKA OTAENHA 3asBKa,
LieHaTa Ha OMakoBKa He cfefBa fa HafBullasa onpefeneHata B [N0O3UTUBHUA NeKapCTBEH CMMCHK-
MpunoxeHne Ne 2, pepepeHTHa CTOMHOCT Ha OMAaKOBKa 3a CbOTBETHUA JIeKapCTBEH NPOAyKT. B
C/lyyail Ha W34MC/ABaHe Ha CTOMHOCT MO-BMCOKa OT pepepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMS /IEKAPCTBEH NPOAYKT, CTOMHOCTTA Ce Hama/isiBa M 3anawa [0 CTOMHOCTTa Ha OrnakoBKa
onpeseneHa B M03UTUBHUA NEKAPCTBEH CNUCHK- IMpunoxeHue Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ 3as85Ba HEOOX0AMMUTE MY KOMMYeCTBa
c nucmeHa 3asBka Ao W3MNBb/IHWTENA. 3adaBkata ce Bpb4YBa /IMYHO Cpewy MnoAnMUC Ha
N3MBJTHNTEJTA nnM ynbiHOMOLLEHO OT HEro fnue wam ce msnpawia ¢ NpenopbyaHo MUCMO C
obparHa pasnucka, No akc Uan Mo eNeKTPOHEH MbT.



(2) Bcaka oTtaenHa poctaBka, crnefpa fa Obde [oCTaBeHa B CPOK [0 7 KaleHZapHW [HW cneq,
nosnyyasaHe Ha 3afskata oT JIEHEBHOTO 3ABEOEHWE - Bb3/TOXKXWTEJI 1 3a konuyecTsaTa U
OMakoBKMTe (CbOOPA3HO KOHKPETHUTe J1eKapCTBeHW MPOAYKTW, TMOCOYEHN B TEXHUYECKOTO
NpeL/IoKeHe Ha W3MbHWUTENS), TOYHO OMpedeneHU B 3asBKata. B cnydair, ye ce npasu Mbpsa
[l0CTaBKa OT fjaZieHa napTuia Ha NekapcTBeH MPoAyKT, ce npefcTtaBa CepTudukar 3a 0cBoOOXKaaBaHe
Ha naptujarta, u3gafeH oT kBaauduumpaHo nuue no 3/1MXM Ha efeKTPpoHeH HOCUTen uam no
eNIeKTPOHeH MbT Ha eNeKTPOoHHaTa MoLla, NMocoYeHa KaTto adpec 3a KOPECMOHAEHUWA, MPUAPYXKEH C
NpeBof Ha Ob/IrapcKy e3uK OT (pMa, CKIrYMIa orosop ¢ MMHUCTEPCTBO Ha BbHLUHWTE paboTy 3a
M3BbPLUBAHE Ha oML MaIHW NPeBoAMn. VI306poeHNTe AOKYMEHTU Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT /1le4eb6HOTO 3aBefeHne - Bb3NOXuTen. lMpu credBawiy JOCTaBKM Ha /leKapCTBEHU
MPOAYKTM OT ChllaTa napTuaa, CepTUMKATLT He ce NpeacTass.

(3 B cnyyah Ha HeobxogumocT OT cnewHa pgoctaBka, JIEUEBHOTO 3ABEAEHUE -
BBH3/TOXWTE/ nocoysa M3PUYHO B 3asBKaTa, Ye € Heobxoaumo fAa ObAe M3BbPLUEHa ChellHa
focTaBka. B To3n cnydair, foctaBkaTta cnefga fa 6bAe M3BbplleHa [0 6 yaca OT nosydvaBaHe Ha
3afBKata M 3a KO/MYecTBaTa WM ONakoBKUTE (CbOOPa3HO KOHKPETHWUTE /1eKapCTBeHU MPOAYKTH,
MOCOYeHU B TEXHNYECKOTO NPEeSJIOKEHNE HA U3MbAHWUTENSA), TOYHO ONpPeaeneHn B 3aABKaTa.

4 N3ANBNHWNTENAT ce 3agb/mkasa, B CPOK J0 1 paboTeH feH, B ciyvauTe no an. 2 U B CPOK 4o 1
yac, B ClyyamTe Ha an. 3, Cnef nosyyaBaHETO Ha BCAKA 3adBKa [a YBeLOMM MUCMEHO WU Mo (hakc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ B ciyyaii Ye He MOXe Aa M3BbPLUN [OCTaBKa Unn
B C/lyyald, Ye He MOXe [a Crnasu CPOKbT 3a U3BbpLUBaHE Ha [JOCTaBKaTa, MpeaMeT Ha KOHKpeTHara
3asBKa.

(5) Kbm patata Ha BCSiKa [OCTaBKa, OCTaTbYHMAT CPOK HA FOAHOCT Ha JIEKApCTBEHUTE MPOAYKTY,
cneasa ga 6uae He No-manbk oT 40 % /yeTupmaeceT Ha CTO/ OT 065BEHUA OT NPOU3BOAUTENS.

(6) Kbm paTarta Ha BCsika 4OCTaBKa OCTaTbYHMAT CPOK Ha rofHOCT Ha BMONPOAYKT uan 6monogobeH
NPOAYKT, cneapa fa 6bae He no-manbk oT 20 % /aBageceT Ha CTO/ OT 00SBEHUS OT NPOU3BOAUTENS.
(7) 3a KonunuecTBa foCTaBeHW W3BbLH 3asBKaTta no un. 4, anl, TIEYEBHOTO 3ABELEHUE -
BB3/TOXXWNTEJ] HAMa 3a4b/DKEHME 3a NaLlaHe.

(8) B cnyyaute no un. 10, an. 7 OT 4Oroeopa, CPOKBLT Mo an. 2 U 3 3amoysa fa Teye OT gararta Ha
nucmeHoto cwvrnacne Ha IEHEBHOTO 3SABEAEHUME - Bb3/TOXUTE.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a MACTO Ha AOCTaBsAHe Ha CTOKUTE MO TO3M [OroBOP Ce Onpefens cnegHwus agpec: rp.
Cotus, yn. ,.bsno mope” Ne 8, YMBA ,Llapnua VMoanHa-ICYN” EALl - otgen ,,BonHnuHa
anteka”
(2) PvCKBT OT cnyyaiHOTO MOrMBaHe UM NOBPEXAaHe Ha CTOKUTE npeMuHaBa Bbpxy JIEYEBHOTO
3ABEAEHWE - BB3/TOXKWTEJ/1 oT MOMeHTa Ha NpuemMaHeTo MM Ha MACTOTO Ha [J0CTaBsiHe C
npuemarenHo-npesaBaTesieH NPOTOKO/I.

VI. AATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a gata Ha [0OCTaBsHe Ce cuMTa faTara, Ha KOATO CTOKMTe ca [oCTaBeHU A0 afpeca MOCOYeH B
yn. 5, an. 1, npu ycnosuata Ha yn. 9, an. 2.

VII.3AAB/XKEHNA HA N3MNBAHUTENA
Un. 7. NSMBNHWUTENTAT ce 3agb/mxasa:
1 [la focTaBn CTOKMTE B JOrOBOPEHWUS CPOK W Aa rn npegage Ha JIEUEBHOTO 3ABEOEHWUE -
BB3NOXUNTE.
2. [la npefage CTOKWTE, NaKeTMpaHu UM MapKUpaHW B CbOTBETHWUA BWUA, KOMMYECTBO U KayecTBO Ha
MACTOTO Ha JOCTaBsHe.
3. MNpun nognuceaHeTo Ha [OroBopa Aa NpeacTasu:
a) JOKYMeHTM no yn. 112, an. 1ot 30r1.
6) rapaHuMsa 3a U3Nb/IHEHWE, B eHa OT (opmuTe, onpedenenn B yn. 111, an. 5 ot 30I1, cbC CPOK Ha
BafMAHOCT 60 AHW cnef U3TMYaHe CPOKa Ha A0roBopa, KOATO Ce 0CBOOOXAaBa B CPOK 40 60 AHW cnep
M3Mb/IHEHWE Ha JorosBopa. B cnyyald, Ye BaIMAHOCTTA Ha rapaHumsTa U3tuya npeaun foroeopa ga obae



n3nbvnHeH, N3MNbTHUTENAT ce 3agbmkaBa Aa YAL/MDKA CPOKA Ha Ba/IMAHOCT Ha rapaHumata c
TO/IKOBa [iHW, TakKa Ye rapaHumaTa fa NOKprBa 0YaKBaHUSA CPOK 3a U3MbJIHEHWE Ha Aorosopa nioc 60
AHW. TapaHuusaTa e B pasmep Ha 3% OT CTOWHOCTTa Ha pgorosopa 6e3 AAC u Bb3nM3a Ha
82 513,85 nesa.

(4) [Aa pocTtaBs NnekapCTBeHW MNPOAYKTM, KOUTO OTroBapAT Ha W3NCKBaHWATA Ha 3akoHa 3a
NeKapCTBeHWTE MPOAYKTU B XyMaHHaTa MeauumHa (3/1MXM) - ga npuTexkasaT Ba/IMAHO paspeLleHne
3a ynotpeba B cTpaHata, u3gageHo no pega Ha 3/1MXM unm PernameHt (EO) Ne 726/ 2004 r. Ha
EBponeickuna napnameHT n CoeeTa /un. 23, an.l Ha 3/TMXM/.

(5) Oa poctaBa nekapCTBeHW NPOAYKTW, KOUTO ca BKIHOYeHU B lpunoxeHne No 2 Ha [Mo3MTUBHMA
NeKapCTBEH CMUCHK.

(6) B cnyyaid, ye ce npaBu NbpBa A0OCTaBKa Mo JafieHa napTuga Ha eKkapcTBeH NPoAyKT, Aa NpeLcTass
Ceptugmkar 3a ocBobOXAaBaHe Ha naptufata, uU3fageH OT KBamduumpaHo nuvude no 3/IMXM Ha
eNIEKTPOHEH HOCUTEN WAW MO eNeKTPOHEH MbT Ha e/leKTPOHHAaTa MoLla, MOoCcoYeHa KaTo afpec 3a
KOPecrnoHAeHUMs, NPUAPY>XeH C MpeBof Ha ObArapcku es3vk OT (upma, CKIKuuia [orosop C
MUWHNCTEPCTBO Ha BLHLUHUTE PaboTK 3a M3BbPLLBAHE Ha OPULMASIHU NPEBOAM.

VIII. SAAB/DKEHNA HA JTEUEBHOTO 3ABEAEHWE - Bb3/TOXWMTEN
Un. 8. TEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJI ce 3agb/mkaBa:
1 [a npuemMe [JOCTaBEHUTE B CPOK 1 Ha MSCTO CTOKW, CbOTBETCTBALLM MO BUf, KOJIMUYECTBO 1 Ka4ecTBO
Ha ONMCAHOTO B HACTOSILLWS [0rOBOp.
2. [la 3annatu focTaBeHNTe CTOKU M0 Pefia Ha Y. 3 0T HACTOSILLWS JOroBop.
3. Cnefi NpUKOYBaHe M3Mb/IHEHWETO Ha [JOroBopa fla 0CBO6OAN rapaHUMsTa 3a .M3Mb/HeHWe, 6e3 Aa
OBb/MKN NINXBM 3a CPOKa, NPe3 KOMTO CPeACcTBaTa 3aKOHHO Ca NPECTosi/I Y Hero.

IX. MPMEMAHE N NPEAABAHE HA CTOKUTE
Un. 9. (1) NpremaHeTO Ha CTOKMTE Ce U3BbPLUBA Ha MACTOTO Ha 40CTaBAHE MOCOYEHO B uf. 5, an. 1
(2 W3INBJIHWTENAT wam ynbJHOMOLWEH OT Hero npeactaBuTen W NpeactaBuTeN Ha
NEYEBEHOTO 3ABEAEHUVE - BDB3/TOXWTEJ/T nognuceat npuemMateniHo-npeaasaTesieH
MPOTOKO/1, Y0CTOBEPABALL, MO/Ty4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN N CPOK HATOOHOCT

Yn. 10. (1) CtokuTe, NpeaMeT Ha HACTOALLMSA LOrOBOp, CMefBa fa OTroBapAT Ha U3MCKBAHMATA Ha Y/l
7,an.4nb5.
(2) Kbm partarta Ha focTaBKaTa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NIeKapCTBEHMUTE NPOAYKTU, Cnefsa
na 6bae He no-manbk oT 40 % /ueTUpMAECeT Ha CTO/ OT 06SIBEHNSA OT NPOU3BOANTENS.
(3) B cnyyaii Ha locTaBKa Ha IeKapCTBEHUSA MPOAYKT C MO - KPaTbK OT 0r0BOPEHUS CPOK Ha roAHOCT,
Ab/DKMMaTa HeyCTolKa Aa 6bae NPOMeHeHa, KakTo crefga:

0T 39,99% a0 30% - 3 % BbpPXY CTOMHOCTTA HA A0OCTaBKAaTa,;

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 19,99% ao 10% - 7 % BbpXYy CTOMHOCTTA Ha JOCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTa Ha AoCTaBKaTa.
(4) OcTaTbYyHMAT CPOK Ha roAHOCT Ha 6MonpoayKT /6umonogobeH NPoAyKT, crnedsa Aa 6bae He no-
ManbK oT 20 % /aBafeceT Ha cTo/ OT 068BEHMS OT NPOM3BOAUTENSA KbM [aTaTa Ha BCAKa JocTaBKa.
(5) B cnyvaii Ha gocTaBka Ha 61onpoayKT/6umonogo6eH NPOAYKT C MO - KPaTbK OT A40rOBOPEHUSI CPOK
Ha rofHOCT, Ab/HKMMaTa HeYCTONMKa e KaKTO crefsa:

0T 19,99% no 10% - 2 % BbpXY CTOMHOCTTA HAa 40CTaBKATa,;

0T 9,99% [0 5 % - 4 % BbpXYy CTOMHOCTTA Ha [JOCTaBKaTa;

nog 5% - 6 % BbPXY CTOMHOCTTa Ha AoCTaBKaTa.
(6) NTEYEBHOTO 3ABELEHUE - BBb3/TOXWUTEJ/T Moxe fa OTKaXke MpuemMaHeTo Ha CTOKUTE,
aKo B [IeHSl Ha TAXHOTO MPUCTUraHe WM MprvemMaHe OCTaTbYyHUA CPOK HA FOAHOCT € MO - Ma/ibK OT
onpegeneHnsa B un. 10, an. 2. v an. 4 MUHUMasEH CPOK Ha rofHOCT.
(7) [ocTaBkaTta Ha /IeKapCTBEH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT no-manbk oT 10 Ha cTo OoT
0651BEHNA OT NPOM3BOANUTENS U HA BMONMPOAYKT/61MONOA06EH NPOAYKT C OCTaTbYeH CPOK Ha FOAHOCT



NMo-MalbK OT 5 Ha CTO OT 06sBEHWA OT MPOU3BOAMTENS Ce U3BBLPLUBA CaMO C MUCMEHO Cbr/iacue Ha
NEYEBHOTO 3ABELOEHWE - Bb3/TOXXWTEJT 3a KOHKPETHO KO/IMYECTBO, OMNpeAesnieHo OT Hero.
Bes m3pnyHo nucmeHo cvrnacne Ha JIEHEBHOTO 3ABEAEHWE - BB3/TOXWTE/ cTokute
HAMa fa ObAaT 3annallaHu.

(8) NckaHeTO 3a MMCMEHO Cbrnacve, B ciyvauTe Ha an. 7, cnegga fda noctenv B JIEYEBHOTO
3SABELEHWE - Bb3/TOXWTEN B cpok Ao 1 (eanH) paboTeH [eH OT noslyvyaBaHe Ha 3asBKaTa.

(9) B cnyvanTe Ha creLHn A0CTaBKN NOCOYEHUTE B an. 3 1 an. 5 HEYCTOMKM He ce npunarart.

Xl. OTTOBOPHOCT 3AHETOYHO M3MNbJIHEHWE. PEKTTAMALNN
Un. 11. (1) NTEYEBHOTO 3ABEAEHUME - BB3JTOXKNTEJ/T moxXe fa npeasssBa peknamauun
npeg N3MbJIHNTENA 3a:
a) KO/IMYECTBO 1 HEKOMMJIEKTHOCT Ha CTOKMTE WK TeXHMUYecKaTa JOKYMeHTaunsa (ABHU HeJocTaTbLu);
0) Ka4yecTBO (CKPUTK HeJoCTaTbLN):
- PV fOCTaBAHe Ha CTOKM He OT [0roBOPEeHUs BUA, NOCOYEH B . 1,
- NP KOHCTaTUpaHe Ha AeeKT Npu ynotpeba Ha CTOKUTe.
(2) Peknamaummn 3a fBHM HefocTaTbUu Ha cTokute ce npasaTt or JIEHEEHOTO 3ABEAEHVE -
BBb3NTOXWTE/], B MOMeHTa Ha npefaBaHeTO MM, 3a KOETO Ce CbCTaBA MPOTOKOA, MOAMUCAH U OT
[\BeTe CTpaHu.
(3) Peknamauuu 3a CKpUTK HefoOCTaTbUWM Ce MPaBAT Mpe3 Lenms CPOK Ha roAHOCT Ha [LOCTaBeHWUTe
CTOKM, KaTo peknamauudaTta ce npuapykasa 3afb/KUTEIHO OT KOHCTAaTMBEH MPOTOKOA, M3gafeH oT
M3nbnHuUTeNHaTa areHuma 3a fNeKapcreara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3JTOXWUTE/N e paibXkHO Aa yBeaoMUM  MUCMEHO
N3MBbNHWTEA 3a ycTtaHOBeHUTe AetheKT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO UM.
(5) B peknamauuute ce nocoysa HOMePbT Ha LOroBOpa, TOMHOTO KO/MYECTBO HA MOSTyYEHUTE CTOKU C
TEXHUA NapTUAEH HOMep, OCHOBAHWETO 3a peknamMauus U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEOEHWE - Bb3/TOXUTEN.
(6) B 5 (net) AgHeBeH CpoK OT mnofiyyaBaHe Ha peknamaumatra, N3MBbJIHWUTENAT cnepsa fa
otrosopy Ha JIEUEBHOTO 3ABEAEHWE - BDB3/TOXKWNTEJ/T NUCMEHO M KOHKPETHO Aann
npuema peknaMaumsaTa UM 8 0TXBbPAA.
(7) Mpwn peknamaums 3a sBHY HegocTaTbuy N3MBAHUTENIAT e anbXeH B CPOK OT 2 pabOTHN LHU
OT MO/flyyaBaHe Ha peknamauusdTa 3a CBOA CMEeTKa M PUCK Aa LOCTaBM Ha MACTOTO Ha [OCTaBsiHe
KO/IMYEeCTBOTO /INMNCBALLM B AOCTaBKaTa / HEKOMMMEKTHW JOrOBOPEHU CTOKM.
(8) Mpu peknamaumsi 3a CKpUTU HepocTaTbun, B cnydail ve WSMBAHWTENAT e npuen
peknamaumsTa, CbWMAT e AnbxeH B 10 (geceT) [4HeBeH CPOK OT MOJlyvyaBaHETO W fAa 3ameHu
[LOCTaBEeHNTE HeAOroBOPEHN Mo BuA / fedeKTHU CTOKM 3a CBOS CMEeTKa W PUCK WKW MO NpeLeHKa Ha
NEYEBHOTO 3ABEOEHWE - BbBb3J/TOXKWUTEJ1 fa BbpHe CcbOTBEeTHaTa 4acT OT 3anjareHara
LieHa, BEAHO C AL/DKUMUTE NINXBMU.
(9) MN360pbT Ha MOCOYEHUTE NO-rope Bb3MOXKHOCTY Jja Ce BbPHe CbOTBETHATA YacT OT NJAaTeHOTO WK
[la ce 0CTaBAT HOBWU CTOKM npuHagnexun Ha JIEYEBHOTO 3ABEOEHWE - BBH3/TOXXWTE/ m ce
YyNpaXkHsABa OT Hero nof ¢opmara Ha nucMeHo ysegomneHue 1o U3Mb/TIHUTENA, kato pasxoaute
N PUCKOBETe MO HOBOTO J0CTaBsAHe ca 3a cMeTka Ha 3MBbJ/THUTENA.
(10) CrtokuTe, npegMeT Ha peknamaums ce cbxpaHssat ot JIEHEBHOTO 3ABEAEHWE -
BB3/TOXKWTEJ o ypexaaHe Ha peknamaumuTe.

XIl. OTFOBOPHOCT NP HEN3MbHEHWE

Yn. 12. (1) 3a Hem3nb/HEHUE Ha 3a4b/DKEHNATA CU MO HACTOALLMA LOrOBOP C U3K/KOYEHME Ha Te3un no
un. 10, an. 2 n an. 4, N3MNBAHUTENAT abmku HeycTolka B pasmep Ha 0.5 % Ha [eH BbpXxy
CTOMHOCTTA Ha KOHKpeTHaTa 3adBka, HO He noseye oT 10 % (geceT npoueHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTO M 00e3slleTeHVe 3a MpeTbpreHuTe AeWCTBUTENHW Bpeau B ClyyauTe,
Korato Te HagXBbpMsT [OroBOpeHaTa HeycToiKa. B cnyyamte no un. 4, an. 3, nocoyeHata B
NPeaXo4HOTO M3peyeHre HeyCToiKa B pasmep Ha 0.5 % ce HauMcnsaBa 3a BCEKM Yac Mpocpoymre, HO He
noseye ot 10 % (geceT MpoLEHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KakTo M 06e3weTeHre 3a
npeTbpreHnTe LeNCTBUTENHW BPeAUW B CllydanTe, KOraTo Te HaaxXBbpsAT [LOroBOpeHaTa HeyCTonKa.



(2) Korato npn Hannume Ha peknamauun, N3IMBIAHUTENAT He M3NbAHU 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAwMmMA A0roBop B CPOK, CbWMAT Abmku Ha JIEUEBHOTO 3ABEAEHUE-
BBH3/TOXWNTEJT HeycTolKa B pa3mep Ha 2 % OT LieHaTa Ha CTOKWTe, 3a KOMTO Ca HarpaBeHU
peknamauumTe.

(3) TIEYEBHOTO 3ABELAEHWVE - BBb3/TOXXWTEJ ygosnetsopsBa MPeTeHUUNTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [OroBopa, KakTo M 3a 3anfallaHe Ha HeycTOWKWTe OT CTpaHa Ha
N3MBNHMNTENSA kaTo 3agbpxKa rapaHUmsTa 3a U3nbaHeHUe no un. 7, an. 3, bykea “6” 0T A40rosopa,
KaTo npeanpuema AeCTBMS 3a HEMHOTO YCBOsiIBaHe. B cnydail, ye CTOMHOCTTA Ha rapaHumsita 3a
M3Mb/IHEHWE He NoKpuBa BCUYKM AbmkuMn oT N3MBJIHUTENA Heyctovikn, TEUEBHOTO
3ABEAEHWVE - BbB3/TOXWTE/ npuxsawia AbKUMUTE CYMU OT HaCpelHW nnawaHus KbM
N3MNBAHUTENA.

(4) NMpwu Tpn NbTU BUHOBHA 3abaBa Ha N3Mb/THUTENA, npoAb/ikuna ¢ noseye 0T NONOBUHATA OT
CpPOKa 3a M3Mb/IHEHME Ha CbOTBETHOTO 3aAb/KEHWe, B pamMKuTe Ha Tpu Meceua JTIEHEBEHOTO
SABEAEHWVE - BB3/TOXWTEJ1 nma npaBo Aa npekpaTtn A0Orosopa egHOCTPaHHO C 15-AHEeBHO
npesn3BecTue.

(5) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXKWTEJT uma npaso fa npekpaTtu efqHOCTPaHHO 1 6e3
npesn3BecTUe HaCTOALWMSA A0r0BOP B C/lyYal Ha CUCTEMHO HETOYHO U3MbJIHEHME HA 3ab/HKEHMSATA OT
N3MNBNHWNTENTA n npegsaseHn noseye OT TpU peknamauuMv B paMKUTE Ha Tpu Meceua oT
NEYEBHOTO SABEAEHWE - Bb3/TOXXWTEJ] no pega Ha rnaea Xl.

(6) B cnyyait, ye no otHoweHne Ha M3MBJIHWUTENA HacTbnaT obcTosdTencreara no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a o6ulecTBeHUTe nopbykn, JIEYEBHOTO 3ABELOEHWE-
BBb3/TOXKNTE/ wma npaBo fJa Mpekpatu efHOCTPaHHO HacTosAwms [orosop, 6e3 nMCMeHo
npegmssecTue 1 6e3 fa Ab/HKU HEYCTONKN.

(7) Mpu HeusnbNHeHWE Ha 3aab/MKeHWeTo cv no un.3, an.2, IEHEBHOTO 3ABEAEHUWE -
BB3TOXUNTEN abmxkn Ha U3MBNHUMTENA HeycToika B paamep Ha 0.1% (Hyna usio u eiMH Ha
cT0) oT LleHaTa Ha M3BbpLUEHaTa [oCTaBKa 3a BCEKW [eH 3ab6aBa, HO He rnoseye oT 5 % (neT Ha cTo) oT
CTOMHOCTTa Ha [oCTaBKara.

X1, POPCMAXOPHWN OBCTOATENCTBA
Un. 13 (1) CtpaHuTe NO HACTOSLLMS [OrOBOP He Ab/KaT 06e3LeTEHME 3a MOHECEHN Bpean 1 3aryon,
aKo nocnegHnTe ca NPUYNHEHU B pesynTaT Ha HENpeoAonnma cuna.
(2) Ako cTpaHaTa, KoSITO e CeABano [a M3Mb/HW CBOE 3afb/DKEHME NO A0roeopa e buna B 3ab6aBa, TS
He MOXXe [a ce N030BaBa Ha HernpeoLoMMa cuna.
(3) “Henpeogonuma cuia” no cMUCba Ha TO3W LOroBOP € HenpeaBuaeHO /MM HenpesoTBpaTMMo
CbOWTUE OT U3BLHPEAEH XapaKTep, Bb3HUKHA/IO Cej, CKNHOYBAHETO Ha A0roBopa.
(4) CrpaHata, 3acerHaTa OT HENPeoo/UMa CWMa, € ANbXHa Aa NpeanpuemMe BCUYKW [EeNCTBMS C
rpvata Ha 406bP CTOMAHWH, 3a Ja Hamaan [0 MUHUMYM TMOHECEHWUTE BPean U 3arybum, KakTto u [a
yBe4oMM MUCMEHO ApyraTta CTpaHa B 7-4HEBEH CPOK OT HaCTbMNBAHETO Ha Henpeogonumata cuna. MNpu
HeyBe[OMsBaHe B MOCOYEHUA B MPeAXOAHOTO M3peyeHMe CPOK Ce Ab/KM  06e3leTeHne 3a
HacTbNUAMTE OT TOBa Bpefau. HenpeogonumaTta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTumKar 3a (hopcMaxkop, n3aadeH Nno CbOTBETHWUA pef OT KOMMETEHTHMS OpraH B [Abp)KaBaTa, B
KOSITO Ca HaCTbNUIN (HOPCMaXKOPHUTE 0BCTOSATENCTBA.
(5) [Ookato Tpae Henpeogonumarta Cuna, W3NbAHEHMETO Ha 3af4b/DKEHMATA U CBbP3aHUTE C TAX
HacpeLLHW 3a4b/HKEHNs ce crnmpa.
(6) He npepcraensBa “Henpeojonnma cuna” CbOUTUE, MPUYMHEHO NO HEOBPEXHOCT WauM upes
YMULLNEHO [ENCTBME Ha HAKOS OT CTPaHUTE WM TEXHW MPeACTaBUTENN WU/WAK CNYXUTENN, KaKTO W
HejocTura Ha napuyHu cpepgctea Ha W3MBbAHUTENA wn JIEUEBHOTO 3ABEAEHUE -
BB3/TOXKUTE.

XIV. CIMNOPOBE
Un.14. (1) Bu3HMKHaNIMTE Npe3 BpeMeTPaeHeTo Ha A0roBopa CropoBe 1 pa3Hornacua Mexxay CTpaHuTe
Ce pelUaBaT 4pe3 NPerosopy Mexay TaxX. [locTurHatuTe AOroBOPEHOCTU ce OOpPMAT B MUCMEHA
(hopma 1 ce NpeBpbLUAT B HEpa3fe/iHa 4acT OT A0roBopa.



(2) B cnyyali Ha HenocTuraHe Ha fOroBOPEHOCT MO MPeAXO4HUSA YieH, BCUYKM CNOPOBE, MOPOAEHN OT
TO3M 4OrOBOP UM OTHACALLM Ce [0 Hero, BK/IOUNTENHO CNOPOBETe, NOPOAEHM OT UMW OTHaCcALLM ce A0
HEroBOTO Tb/IKyBaHe, HeleMCTBUTE/IHOCT, HEM3Mb/IHEHNE WX NpeKpaTsBaHe Lie 6baaT paspeLuaBaHm
cnopeg 6barapckMTe MaTepuaHA U NPOLLECYasiHM 3aKOHU OT KOMMETEHTHUA CbA Mo pea Ha MK,

XV. CbOBLWEHWNA

Yn. 15. (1) Bcrukn cboOLLEHNS MeXay CTpaHWTe, CBbP3aHW C M3Mb/IHEHMETO Ha TO3M [0roBop ca
Ba/IMAHN, aKo ca HarnpaBeHW B NUCMeHa (hopmMa 1 ca nognmcaHu OT YNb/IHOMOLLEHUTE NpeacTaBUTENN
Ha N3MBHNTENA nam NTEYUEBHOTO 3ABEAEHWE - Bb3/TOXWTE/I.
(2) 3apata Ha CbOOLLEHMETO Ce CMsITa:

filaTara Ha npefaBaHeTo - NMpu PbYHO MNpefaBaHe Ha CbOOLLEHWETO;
A [laTaTa Ha MOLLEHCKOTO KNerMO Ha obpaTHaTa pasnucka - npv usnpatlaHe no nowara;
\Y flaTara Ha npuemaHeTo - npu u3npatyaHe rno gakc um e-mail.
(3) 3a BannaHM afgpecu 3a NpUeMaHe Ha CboOLIEHWA U GaHKOBM CMETKW, CBbp3aHU C HACTOALLMA
[lOroBOp Cce cmATarT:

3A 3NBJIHNTENA:

agpec: rp.Coma-1756, yn. “Nbuesap CraHyeB” Ne 5, Ten: 0800 12233, thakc: 02 8133785, e-
mail: office@sopharmatrading.bg

6aHKoBa CMeTKa, nocoyeHa ot N3MNbJIHUTEJIA: BIC: RZBBBGSF,
IBAN: BG97RZBB91551064010532

3ATEUEBHOTO 3ABEAEHWVE- Bb3/TOXWUTEJT:

rp. Cogms, yn. ,.bano mope” Ne 8, otaen ,,bonHuyHa anteka”, Ten 02 9432429, takc 02
9432117, e-mail: apteka@isul.eu,
(4) Mpun npomsHa Ha Noco4veHns No an. 3 agpec uamM 6aHKoBa CMETKa CbOTBETHATA CTPaHa e A/TbXHa
[la yBeoMu pyrata B TPUAHEBEH CPOK OT NMPOMAHaTa.

XVI. APYTIWN YC/NOBUNA
Un. 16. (1) MNpaBata M 3afgb/DKeHMATA MO HACTOALMSA [OrOBOP He Morat f[a Cce MNpPexBbpasaT
elHOCTPAHHO Ha TPeTu nuua M Nofo6HM akToBe He MopakaaT MpaBHO [feicTBMe 6e3 MUCMEHOTO
Cbracve Ha fjpyrata CTpaHa, OCBEH B C/lyyauTe Ha obesneyaBaHe (rapaHTMpaHe) Ha 3afb/DKeHNs no
6aHKOBM KpeauTu.
(20 3a HeypegeHuTe BBLNPOCK B HACTOAWMA [OroBOp Ce npwunara AencTBalloTo 6barapcko
3aKOHOJATE/NCTBO.

XVI. NMOAN3MB/IHUTENW - HenpunoXXnmo
(NpUNo>K1MO camo B CyyanTe, B KOMTO W36paHus 3a U3MbAHUTEN yYac THUK e NMocouuns, Ye Lue
non3ea NnoAU3Nb/HUTENN, NPY CKIK0YBAHE HA PAMKOBOTO CrnopasyMeHue)

YUn. 17. (1) NOAMN3NBAHUTENINTE Tpabsa fa 0TroBapsT Ha CbOTBETHUTE KpUTepUn 3a Nogbop
Cb00pasHo BMAa 1 fena 0T NopbyKaTa, KOMTO e U3MbHABAT, 1 3a TAX [a He ca HaJlMLe OCHOBaHMS 3a
OTCTpaHsBaHe OT npouesypaTa.
(2 NEYEBHOTO 3ABEAEHWVE - Bb3J/TOXXWTEJ n3nckea 3amsaHa Ha NMOAN3MBJ/IHNTE,
KOMTO He OTrosaps Ha ycnosuaTa no an. 1
(3) Korato yactTa OT nopbukara, KoATo ce m3nb/Hsea oT MOAN3MNBAHUTEN, moxe ga 6bae
npegageHa kato otaeneH obekt Ha U3Mb/IHUTENA wmn Ha IEYEBHOTO 3ABEAEHUE -
BB3/TOXXWTEJ, nocnegHusa 3annalia Bb3HarpaxaeHue 3a tasun vact Ha NMOANIMbIAHNTENA.
(4) PasnnawaHuATa No an. 3 Ce OCbLIeCTBABAT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
NnoOAN3MNBIIHUTENA po JNEYEBHOTO 3ABEAEHUVE - BbB3/IOXWTE/  upes
N3MNBNHUNTEJIA, KONTO e ANMbXeH Aa ro npeaoctaBM Ha Bb3OXUTeNns B 15-AHEBEH CPOK OT
rnosly4yaBaHeTo My.
(5) Kvm unckareto no an. 3 USMBAHUTENTAT npefoctasa CTaHOBYULLE, OT KOETO Aa € BUAHO Laiv
0CropBsa naLlaHnaTa WanM 4acT OT TAX KaTo HeAb/IHKUMMU.
(6) TEYEBHOTO 3ABEAEHWVE - BBb3/IOXKWTEJT uma npaso Aa OTKaxke nawiaHe no an. 3,
KOrato MCKaHeTO 3a nallaHe e OCMOopeHo, 40 MOMEHTA Ha OTCTpaHsABaHe Ha NpMYnHaTa 3a OTKasa.
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@) Hesasucumo ot msnonssaHeto Ha MOAU3IMB/IHNTEJIA oTroBopHOCTTa 3a WU3Mb/HEHUE Ha
forosopa e Ha U3MBJ/THUTENA.

XVII. 3AKTKOYUTENHW PA3MNOPELBN
Yn. 18. (1) MNpu cbCTaBAHETO Ha HACTOALLMA [OTOBOP Ce MpeAcTaBmxa ClefHUTe JOKYMEHTH:
JokymeHTu no yn. 112 ot 30T,
Jexknapaums no yn. 55, an. 6 ot 3/IMXM (koraTto e NpuUIoXNmo);
["apaHUus 3a U3NbHEHNE;
TexHuyecko n LleHoBO npefnoxeHwe, HepasaenHa vacT OT JoroBopa,;
V Jeknapauymm no IMAIT.
(2) HactoAwmaT forosop ce CbCTasu B TpW eAHO00Pa3HN ek3emmispa Ha Ob/irapCku e3uk - eauiH 3a
N3MNBbMHWNTENA v gsa 3a IEUEBHOTO 3ABEAEHUE - Bb3/TOXXNTE/.
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ATC

B02BX04

BO3XA03

HO2AB02
LO1BAO4

LO1BBO2

LO1BBO5
LO1BBO7
LO1BCO2
LO1BCO5

LO1BC59

LO1CAO4
LO1CDO4
LO1DBO3
LO1DBO6
LO1XA02

LO1XCO03

LO1XCO08
LO1XC19

INN

Romiplostim

Methoxy

polyethylene glycol-

epoetin beta

Dexamethasone

Pemetrexed
Mercaptopurine

Fludarabine
Nelarabine
Fluorouracil

Gemcitabine
Trifluridine/Tipiracil

Vinorelbine
Cabazitaxel
Epirubicin
Idarubicin

Carboplatin

Trastuzumab

Panitumumab

blinatumomab

MNpepgnaraHn LEeHOBWU napameTpu

Ha4yunH Ha

npunoxeHune

napeHtepanHa

napeHtepanHa

napeHtepanHa
napeHtepanHa
nepopanHa
TBbpAa
napeHtepanHa
napeHtepanHa
napeHtepanHa
napeHtepanHa
nepopanHa
TBbpAA
napeHtepanHa
napeHtepanHa
napeHtepanHa
napeHtepanHa

napeHtepanHa

napeHtepanHa

napeHtepanHa

napeHtepanHa

3abenexka

15 mg/6,14 mg

Powder for
concentrate for
solution for

infusion

Msapka

meg

meg

mg
mg

mg

mg
mg
mg

mg
tabl

mg
mg
mg
mg

mg

mg

meg

Crartyc

BanugeH

BanupeH

BanupeH
BanupeH

BanupeH

BanupeH
BanugeH
BanunpgeH

BanunpgeH
BanngeH

BanupeH
BanngeH
BanupeH
BanupeH

BanupeH

BanugeH

BanngeH

BanngeH

tilia ., ....

6e3 AAC

4,009028

2,546653

0,066803
0,154158

0,031468

2,022576
1,875942
0,002436
0,023992

47,279081

1,109205
103,862016
0,700307
8,868721
0,120416

1,969808

6,253333

Eg.uenacgnc

4,810833

3,055983

0,080163
0,184989

0,037761

2,427091
2,251130
0,002923
0,028790

56,734897

1,331046
124,634419
0,840368
10,642465
0,144499

2,363770

7,504000

107,073590 128,488308

Heobxognm
6poii MApKK
Ha N3

5000

7500

400000
90000

1000000

3000
20000
10000000
2220000

4800

6000
1200
150000
900
150000

612000

100000
1848

O6uia cT-T1 63 O6wa cT-TC

AAac

20045,14

19099,89

26721,00
13874,18

31467,50

6067,73

37518,83
24358,33
53261,50

226939,59

6655,23
124634,42
105046,00
7981,85
18062,38

1205522,70

625333,33
197871,99
2750461,59

AAc

24054,17

22919,87

32065,20
16649,01

37761,00

7281,27

45022,60
29230,00
63913,80

27232751

7986,28
149561,30
126055,20
9578,22
21674,85

1446627,24

750400,00
237446,39
3300553,91



ATC INN

BO2BX04 Romiplostim

Methoxy

olyethylene
BO3XA03 polyethy ]

glycol-epoetin

beta

Dexamethason

HO2ABO2
e

LO1BAO4 Pemetrexed

Heobxogn MsApk

O6ocob6eHa no3mumna 1

lekapctBeH M 6poii a 3abenexk CraTtyc N36paH |1
a gpopma MSpKM Ha /mg,ta a nnc Py
n3 bl,ml/ '
Amgen Europe
napeHTepan
5000 meg BanungeH Ja B-V.,
Ha
HunpepnaHgua
Roche
napeHtepan Registration
7500 meg BanngeH fa
Ha GmbH,
fepmaHus
napeHTtepan KRKA, d.d.,
00000 mg BannpeH He
Ha CnoBeHusA
Cotapma AL,
fa
Bvnrapus
Accord
Healthcare
napeHrtepan o
90000 mg BanngeH He Limited,
Ha

O6efnHeHO

Kpancteo

KonnuectBo
Tbproescko

aKTUBHO
HanmeHoBaHue

Bel ecTBO
N PLATE 250
Mircera 100 pg/0,3 ml
Mircera 75 pg/0,3 ml
Mircera 150 pg/0,3 ml
Mircera 50 pg/0,3 ml

Dexamethasone

Msap

Ka

meg

4 mg/ml-1 ml -

Sopharma

Dexamethasone

4 mg/ml-2ml -

Sopharma

OKoHuaTte
nHa

OonaKoBKa
iii i

1pre-
filled

syringe

1pre-
filled
1pre-
filled
1 pre-
filled

10

HannueH
nnc

HannueH
nnc

HannueH
nnc

HannueH
nnc
HannueH
nnc
HannueH
nnc

HannuyeH
nnc
HannueH
nnc



Mercaptopurin nepopanHa

LO1BBO2 1000000 mg
e TBbpAa
) napeHtepan
LO1BBO5 Fludarabine 3000 mg
Ha

BanunpeH

BanupeH

He

na

He

He

He

He

He

He

na

Accord
Healthcare
S.L.U,

Actavis Group
PTC ehf.,

WcnaHauna

Armisarte

Armisarte
Alvogen 1PCo
S.ar.l,
Nlokcembypr
Eli Lilly
Nederland B.V,
HupgepnaHgusa
Heaton k.s.,
Yewka
peny6nuka
Sandoz GmbH,
ABcTpuSA
HoBamepg
TpelignHr
EQCOL,

Aspen Pharma
Trading Puri-Nethol

Limited,

Accord
Healthcare
Limited,
Ob6begnHeHO
Kpancteo
Actavis Group
PTC ehf.,

WcnaHansa

Fludarabine

Actavis

Fludarabine

Actavis

25 mg/ml - 40
mg
ml

25 mg/ml- 20 mg

50 mg

50 mg

25 mg/ml-2 ml mg

1 Hann4yeH B
nnc
1 HannueH B
HannyeH B
25
nnc
HannuyeH B
1
nnc
1






Trifluridine/Tipi nepopanHa

LO1BC59 ) 4800
racil TBbpAa
) . napeHTepan
LO1CAO4 Vinorelbine 6000
Ha

] napeHtepan
LO1CDO1 Paclitaxel
Ha

143000

tabl

mg

mg

15
mg/6,14

mg

BannpgeH

BannpgeH

BanunpeH

He

HEe

He

la

La

He

He

HEe

la

He

He

Ebewe Pharma
GmbH. N fg.
KG, ABctpus
dpeseHunyc
Kabu
Bbvnrapusa
Yankagpapma
Bucokokauvecrt
BEeHUTE

nekapctea Af,

Les
15 mg/6,14
Laboratofres Lonsurf
. mg
Servier,
Lonsurf 15 mg/6.14
Ebewe Pharma
VINORELBIN 10 mg/ml - 5
GmbH. N.fg.
"EBEWE" ml
KG, ABcTpus
AktaBuc EAL,
Bbvnrapus
Accord
Healthcare
Polska Sp.
2.0.0., NMonwa
Ebewe Pharma
GmbH. N.fg.
KG, ABcTpusa
AkTtaBuc EAL, 6 mg/ml - 50
SINDAXEL
Bbvnrapusa ml
6 mg/ml -
SINDAXEL
16.67 ml
bynrepmepg BE
004,
Heo

bankaHunka

20

60

HannuyeH B
nnc

HannyeH B

HannyeH B
nnc

Hann4yeH B
nnc



LO1CDO2

Docetaxel

napeHtepan

Ha

130000

mg

BannpgeH

He

He

He

la

He

He

He

He

He

He

He

dpeseHunyc
Kabu

Bvnrapua

Accord
Healthcare
Limited,

Ob6efnHEHO

KpancTteso

Accord

Healthcare

S.L.U,,

Actavis Group
Docetaxel

PTC ehf., ]
Actavis

NcnaHgua
DOCETAXEL
ACTAVIS
DOCETAXEL
ACTAVIS

AgVida GmbH,
fepmaHusa
Cipla (UK) Ltd.,
Ob6efnHEHO
KpancTteso
Fresenius Kab
Oncology Pic.,
O6efnHEHO
KpancTtBo
Hospira UK
Ltd.,
Ob6eanHeEHO
KRKA, d.d.,
CnoBeHusa
bynrepmep BE
oo4a,
HoBamepg
TpelgnHr
ECOS,

20 mg/ml - 8

ml

80 mg/4 ml mg

20 mg/1 ml mg

Hann4yeH B
nnc



LO1CD04 Cabazitaxel

LO1DB03 Epirubicin

LO1DB0O6 Idarubicin

LO1XA02 Carboplatin

napeHTepan
P P 1200 mg
Ha
napeHTepan
150000 mg
Ha
napeHTepan
P P 900 mg
Ha
napeHTepan
150000 mg
Ha

BannpgeH

BanugeH

BanungeH

BannpgeH

la

fa

la

He

fa

He

la

fa

Sanofi-Aventis
Groupe,
dpaHuns

Actavis Group
PTC ehf.,

NWcnaHpua

Ebewe Pharma
GmbH. N.fg.
KG, ABcTpus
Pfizer
Enterprises
SARL,
Nllokcemobypr
Pfizer Europe
MA EEIG,
AkTtaBuc EA[L,
Bvarapunsa

Pfizer Europe
MA EEIG,

Actavis Group
PTC ehf.,
WcnaHpusa
Ebewe Pharma
GmbH. N.fg.
KG, ABcTpus

Jevtana

Episindan

EPISINDAN

EPIRUBICIN
"EBEWE"

Farmorubicin
PFS

ZAVEDOS

ZAVEDOS

CARBOPLATIN
EBEWE

60

2 mg/ml - 25
ml

2 mg/ml - 50

2mg/ml- 25
ml

2 mg/ml - 25
ml

10

10 mg/ml-15
ml

mg'

mg

mg

mg

mg

mg

mg

HannuyeH
nnc

HannuyeH
nnc

HannuyeH

HannuyeH
nnc

HannuyeH
nnc

HanuyeH
nnc

HanuyeH

HannuyeH
nnc



LO1XCO03

LO1XCO08

LO1XC12

LO1XC19

Trastuzumab

Panitumumab

Brentuximab

vedotin

blinatumomab

napeHtepan
612000
Ha

napeHrtepan
P P 100000
Ha

napeHtepan
P P 1000
Ha

napeHrepan
P P 1848
Ha

mg

mg

mg

meg

Powder
for
concentra
te for
solution
for

infusion

BanupeH

BanupeH

BanupeH

BannpgeH

ha

He

He

na

He

He

fa

na

na

Amgen Europe
B.V.,

HunpgepnaHgua

Celltrion
Healthcare
Hungary Kft.,
YHrapus
Mylan S.A.S.,
dpaHumsA
Pfizer Europe
MA EEIG,
Roche
Registration
GmbH,
fepmaHus
Samsung
Bioepis NL
B.V.,

Amgen Europe
B.V.,

HunpgepnaHgua

Takeda
Pharma A/S,

Amgen Europe
B.V.,
HupepnaHgna

Kanjinti

Kanjinti

Trazimera

Vectibix

Adcetris

Blincyto

150

420

150

20mg/ml -

50

38.5

mg

mg

mg

5ml -

mg

meg

HannyeH B
1 vial
nnc
1 vial HannueH B
. HannueH B
1 vial
nnc
) HannueH B
1 vial
nnc
. HannueH B
1vial
nnc
1vial
( der) HannyeH B
owder
P ) nnc
+1 vial





