n9- 7,. 4
NIOrOBOP
3A JOCTABKA HA TEKAPCTBEHM MPOAYKTU

O H ecCc , .. 2071, 1., B rp. Codms, mexxay:

YMBAN"Uapuua MoaHHa-UCYNT"EA/L, CbC cefiamile W afjpec Ha ynpasneHue B rp.
Cothua, painoH "O6opue”, yn. "bsno mope™ Ne 8, Ten. 9432215, thakc 9432180, EMK 831605806,
npegcTaBnsaBaHo oT npod. A-p boliko Meoprmues Kopykos, A.M.- VI3Mb/HUTENEH AMPEKTOP, HapnyaHo
no-gony 3a kpartkoct ,,JIEHEBHO 3ABEAEHWE - Bb3/IOXKWNTEJ” 0T egHa cTpaHa

n

LJANTA PAPMACKOTUKB/IC” EOO/ cbe ceganvuwe 1 agpec Ha ynpaeneHune rp.Cogms-1618,
oyn.”bbnrapus“ Ne 118, Ten: 02 8549700, thakc 02 9532622, EMK 175256438 npeacTaBnsiBaHO OT
Topop [oyeB [loyeB - ynpaBuTen, HapuyaHo no-gony 3a kpatkoct ,,MI3MbAHWTEJ” ot gpyra
CTpaHa,

Ha OCHOBaHMe un. 112 oT 3akoHa 3a 06wecTBeHUTE Mopbykn (30U), BbB Bpb3Ka C MNPOBeAEH
BbTPELLEH KOHKYPeHTeH M360p no PamkoBo crnopasymeHue Ne P[-11-277 ce CKAKOUM HACTOALLMS
[l0roBop 3a CnefHoTo:

I. MPEAMET N CPOK HA JOITOBOPA
Yn. 1 (1) NEYEBHO 3ABEOEHWE - BDB3/TOXXWTE Bb3nara, a N3MNBJIHUTENAT ce
3a/1b/XKaBa Aa U3BbPLUM A0CTaBKa Ha CNeHNTE NeKapCTBEHN NpoayKTy oT O60co6eHa nosnums Ne 2:

| L Heobxoaum
ATC INN a4YMH Ha NPUNoXeHne Mspka
L0O1BAO01 Methotrexate napeHTepanHa mg 1200000
LO1XEO5 Sorafenib rnepopasiHa Tebpaa mg 1792000
LO1XEL10 |Everolimus nepopanHa TBbpaa mg 24000
L02BB04 Enzalutamide nepopasiHa TBbpaa mg 896000

(2) QorosopbT BMM3a B cuna OT fJartata Ha MOANUCBAHETO My OT ABeTe CTpaHu U e CbC CPOK [0
31.12.2021 .

(3) Ha ocHoBaHue un. 112, an. 6 ot 30l gorosopsbT BAM3a B cuia ot 02.12.2020 r. 3a NpoAyKTuTe C
ATC LO1XE10, L02BBO0A4.

N. UEHW W OBLLA CTOMHOCT HA JOCTABKUTE MO JOrOBOPA
Un. 2. (1) LleHaTa Ha CTOKUTE MO 4Yn.l e CbrnacHo LeHoBO npepdnoxeHne Ha N3MbJIHUTENA,
Hepa3je/siHa YacT OT Aorosopa.
(2) LleHaTta BKNtOYBa CTOMHOCTTA Ha CTOKaTa, OMakoBKa, 3acTpaxoBka v TpaHcrnopT o IEYEEHOTO
SABEAEHWE - BDB3/TOXWTE/ npy MUHUMaNEH CPOK Ha FOAHOCT He Mo-kKpatbk OoT 40 % oT
065BeHMs OT NPOM3BOAMTENA 3a IeKapCTBEHMTE NPOAYKTW UM He NO-KpaTbK 0T 20 % OT 065BeHUs OT
NPOW3BOAMTENA 33 OMOMPOAYKTUTE UM 61MoNogo6HMUTe NPOAYKTU. MUHUMANHUAT CPOK Ha FOAHOCT ce
onpegens KbM faTata Ha BCAKa 40CTaBKa Ha /leKapCTBeH MPOAYKT.
(3) ObuaTa CTOMHOCT Ha A0CTaBKMUTE MO gorosopa e Ao 1655 967.12 neea 6e3 BkntoveH A44C v ao
1987 160.54 neBa c BknwoyeH A4C.
(4) LeHata no gorosopa e rKcmpaHa, He MOAMeXM Ha NPOMsHa 3a CpoKa Ha [eicTBMe Ha [0roBopa,
OCBeH B cnyyamTe Ha 116 ot 30I1.
(5) B cnyyaid, Ye npe3 BpemMeTo Ha AeNCTBME Ha CbOTBETHMS JOrOBOP CTOMHOCTTA, KOATO Cnefsa fa ce
3annatla ¢ ny6smMyHM cpeacTsa Ha fIekapCcTBeHM NPOAYKTU OT TO3UTUBHMSA NeKapPCTBEH CMUCHK CTaHe



Mo-HUCKa OT [JOroBopeHaTa, /fle4ebHOTO 3aBefleHVe -  Bb3oXUTen 0Ge3yCcrioBHO  3anaila
NeKapCTBEHWTe NMPOAYKTU Ha NO-HUCKATa CTOMHOCT, CYATAHO OT:

- [Jatata Ha BAM3aHe B CWNa Ha pelleHneTo Ha HauuoHanHWA CbBET MO0 LeHU U
penmbypcupaHe Ha nekapcteeHuUTe npogykTy ( HCLUPAM);

- [jaTtaTta Ha akTyanusauuaTta Ha [1o3MTUBHUA NekapCcTBeH CAUCHK MO pefda Ha un. 57, an. 1ot
Hapepbata 3a ycnosusta, npasuiaTa M pefa 3a peryaMpaHe W pPerucTpupaHe Ha LEHWUTE Ha
nekapcTBeHuTe npoayktn (HYTIPPPLJIM) 3a nekapCTBeHWUTE MPOAYKTU C HamaneHa CTOMHOCT 3a
0MakoBKa, 134mncneHa Ha 6asa pegepeHTHa CTOMHOCT.

B cnyvante no npeaxofHOTO WM3peyeHMe, CTOMHOCTTA Ce Onpefenss KbM MOMeHTa Ha
[l0CTaBKkaTa (nognuceaHe Ha NpuemMo-npesasartesieH NPOoTOKON).

. ycnomda n HAYMH HA NAAWAHE

Yn. 3 (1) MnawaHeTo No HacToAWwMA [OroBop Ce OCbLLECTBABA Ype3 6aHKOB MpeBOf OT CTpaHa Ha
NNEYEBHO 3ABEAEHUE - BBb3/TOXWTE no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMETKa Ha
N3MNbJTHUTENA.
(2) 3annawaHeTo Ha CTOKWUTE MO AOroBOpa Ce M3BBLPLLBA OT/IOXKEHO B CPOK A0 60 /wectaecetns/ AeH,
cfef NpefcraBsHe Ha CnefHUTE LOKYMEHTK:

1 [octaBHa (hakTypa, CbCTaBeHa CbriacHo m3nckeaHuaTa Ha 344C v NN3A4A4C;

2. [MpuematenHo-npenaBaTeiHA NPOTOKONN;
(3) B cnyyai, Ye nocoveHUTe B Un. 3, an. 2 AOKYMEHTU Ca HepefloBHU WM He ca KOMMJIEKTOBaHMU,
cblmTe ce Bpbwat Ha N3MBbJ/THNTEJTA ¢ npuematenHo - npeaasaTtesieH MPOTOKO/ 3a M3npaBsaHe
Ha HepegHocTMTe. CpOKbBT MO Y/.3, an. 2. 3anoysa fa Teye OT JartaTa Ha NPeACcTaBAHETO Ha NociefHus
N3UCKYEM Ce JOKYMEHT.
(4) Mpn hakTypupaHe Ha 3ad9BEHUTE KOMMYECTBA /IEKAPCTBEHN MPOAYKTUW, MO BCAKA OTAe/HA 3a5BKa,
LleHaTa Ha OMakoBKa He cfefBa Aa HajBuliasa onpefesnieHata B [MO3UTUBHMA NeKapCTBEH CMNUCHK-
MpunoxeHre Ne 2, pediepeHTHa CTOMHOCT Ha OMaKOBKA 3a CbOTBETHWSA JIEKAPCTBEH MPOAYKT. B
C/lydail Ha M34MCnsiBaHe Ha CTOMHOCT MO-BMCOKa OT pedepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMS IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMansiBa M 3ansawia 4o CTOMHOCTTa Ha OMakoBKa
onpeaeneHa B M03UTUBHUA NEKAPCTBEH CNUCHK- MpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABELEHWE - Bb3/TOXXWTE/I 3anBsiBa Heo6X0AMMUTE My KO/IMYeCTBa
Cc nucmeHa 3aaBka o W3IMBb/IHWUTEJIA. 3adBkaTa ce BpbyBa JIMYHO CpeLly Moanuc Ha
N3MB/THNTENTA nnaM ynb/HOMOLLEHO OT HEro fmue Win ce msnpawia ¢ NpenopbyaHoO MUCMO C
obpaTHa pasnucka, no akc NUImM rno eNeKTPOHEH MbT.
(2) Bcsaka oTgpenHa [focTaBka, cnefBa fa Obde [OCTaBeHa B CPOK [0 7 KajleHAApHW [OHW Cchej
nony4asaHe Ha 3asBkata oT JIEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJT v 3a KonnyecTtearta u
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE JIeKApCTBEHU MPOAYKTM, MOCOYEHU B  TEXHWUYECKOTO
NpeLoKeHe Ha M3MbAHWUTENS), TOYHO OnpefefieHV B 3asBKata. B cnydail, ye ce npasu nbpsa
[OCTaBKa OT fafeHa napTuia Ha NekapcTBeH NPOAyKT, ce npefcTtaBd CepTudmkaT 3a 0CBOO0XKAaBaHe
Ha napTugarta, u3gageH OT KeamgumuupaHo nuue no 3/1MXM Ha eneKkTPoHeH HocuTen unu o
e/IEKTPOHEH NbT Ha efIeKTPOHHATa MoLla, NocoYeHa Karto afpec 3a KOPeCrnoHAeHLUMs, NpuapyXxeH c
MpeBof Ha Ob/Irapckn e3nk oT upMa, CKIUMa 4Orosop ¢ MUHMUCTEPCTBO Ha BbHLUHWUTE paboTu 3a
M3BbPLUBaHE Ha O(hMLMaTHN NPeBOAW. M1306poeHnTe SOKYMEHTU Ce NPeLCTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT /ie4ebHOTO 3aBefeHWe - Bb3NOXWTeN. lMpu credBawy LOCTaBKM Ha NIeKapCTBEHU
MPOAYKTM OT CbLlaTa NapTuaa, CepTUUKaTLT He ce NpeacTaBs.
(3 B cnyuyait Ha HeobxoAMMOCT OT cnewHa pgoctaBka, JIEUEBHOTO 3ABEAEHUE -
BB3NOXWTE/T nocoysa M3PUYHO B 3asBKaTa, Ye € HeobXxoaumo fa 6bfe M3BbpLUEHA CreLlHa
foctaBka. B T03u cnyyaid, focTaBKata cnefsa fa 6be M3BbpLUeHa J0 6 4yaca OT MonydaBaHe Ha
3adBKaTa M 3a KO/IM4YecTBata WM OMaKOBKWUTE (CbOOpPa3HO KOHKPETHWUTE JfIeKapCTBEHW MPOAYKTH,
MOCOYEHWN B TEXHUYECKOTO MPeL/IoKEHNe Ha U3NMb/IHUTENA), TOYHO ONpPeAeneHun B 3aABKaTa.
(4) NSMNBNHUTEJAT ce 3agb/mkasa, B CPOK 40 1 paboTeH AeH, B C/iyqamMTe Mo an. 2 U B CPOK 1o 1
yac, B c/lyyaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3asfBKa [a YBe4OMW MUCMEHO WK Mo (hakc



NNEYEBHOTO 3ABEAEHNE - Bb3/TOXWTEJ B cnyyaii Ye He MOXe Aja M3BbPLUN J0CTaBKa U
B C/lyyald, Ye He MOXe Aa Crnasv CPOKbT 3a M3BbpLUBaHE Ha [OCTaBKaTa, NpeAaMeT Ha KOHKpeTHaTa
3aBKa.

(5) Kbm patata Ha BCSKA [0OCTaBKa, OCTAaTbYHMAT CPOK HAa FOAHOCT Ha /IEKAPCTBEHUTE MPOAYKTH,
crneppa fa 6buae He no-mansbk oT 40 % /yeTupugeceT Ha CcTo/ OT 06ABEHUA OT NPOU3BOAUTENS.

(6) Kbm paTata Ha BCAKa fOCTaBKa OCTATbUYHMAT CPOK HAa FOAHOCT Ha 6MonpoayKT unn 6uonopobeH
NMPOAYKT, cfeaga Aa 6bvae He no-mManbk ot 20 % /aBafeceT Ha CTO/ OT 06ABEHUA OT NPOU3BOAUTENS.
(7) 3a konunuecTBa AOCTaBeHM WM3BBLH 3asdBKaTta no un. 4, anl, TEYEBHOTO 3ABEAEHUE -
BBb3/TOXWTEJ] HamMa 3aab/PKeHe 3a nnatlaHe.

(8) B cnyyaute no un. 10, an. 7 OT 4OroBopa, CPOKbLT MO an. 2 1 3 3anoysa fJa Teye OT Aarara Ha
nnucmeHoto cernacke Ha JIEYEBHOTO 3ABEAEHWME - Bb3/TOXUNTE.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a MACTO Ha [OCTaBsiHe Ha CTOKMTe MO TO3W [OroBOp Ce OMpefens CnefHws afpec: rp.
Cotwma, yn. ,bsno mope” Ne 8, YMBA/ ,Llapuua MoanHa-ICYN” EAL - otgen ,,bonHnuHa
anTeka”
(2) PuckbT OT cnyyaiHOTO NormMBaHe UK NoBpeXaHe Ha CTOKUTe npeMuHasa Bbpxy JIEUEBEHOTO
SABEAEHWE - BB3/TOXWTEJT oT MOMeHTa Ha MpMeMaHeTo MM Ha MACTOTO Ha [J0CTaBsHe C
npuemartenHo-npefaBaTesieH NPOTOKON.

VI. JATA HA JOCTABAHE HA CTOKUTE
Yn. 6. 3a gata Ha focTaBsHE Ce cumTa Jartata, Ha KOATO CTOKUTE ca [OCTaBEHN [0 ajpeca NnocoyeH B
yn. 5, an. 1, npu ycnosmaTa Ha un. 9, an. 2.

VII1.3AAB/IXKEHNA HA N3NMBIHUTENA
Un. 7. NSMBNHWUTEJNTAT ce 3agb/mkasa:
1 [a poctaBu CTOKWUTE B AOrOBOPeHWs CPoK W faa v npefage Ha IEMEBHOTO 3ABEAEHWE -
BB3/TOXNTEN.
2. [la npefage CTOKWTE, NAaKeTMpaHW U MapKMpaHW B CbOTBETHWUS BWUA, KOMMYECTBO M KayecTBO Ha
MACTOTO Ha JOCTaBsHe.
3. lNpu noannceaHeTo Ha forosopa Aa npeicTaBu:
a) JOKYyMeHTU no yn. 112, an. 1ot 30r1.
6) rapaHumsa 3a U3Nb/HEHWE, B eAHa OT hopmuTe, onpeaeneHn B un. 111, an. 5 ot 3001, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cnep M3TMYaHe CPoKa Ha AOroBopa, KOATO Ce 0CBOO0X/aBa B CPOK 40 60 AHW cneq,
M3MbIHEHME Ha Jorosopa. B cnyyaid, Ye BaIMAHOCTTA Ha rapaHumsaTa n3tuya npeav Aorosopa fa 6bae
n3nunHeH, N3MNbJ/IHNTENAT ce 3agbmkasa fa YALMKM CPOKa Ha Ba/IMAHOCT Ha rapaHumaTta c
TO/IKOBA [IHW, TaKa Ye rapaHumaTa a nokpmea o4YakBaHWsA CPOK 3a U3Mb/HEHME Ha forosopa natoc 60
OHW. [apaHumaTa e B pasmep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AAC v Bb3nM3a Ha
49 679.01 neBa.
(4) Oa poctaBA /fleKapCTBEHWM MPOAYKTM, KOMTO OTroBapAT Ha M3WCKBaHMATA Ha 3akoHa 3a
NeKapCcTBeHUTE NPOAYKTN B XyMaHHaTa mefuuunHa (3/TMXM) - ga nputexxasart Ba/IMAHO paspeLueHune
3a ynotpeba B cTpaHaTa, u3gageHo no pega Ha 3/1MXM wnm PernameHT (EO) Ne 726/ 2004 1. Ha
EBponeickus napnameHT 1 CoBeta /un. 23, anl Ha 3/1MXM/.
(5) Oa pocTaBs NeKapCcTBEHU MPOAYKTM, KOUTO ca BKIKOYeHU B [MpunoxkeHne Ne 2 Ha [o3nTUBHUA
NNeKapCTBEH CMUCHK.
(6) B cnyyait, ye ce npasu NbpBa AOCTaBKa Mo AafieHa napTuia Ha IekapCcTBeH NPOAYKT, Aa NpeacTass
CepTudmkat 3a 0CBOOOXKJaBaHe Ha naptuiara, M3gageH oT KsanupuumpaHo nvue no 3JTMXM Ha
e/IEKTPOHEH HOCWUTEN WM MO eNleKTPOHeH NbT Ha efeKTPOHHATa MoLlla, MocoYeHa Kato ajpec 3a
KOPeCcrnoHAeHUns, MNpuapyXeH C NpPeBof Ha ObArapcku e3vk OT (upma, CKIK4YuMna [Orosop ¢
MWHMCTEPCTBO Ha BbHLUHWTE paboTy 3a M3BbPLUBaHE Ha OhuLMaIHW NPEBOAM.

VIII. SAOB/TIXKXEHNA HA NEYEBHOTO 3ABEAEHUE - BB3/TOXWUTEN
Yn. 8. TEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTE/ ce 3agbnkasa:



1 [a nprieMe JOCTaBEHWTE B CPOK U HA MSCTO CTOKMW, CbOTBETCTBALLY MO BUA, KOMMYECTBO U KaUeCTBO
Ha ONMCaHOTO B HACTOSALLMS [0roBOp.

2. [la 3annatu JoCTaBeHKTe CTOKM MO peda Ha un. 3 OT HacTosLLMS A0roBop.

3. Cnef NpUKOYBaHe M3Mb/HEHWETO Ha OroBopa Aa 0CBOGOAM rapaHLmMsTa 3a U3Mb/iHEHMe, 6e3 aa
[Bb/MKN NIMXBM 33 CPOKA, NPe3 KOMTO CpeAcTBaTa 3aKOHHO ca NPECTOsi/I Y Hero.

IX. MPMEMAHE N NPEJABAHE HA CTOKUTE
Un. 9. (1) NMpunemaHeTo Ha CTOKMTE Ce M3BbPLUBA Ha MACTOTO Ha AOCTaBAHE MOCOYEHO B Un. 5, an. 1
(2 W3NBNHUTENAT wnnm  ynbJHOMOLWEH OT Hero npeacTaBUTeNn WM MNpeacTaBuUTen  Ha
NEYEBHOTO 3ABEAEHUWE - BDB3TOXWTEJ/T nognuceat npuemMaTenHo-npeaasaTesieH
MPOTOKO/, YA0CTOBEPABALL, M0/Ty4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUMN N CPOK HATOAHOCT

Yn. 10. (1) CTokuTe, NpeAMeT Ha HACTOALLMA LOrOBOp, CNefBa fa OTroBapsAT Ha M3MCKBaHMATA Ha Y/l
7,an.4unb.
(2) Kbm pataTta Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE NPOAYKTW, Cnefsa
fa 6bae He no-manbk oT 40 % /yeTupunaeceT Ha CTO/ OT 06SBEHUSA OT NPOU3BOAUTENS.
(3) B cnyyait Ha focTaBKa Ha NeKapCTBEHWSA NPOAYKT C MO - KPaTbK OT JOrOBOPEHUS CPOK Ha FOAHOCT,
Ab/MDKMMaTa HeyCcTolka aa 6bae NpoMeHeHa, KakTo crefga:

0T 39,99% a0 30% - 3 % BbpPXY CTOMHOCTTA Ha JOCTaBKaTa;

0T 29,99% p0 20% - 5 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa;

oT 19,99% no 10% - 7 % BbPXY CTOMHOCTTA Ha [0CTaBKaTa;

nog 10% - 10 % BbPXY CTOMHOCTTa Ha AOCTaBKara.
(4) OCTaTbYHMAT CPOK Ha FOAHOCT Ha 6uonpoaykT /6uonoaobeH NPOAyKT, cnedga fAa 6bAe He no-
Manbk oT 20 % /aBajeceT Ha CTo/ OT 00ABEHUA OT MPOM3BOAMTENA KbM AaTarta Ha BCAKa LOCTaBKa.
(5) B cnyyain Ha flocTaBka Ha 6uonpoayKT/6ruonofobeH NPoAyKT € MO - KPaTbK OT [OrOBOPEHUS CPOK
Ha rofHOCT, Ab/HKMMaTa HeYCTOMKa e KaKTo Criefsa:

0T 19,99% no 10% - 2 % BbpXY CTOMHOCTTA Ha 4OCTaBKaTa,;

0T 9,99% [0 5 % - 4 % BbpXY CTOMHOCTTa Ha A0CTaBKara,;

nog 5% - 6 % BbpPXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHUNE - BBb3/TOXWTEJT MOoxe fa OTKaXe MpUeMaHeTo Ha CTOKUTE,
aKo B [leHsl Ha TAXHOTO MPUCTUraHe WM NpremMaHe OCTaTbYyHMSA CPOK Ha FOAHOCT € Mo - MajibK OT
onpegeneHuna B un. 10, an. 2. n an. 4 MUHUMaEH CPOK Ha FOAHOCT.
(7) OocTaBkaTta Ha NeKapcTBeH NPOAYKT C OCTaTbYeH CPOK Ha rogHOCT no-manbk oT 10 Ha cTo oT
065iBEHNSA OT MPOM3BOAUTENSA U Ha BMONPOAYKT/61MONOA06EH NPOAYKT C OCTaTbYy€H CPOK Ha roHOCT
Nno-MasibK OT 5 Ha CTO OT 006sBEHWS OT NPOW3BOAMTENS Ce M3BbPLUBA CaMO C MUCMEHO Cbrfiacue Ha
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJI 3a KOHKPETHO KOMMYECTBO, ONPeLenieHo OT Hero.
bes n3puyHo nucmeHo cwvrnacue Ha JIEHEBHOTO 3ABEAEHWE - BB3J/TOXKWTEJT cTokuTe
HAMa fa 6baar 3annaLlaHu.
(8) NckaHeTO 3a NUCMEHO cbrnacue, B cnyvamTe Ha an. 7, cnegsa ga noctonu B JIEUEBEHOTO
3SABEOEHWE - Bb3/TOXXWTEN B cpok Ao 1 (eanH) paboTeH AeH OT Mo/slyvaBaHe Ha 3asBKarta.
(9) B cnyvanTe Ha CreLuHn A0CTaBKM NOCOYEHNTE B an. 3 1 a. 5 HeYCTOMKM He ce npunarart.

XI. OTroBOPHOCT SA HETOYHO U3IMb/IHEHWE. PEKNTAMALIN
Yn. 11. (1) NEYEBHOTO 3ABEAEHUE - BBH3/TOXWTEJT MoXe fa npefsBsBa peknamamm
npeg N3MbJ/IHUTENA 3a:
a) KO/IMYECTBO MU HEKOMIMMEKTHOCT Ha CTOKUTE WU/IM TEXHUYECKaTa JOKYMeHTauua (ABHW HeocTaTbLm);
0) Ka4ecTBO (CKpUTK HeaoCcTaTbUM):
- NPV OCTaBAHE Ha CTOKWN He OT [JOrOBOPEHUs BUL, NMOCOYeEH B un. 1;
- NPV KOHCTaTUpaHe Ha AedeKTr npy ynotpeba Ha CTOKUTE.
(2) Peknamaumm 3a IBHM HefocTaTbUy Ha cTokuTe ce npasAt oT JIEHEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefiaBaHETO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, MOAMUCAH U OT
[IBETE CTpaHW.



(3) Peknamaumn 3a CKpUTW HefOCTaTbLM Ce NPaBAT Mpe3 Lenns CPOK Ha roAHOCT Ha AOoCTaBeHuTe
CTOKM, KaTo peKknamauumdaTta ce npuapykasa 3afb/DKUTENIHO OT KOHCTaTMBEH MPOTOKON, MU3JafeH OT
M3nbaHWUTENHATa areHuUma 3a lekapcTeara.

(4 NEYEBHOTO 3ABEAEHVE - BDB3TOXWTE/NT e panbXkHO fa yBedOMW TMUCMEHO
N3MNBTHUNTENA 3a yctaHOoBeHUTe AedpekT B 5 (NeT) AHEBEH CPOK OT KOHCTATMPAHETO WM.

(5) B peknamauuute ce nocoysa HOMepPbT Ha LOroBOpa, TOYHOTO KO/IMYECTBO Ha MOJSTyYEHUTE CTOKU C
TEXHWSA NapTUAEH HOMep, OCHOBaHMETO 3a peKnamMauvs U KOHKPeTHOTO McKaHe Ha JIEYHEBHOTO
3ABEAEHWE - Bb3/TOXKXWTE.

(6) B 5 (net) gHeBeH cpoK OT nofy4vaBaHe Ha peknamauusata, NW3MbINHUTENIAT cnegsa ga
otroBopy Ha JIEUHEBHOTO 3ABEAEHWE - BDB3/TOXKWTEJT NUCMEHO W KOHKPETHO Aasiu
npuemMa peknamauuaTa uim 9 OTXBbLPAS.

(7) Mpu peknamaums 3a ABHU HegocTaTbum USMBAHUTENTAT e anbXeH B CPOK OT 2 pabOTHN AHK
OT MNONyvyaBaHe Ha peknamauuATa 3a CBOS CMeTKa M pPUCK [a [LOCTaBM Ha MACTOTO Ha [OCTaBsiHe
KONMYeCTBOTO INMCBALLN B fOCTaBKaTa / HEKOMIMIEKTHWN [JOrOBOPEHMW CTOKW.

(8) Mpw peknamauus 3a CKpUTKM HefocTaTbuM, B cnydad ye W3MBAHWUTENAT e npuen
peknamaumsTa, CbWwmAT e aibkeH B 10 (deceT) AHEBEH CPOK OT MO/SyyaBaHeTO M fa 3ameHu
[OCTaBeHNTe HeLOroBOpeHW Mo BUA / [e(eKTHN CTOKM 3a CBOS CMETKa WU PUCK WM MO MNpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BDB3/TOXXWTEJ/T pa BbpHe CbOTBETHaTa YacT OT 3arsareHara
LieHa, BeHO C Ab/DKUMUTE NTINXBU.

(9) M1360pbT Ha MOCOYEHUTE MO-rope Bb3MOXHOCTY [a Ce BbpHE CbOTBETHATA YacT OT M/aTeHOTO WK
[la ce foCTaBAT HOBKM CTOKM npuHaanexun Ha JIEYEBEHOTO 3ABEAEHWE - BB3J/TOXKWUTE/ wn ce
ynpaxHsBa OT Hero nog opmara Ha nucMeHo ysegomseHue go N3MbAHWUTEJIA, kato pasxoauTe
N PUCKOBETEe N0 HOBOTO A0CTaBsiHe ca 3a cmeTka Ha 3Mb/THUTENA.

(10) CrokuTte, npegMeT Ha peknamaums ce cbxpaHssar ot JIEUEBHOTO S3ABEAEHUVE -
BB3/TOXKWUTEJ o ypexaaHe Ha peknamauunTe.

XIl. OTTOBOPHOCT NP HEN3MbJ/IHEHWE
Yn. 12. (1) 3a Hem3nb/IHEHME Ha 384b/HKEHMATA C MO HACTOALLMSA AOrOBOP C M3K/IHOUYEeHMEe Ha Te3un no
un. 10, an. 2 n an. 4, UBNBNHUTENAT abmku HeycToiika B pasmep Ha 0.5 % Ha AeH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3adBka, HO He nosedve oT 10 % (deceT NpOLEHTA) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTO WM 06e3lleTeHne 3a MNPEeTbprieHnTe [LeiCTBUTENHW Bpeau B ClyyauTe,
Korato Te HaaxXBbpnAaT [OroBopeHaTa HeycToilka. B cnyyaute no un. 4, an. 3, nocoyeHara B
NPeaXo4HOTO M3peyeHre HeycToika B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Npocpoyne, HO He
noseye oT 10 % (geceT MpoLEHTa) OT CTOMHOCTTA Ha KOHKpEeTHaTa 3asiBKa, KaKTo U 06e3LleTeHne 3a
npeTbpreHnTe AeACTBUTE/NIHW BPeAW B C/lyYauTe, KOraTto Te HaaXBbpAT LOrOBOpeHaTa HeyCToKa.
(2) Korato npu Hanmuve Ha peknamauun, 3MBHUTENAT He U3NbAHW 334b/DKEHUATA CU MO
pasgen Xl OT HacToAWMA [OroBOp B CPOK, CbwmMAT Ab/ku Ha JIEHEBHOTO 3ABEAEHWE-
BB3/TOXKWTEJT HeycToilka B pa3mep Ha 2 % OT LeHaTa Ha CTOKMTE, 3a KOMTO Ca HamnpaBeHU
peknaMauunTe.
(3) TIEYEBHOTO 3ABEAEHWE - BB3TOXWTEJ yaosnetBopsBa MPETEHUUNTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anfawjaHe Ha HeyCcTOWKWTe OT CcTpaHa Ha
N3MNBJTHUTEJIA kaTo 3agbpxKa rapaHumaTa 3a u3nb/HeHue no y. 7, an. 3, bykea “6” oT LOroeopa,
KaTo npegnpvemMa AeMcTBMS 3a HEMHOTO YCBOsIBaHE. B cnywvail, ye CTOMHOCTTa Ha rapaHumsTta 3a
M3MNb/IHEHWE HE MOKpMBa BCUYKM AbmKMMU 0T M3MBJHWUTENA Heyctoiku, NEYEBEHOTO
SABEOEHUWE - BB3/TOXWTEJ/T npuxsawa AbMKUMUTE CYMUM OT HACPELHW NnallaHua KbM
N3MNbAHNTENSA.
(4) NMpwn Tpy NbTK BUHOBHA 3ab6aBa Ha N3MbJIHUTEA, npogb/mkuna ¢ noBeye OT MosoBUHATA OT
CpOKa 3a WM3Nb/IHEHME Ha CbLOTBETHOTO 33af4b/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHVE - BDB3/TOXWMTE/ vma npaBo fa Npekpaty Aoroesopa efHOCTpaHHO C 15-AHeBHO
npeansBecTue.
(5) NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJI nma npaBo Aa nNpekpaTn eaHOCTPaHHO 1 6e3
NpeAn3BeCcTe HACTOSALLMSA AOroBOP B CyYaih Ha CUCTEMHO HETOYHO U3Mb/IHEHWME Ha 3afb/DKEHUATA OT



N3MB/THNTENA wn npeasseHW noBeye OT TPU peknamaumMm B paMKuTe Ha Tpu Meceua OT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ no pefa Ha rnasa Xl.

(6) B cnyuyait, ye no otHoweHue Ha N3MB/THUTENA HacTbnaT obcToATeNCcTBaTa NO Y. 54, an. 1,
m un. 55, an. 1 oT 3akoHa 3a o6uecTBeHUTe nopbyku, JIEHEBHOTO 3ABELEHWE-
BBH3NNOXWTEJ/T vma npaBo fa nNpekpatu eAHOCTPaHHO HacToswms Aorosop, 6e3 MnMCMeHo
npegmnsBecTue u 6e3 fa Ab/MHKU HEYCTONKN.

(7) Mpn HemsNbAHEHWe Ha 3adb/KeHneto cu no yn.3, an2, JIEUEBHOTO 3ABEAEHUE -
BB3NOXUTEN abmxkn Ha U3MBTHUNTEA HeycToliKa B pasmep Ha 0.1% (Hyna usno v eavH Ha
CTO0) OT LleHaTa Ha M3BbpLLEHATa JOCTaBKa 3a BCEKM AeH 3abaBa, HO He moBeye OT 5 % (neT Ha CTo) OT
CTOMHOCTTa Ha flocTaBKara.

X1, ®OPCMAXOPHWN OBCTOATEJ/ICTBA
Yn. 13 (1) CtpaHuTe N0 HaCTOSALMSA [OrOBOP He Ab/KAT 00E3LIETEHME 3a NOHECEHW BpPeaun 1 3aryou,
aKo rnocnefHUTe ca NPUYMHEHN B pe3ynTaT Ha HenpeoLoMMa cuna.
(2) Ako cTpaHaTa, KoATO € CeABasio [a U3Mb/IHW CBOE 3afb/DKEHMe MO [0roBopa e 6una B 3abasa, TS
He MOXKe [ia Ce N030BaBa Ha HemnpeoLoMMa cuna.
(3) “Henpeogonuma cmna” no CMUCHA Ha TO3M [OroBOP € HenpeaBUAEHO W/UAv HenpeaoTBPaTUMO
CbOUTME OT U3BBLHPEEH XapaKTep, Bb3HUKHAIO CMef CKIKUYBAHETO Ha A0roBopa.
(4) CrpaHaTa, 3acerHaTa OT HenpeofonMma cwna, € ANbXHa [a Mpeanpueme BCUUKWU AEUCTBUA €
rpvata Ha f0o6bp CTOMAHWH, 3a Ja Hamanu A0 MUHUMYM MOHECEHUTE Bpeau M 3arybu, KakTo v ga
yBe4oMU MUCMEHO ApyraTta CTpaHa B 7-4HeBEH CPOK OT HAaCTbLNBAHETO Ha HenpeogonumaTa cuna. MNpu
HeyBeZlOMsBaHe B MOCOYEHUA B MNPEOXOAHOTO W3peyeHMe CPOK Ce [Ab/MKW  00esleTeHne 3a
HacTbNUAIWTE OT TOBa Bpeau. Henpeojonumara cuna Ce f[OKasBa OT 3acerHarara CTpaHa CbC
ceptTudumkar 3a PopcMakop, n3fageH no CbLOTBETHWUA pef OT KOMMETEHTHUSA OpraH B AbpkaBaTta, B
KOSITO Cca HaCTbNUIN POPCMaXKOPHUTE 06CTOATENCTBA.
(5) Ookato Tpae HenpeogonmMmaTta Cwia, W3MNb/IHEHNETO Ha 3aAb/DKEHUATA W CBbP3aHUTE C THAX
HacpeLLHM 3ab/HKEHNS Ce Crnmpa.
(6) He npeactaensia “Henpeogonnma cuna” CcboUTME, MPUUMHEHO MO HEOPEXHOCT WAM upe3
YMULLNIEHO AENCTBME Ha HSAKOSI OT CTPaHUTE WM TeXHW MPeACTaBUTENN WU/UNW CNYXXUTENN, KaKTo U
HegocTura Ha napuyHu cpeactea Ha W3MBJIHWTENA wn NTEYEBHOTO 3ABEAEHUE -
BBb3/TOXKXUTE.

XIV. CINOPOBE

Un.14. (1) Bb3HUKHaNMTe Mnpe3 BPeMETPAeHETO Ha AOroBopa CropoBe M pasHOrnacusa Mexay CTpaHuTe
Ce peLuaBaT 4pe3 Mperosopu mexpy Tax. ocTurHatuTe [OrOBOPEHOCTU Ce O(OPMAT B MMUCMEHA
(hopma 1 ce npeBpbLLAT B Hepasze/iHa vacT oT 40rosopa.

(2) B cnyyain Ha HenocTUraHe Ha [OroBOPEHOCT MO MPeAX0AHUS YeH, BCUYKX CNOpPOoBe, NOPOAEHN OT
TO3M [10roBOP WM OTHACALLM Ce A0 HEro, BK/IKOUMTE/THO CMOPOBETE, NMOPOAEHU OT WM OTHACALM ce [0
HEroBOTO Tb/IKyBaHe, HeAeCTBUTENIHOCT, HEU3Mb/IHEHME WX NpekpaTsBaHe Lie 6baaT paspeLuaBaHm
crnopef 6bArapckuTe MatepuanHy 1 NpoLecyasiHn 3aKOHU OT KOMMETEHTHMSA CbA No peaa Ha K.

XV. CbOBLWEHNA

Un. 15. (1) Bcuukn cbobLieHnst Mexay CTpaHuTe, CBbP3aHu C M3Mb/HEHWETO Ha TO3M [0roBop ca
Ba/MAHM, aKO ca HanpaBeHW B NUCMeHa popMa v ca NoAMNMcaHn OT YMb/IHOMOLLEHUTE NPeLCTaBUTeNN
Ha M3MNBAHUTENA nnn NEYEEHOTO 3ABEAEHUE - BB3/TOXXWUTEN
(2) 3apata Ha CbOOLLEHMETO Ce cMATa:
S fatarta Ha npejaBaHeTo - Mpy PbYHO NpefaBaHe Ha CbOOLLEHWETO;
S fiataTa Ha MoLLEeHCKOTO K/ieiiMO Ha obpaTHaTa pasnucka - npu uanpataHe no nowara;
L)) filatata Ha nprvemMaHeTo - npu n3npatlaHe no gakc nav e-mail.
(3) 3a BamgHM agpecy 3a NpuemMaHe Ha CbOOLEHUS M 6aHKOBM CMETKW, CBbP3aHW € HacTOoALLMS
[0roBop ce cMATar:

3A MNBNMHNTENA:



agpec: rp.Cotus-1618, 6yn.”bbarapmsa™ Ne 118, ten: 02 8549701, dakc: 02 9532622, e-mail:
zop@altaph.eu

6aHKoBa cMeTKa, nocoyeHa ot I3MNb/IHUTENA: BIC koa: UNCRBGSF
IBAN: BG83UNCR76301078712175

3AJIEHUEBHOTO 3ABEAEHUME- Bb3/TOXWUTEJT:

rp. Cotus, yn. ,.bano mope” Ne 8, orgen ,,bonHu4yHa anteka”, Ten 02 9432429, (akc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpy npomMsiHa Ha NocoyeHUs Mo af. 3 agpec WM 6aHKOBa CMETKa CbOTBETHATa CTpaHa e A/TbXKHa
[la yBefJoMy apyraTa B TPUAHEBEH CPOK OT NpoMsHaTa.

XVI. APYTW YCNOBUA
Un. 16. (1) MpaBaTa M 33aAb/DKEHUATA MO HACTOALLMSA [OrOBOP He Mmorat ga ce Mpexsbpnar
elHOCTPaHHO Ha TPeTU nMua U Nojo6HM akToBe He nopaXkaaTr MpaBHO AeicTBME 6e3 MUCMEHOTO
cbrnacue Ha gpyrara cTpaHa, OCBeH B CiyyauTe Ha obesneyasaHe (rapaHTvpaHe) Ha 3af4b/DKEHUS MO
6aHKOBM KpeauTy.
(20 3a HeypefeHuTe BBMPOCM B HACTOAWMSA [OroBop Ce npwnara [eicTBalloTOo 6barapcko
3aKOHOAATEe/NCTBO.

XVII. NOAN3MB/THUTE/TN-HENPUIOXUMO
(Npuno>kMMo camo B cliyyanTe, B KOUTO K3bpaHus 3a U3NbIHUTEN yYacTHUK e MOCoUun, e Lue
non3ea NnoAu3NbAHNTENN, NPW CKNOYBAHE HAPAMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3NBNIHNTENWNTE Tpsa6Ba Aa OTroBapsAT Ha CbOTBETHUTE KpUTepun 3a nogbop
Cbo6pasHo BMAA M [iena OT Nnopbykata, KOWTO LLe U3Mb/IHABAT, M 3a TAX Aa He ca Ha/lnLle OCHOBaHWS 3a
OTCTpaHsaBaHe OT npoLeaypara.
(20 NEYEBHOTO 3ABELEHWVE - BB3/TOXWNTEJ mnsnckea 3amsaHa Ha MOAN3MBJTHNTE,
KOMTO He 0TroBaps Ha ycnosumsTa no an.l.
(3) Korato yacTTa OT nopbykarta, Kosto ce m3nbaHasa ot NMOAN3MBIHWUTE, moxe ga 6bae
npegageHa kato otgeneH obekt Ha N3MBHUTENA wam Ha NEYEBEHOTO 3ABEAEHUE -
BBb3/TOXXWTE/I, nocneaHns 3annawa Bb3HarpaxaeHve 3a tasun yact Ha MOAN3Mb/IHUNTENA.
(4) PasnnawaHmaTa nNo ag. 3 Ce OCblecTBABaT Bb3 OCHOBa Ha WCKaHe, OTNpaBeHO OT
NnoAM3NBIIHUTENA po JNEYEBHOTO 3ABEAEHVE - BbB3/IOXKWTE/T  upes
N3MNBNHUNTEJIA, KOWTO € ANbXeH fa ro npeaocTaBy Ha Bb3NOXWTENS B 15-AHEBEH CPOK OT
nonyyaBaHeTo My.
(5) KbMm nckaHeTo no an. 3 U3MBJIHUTENAT npefocTass CTaHOBULLE, OT KOETO Aa € BUAHO fJau
ocrnopsa nnallaHuaTa UM Y4acT OT TAX KaTO HEAL/HKUMMU.
(6) NTEYEBHOTO 3ABEAEHWE - BB3J/TOXKWTEJ/ vma npaBo fa OTKaxe naiaHe no an. 3,
KOraTo MCKaHeTo 3a nJaLlaHe e OCrMopeHo, O MOMEHTA Ha OTCTPaHABaHe Ha NpuyMHaTa 3a 0TKasa.
(7) HesaBucumo ot m3nonssaHeto Ha MOAU3MB/IHUTE/IM OTroBopHOCTTa 3a M3Mb/IHEHME Ha
fgorosopa e Ha U3MBJTHUTENA.

XVIII. BAKTIOUYNTE/THW PA3IMOPEABU

Yn. 18. (1) MNpmn cbCTaBAHETO HA HACTOALLMA AOrOBOP Ce NMpefcTaBmxa CNefHUTe JOKYMEHTU:
JokymeHTr no un. 112 ot 30IT,
Jeknapauma no yn. 55, an. 6 ot 3/IMXM (Korato e nNpuIoXKmMmMo);
["apaHLMA 3a U3MbHEHWE;

TexHnyecko 1 LieHoBO Npea/ioXkeHne, HepasfenHa YacT oT LOroBopa,;
Yy Jeknapaumy no SMUAIM.  /
(2) HacToAwmaT forosop ce CbCTasu B TPY €4HO006pa3HM ek3eMnispa Ha 6b/rapckm esunk - eauH 3a
N3MbNHWNTENA v aa 3a TIEHEBEHOTO 3A3RFI1FHI/IF - Bb3/TOXKUNTE

aJInycHa

€
NEYEBHO 3ABEJEHWE - Bb3/10XXUTE/MHbopManus N3MbJIHNTEN:

Yy
Yy
Yy
Yy

3anuuena nHbopManus 3annueHa
nHpopManus
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concentrate for

L01BA01 Methotrexate napeHTepanHa solution for infusion mg BanvpeH 0,023397 0,028076 1200000 28076,00 33691,20
LOIXEO5  Sorafenib :Bef;::”“a mg Bamged 0232333  0,278800 1792000 416341,33 499609,60
LOIXEL0  Everolimus ::f;;:‘””a 5 mg/10 mg mg Sawgen 7880143 9456172 24000 18912344 226948,13
L02BB04  Enzalutamide :Be:;ﬁ;””a mg Bamged  1,141101  1,369321 896000 102242635 1226911,62

1655967,12 1987160,54
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L0O2BB04 Enzalutamide nepopanta
TBbpAA
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Accord
Healthcare
Polska Sp. z.0.0.,
Monwa

Ebewe Pharma
GmbH. N.fg. KG,,
ABCTpUA

Bayer AG,
lepmaHua

KRKA, d.d.,
CrnoseHus
Mylan Ireland
Limited,
WpnaHans
Novartis
Europharm
Limited,
WpnaHans

Teva B.V.,
HupepnaHana

Astellas Pharma
Europe B.V.,
HupepnaHans

Tbproscko
HaumeHoBaHue

METHOTREXATE
"EBEWE"

Nexavar

Afinitor

Afinitor

Xtandi
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BO
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100
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200

10

40

40
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mg 1
mg 112
mg 30-
mg 30
mg 112
mg 112
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