NIOrOBOP
3A JOCTABKA HA JIEKAPCTBEHU MPOLYKTU

OHec, ... 2 0 r.,Brp. Codus, mexay:

YMEBAN"Uapuua WoaHHa-UCYN"EA[, CwC cefaivlie M agpec Ha ynpasneHue B rp.
Codusi, paioH "O6opuie”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcTaBnsaBaHo oT npod. A-p boliko Meoprues Kopykos, A.M,- VI3MbAHUTENEH AMPEKTOP, HapnyaHo
no-gony 3a kparkocT ,,JIEHEEHO 3ABEAEHWE - Bb3J/TOXXWTEJI” oT efHa cTpaHa

n

“MELOEKC” OO/ cbc ceganvmiie 1 agpec Ha ynpasneHue obnact Cous-1252, c. CBeToBpayeHe;
yn. "Yasaap BoiiBoga" Ne 48, Ten: 02 4051924, dakc 02 4051899, EMK 131268894 npeacTtasnsiBaHO
ot Emun [laHeB - ynpaBuTen, HapuyaHo no-gony 3a KpatkocT ,,MI3MbJ/IHUTEJ” oT gpyra ctpaHa,

Ha OCHOoBaHMe un. 112 oT 3akoHa 3a 06LlecTBeHUTE nopbykn (30U), BbB Bpb3Ka C NPOBeAEH
BbTPELLEH KOHKYPEHTEH M360p no PamkoBo criopasymeHne Ne P1-11-270 ce CKNKOUM HaCTOALMSA
[lOroBop 3a CNnefHoTOo:

I. MPEAMET N CPOK HA JOIMOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWVE - BbB3/TOXWTEN Bb3nara, a U3MBAHUTENIAT ce
3aAb/KaBa [a U3BbLPLLY JOCTaBKa Ha CNeHMTe NeKapcTBeHU NpoayKTy oT O60co6eHa nosuums Ne 1:

ATC INN H M Heobxoaum
auvH Ha NpuoXeHue ! ApKa 6O/ MADKM
BO3XAO01 erythropoietin {Epoetin alfa) napeHTepaiHa Mu 31200000
BO3XA02 Darbepoetin alfa napeHTepaiHa meg 98000
LO1AAO09 Bendamustine napeHTepaiHa mg 4000
LO1BCO1 Cytarabine napeHTepanHa mg 800000
LO1BC53 Tegafur, Gimeracil, Oteracil nepopasiHa TBbpAa tabl 840
LO1XCO2 Rituximab napeHTepasHa mg 34000

(2) AoroBopbT BM3a B cunia OT fJaTata Ha MOAMUCBAHETO My OT [BETe CTPaHM M € CbC CPOK [0
31.12.2021 .

(3) Ha ocHoBaHue un. 112, an. 6 ot 30l gorosopsT BAKM3a B cunia ot 02.12.2020 r. 3a NPOAyKTUTE C
ATC B03XA01, B03XA02, L01BCO1, L0O1BC53, LO1XCO02.

Il. LEHW W OBLLA CTOVMHOCT HA IOCTABKUTE MO AOrOBOPA
Un. 2. (1) LeHata Ha cTokMTe Mo 4n.l e CbrnacHo LeHOBO npep/ioxkeHne Ha N3Mb/IHUTENA,
HepasfenHa 4acT OT 40roBopa.
(2) LleHaTa BKtOYBA CTOMHOCTTA Ha CTOKATa, OMAaKOBKa, 3aCTpaxoBKa 1 TpaHcnopT ao JIEYEBEHOTO
SABEAEHWE - BB3J/TOXKWUTEJT npy MMUHUMaNEH CPOK Ha rofHOCT He no-KpatbkK ot 40 % ot
065BeHMS OT NPOM3BOANTENS 3a IEKAPCTBEHUTE NPOAYKTN UM He NO-KpaTbK oT 20 % OT 061BEHNS OT
NPOW3BOAMTENS 33 BMOMPOAYKTUTE UM 6MONOA06HMTE NPOAYKTUN. MUHUMaIHUAT CPOK Ha FOAHOCT ce
onpeens KbM Jatarta Ha BCAKa J0CTaBKa Ha 1eKapCTBeH MPOAYKT.
(3) Obuiata CTOMHOCT Ha AOCTaBKUTE MO Aorosopa e Ao 516 852,78 nesa 6e3 BkawoueH AAC n ao
620 223,34 neBa c BknoyeH A4C.
(4) UeHaTa no gorosopa e kcupaHa, He NOAJIEXN Ha NPOMsHA 3a CPOKa Ha [eACTBME Ha [OroBopa,
0CBeH B Cc/nyyauTe Ha 116 ot 30r1.
(5) B cnyuait, ye npe3 BpeMeTO Ha [eiiCTBUE Ha CbOTBETHUSA JOrOBOP CTOMHOCTTA, KOATO
3annawa ¢ ny6myHn cpeacTsa Ha 1eKapcTBeHU NPOAYKTW OT MO3UTUBHUA NeKapCTBEH
Nno-HMUCKa OT [OroBOpeHara, /leyeOHOTO 3aBefleHWe -  Bb3/IOXKWUTEN  6e3yC/IOBHO
NeKapCTBEHUTE NPOAYKTU Ha NO-HUCKATa CTOMHOCT, CHMTAHO OT:



- [Jatata Ha B/M3aHe B CWNa Ha pPeWeHWeTo Ha HauuMoHa/IHMA CbBET MO LEHU U
pemmoypcupaHe Ha nekapcteeHmTe npoayktn ( HCLPM);

- [paTaTa Ha akTyanusauusaTta Ha [No3uTUBHUA NeKapCTBEH CMUCHK MO pefa Ha un. 57, an. 1ot
Hapenb6ata 3a ycnosusaTa, MpaBwnata M pefa 3a pPerynvMpaHe v peructpupaHe Ha LEHWUTE Ha
nekapcteeHWUTe npoayktn (HYTMPPPLJIM) 3a nekapCTBeHWUTe MPOAYKTW € HamaseHa CTOMHOCT 3a
OMaKoBKa, 134mcneHa Ha 6a3a peepeHTHa CTOMHOCT.

B cnyyante no npeaxoAHOTO M3peYeHue, CTOMHOCTTa Ce onpedens KbM MOMEHTa Ha
[locTaBKara (noAnuceaHe Ha NpueMo-npeaasartesieH NPOTOKoN).

. ycnosmd n HAUYMH HA NAALWAHE

Un. 3 (1) MnawaHeTo no HacTosLWMSA [0roBop Ce OCbLUECTBSIBa Upe3 6aHKOB NPEeBOA OT CTpaHa Ha
NEYEBHO 3ABEAEHWVE - BBb3/TOXWTEJT no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNbJTHUTENA.
(2) 3annaw@aHeTo Ha CTOKUTe NO [0roBopa Ce M3BbpLUBA OT/IOXKEHO B CPOK A0 60 /wectaecetus/ aeH,
cnep npeAcraBaHe Ha CnefiHUTe JOKYMEHTH:

1 [octaBHa (hakTypa, CbCTaBeHa CbrnacHo manckeaHusaTa Ha 344C v MMN344C;

2. [MpuematenHo-npenasaTeHN NPOTOKONN;
(3) B cnyuaid, ye nocoyeHUTe B un. 3, an. 2 AOKYMEHTU Ca HEpPefoOBHW UM HE Ca KOMMEKTOBAHMU,
cblmTe ce Bpbuwat Ha N3MBJTHUTEJTA e npuemartenHo - npefasartesieH MPOTOKO/ 3a U3npasBsaHe
Ha HepegHocTMTe. CpoKbLT MO Yn.3, an. 2. 3anoysa Aa Teye OT AaTaTa Ha NpPeACTaBAHETO Ha Noc/eaHNUs
N3UCKYEM Ce JOKYMEHT.
(4) Mpwn dakTypupaHe Ha 3asBeHUTE KONNYECTBA IEKAPCTBEHN MPOAYKTU, MO BCAKA OTAe/IHA 3asBKa,
LleHaTa Ha OMakoBKa He cneflBa Aa HafBuLlaBa onpegeneHata B [M03UTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHWSI /IEKAPCTBEH MPOAYKT. B
Cfyyail Ha M3YUCNSABaHE Ha CTOWHOCT MO-BMCOKa OT pepepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMSI IEKAPCTBEH MPOAYKT, CTOMHOCTTA Ce HaMa/siBa M 3annaila A0 CTOMHOCTTa Ha OrnakoBKa
onpegeneHa B No3MTUBHNA NeKapCTBEH CNNCHK- MNpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABEAEHWE - Bb3/TOXKUNTEJ 3a988a HEO6X0ANMUTE MY KO/IMYECTBA
c nucmeHa 3aaBka go W3MNBb/IHATEJIA. 3adaBkata ce BpbyBa /IMYHO Cpewly noanuc Ha
N3MBJ/THATENTA nnamM ynbHOMOLLEHO OT HEro nuue Wam ce m3npawa e npenopbyaHo MUcMo C
obpaTHa pa3nucka, no akc Wam no eleKTPOHeH MbT.
(2) Bcsika oTgenHa AocTtaBka, cnefsa Aa Obfe [AOCTaBeHa B CPOK A0 7 KalleHAapHW AHW cneq
nonyyasaHe Ha 3aaBkaTta oT JIEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJI 1 3a KonnyecTsara u
OrnakoBkuTe (CbOOpPasHO KOHKPETHUTE JfIeKapCTBEHM MPOAYKTW, MOCOYEHUM B TEXHUYECKOTO
npessioKeHWe Ha W3MbAHUTENSA), TOYHO OMpeAeneHW B 3asBkata. B cnyyaid, ye ce npaBu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha fiekapcTBeH MPOAYKT, ce npeactaBs CepTugmkar 3a 0CBO6OXJaBaHe
Ha naptugarta, m3gageH OT KsasmgpuumpaHo nvue no 3/1MNMXM Ha efneKTpOHeH HOCUTeN wuau no
e/IEKTPOHEeH NbT Ha efleKTPOHHAaTa MoLla, NocoYeHa Kato ajpec 3a KOPeCcnoHAeHLUMs, NMPUApYXeH C
NpeBof Ha Ob/Irapckn e3nk OT rpMa, CKIUMNa forosop ¢ MMHUCTEPCTBO Ha BLHLLIHUTE paboTu 3a
M3BbPLUBaHE Ha O(hULMaNHN NpeBoan. M36poeHnTe LOKYMEHTU Ce NPeAcTaBsaT B CbOTBETHOTO 3BEHO,
ornpefeneHo OT Ne4yebHOTO 3aBefieHVe - Bb3NOXMTeN. pu credBawy AOCTaBKM Ha NeKapCTBEHM
NMPOAYKTKN OT CbLyaTa NapTuaa, CEPTUMMKATLT He Ce MpeacTass.
(3 B cnyuyain Ha HeobxogMmocT OT crewHa pgoctaska, JIEHEBHOTO 3ABEAEHUE -
BBH3/TOXWTEJT nocoyBa M3pUYHO B 3asiBKaTa, Ye € HeobXoaumo Aa 6bAe M3BbpLUEHA CrellHa
focTaBka. B T03M cnyvai, goctaBkarta cnefga fa Obfe M3BbpLUeHa A0 6 yaca OT nosyvaBaHe Ha
3afBKaTa M 3a KO/IMYecTBaTa M OMaKOBKWUTE (CbOOPA3HO KOHKPETHWUTE JIeKapCTBEHU MNPOAYKTY,
MOCOYEHUN B TEXHUYECKOTO MPeL/IoKEHNE HA U3MBHUTENA), TOYHO OMNpesesieHn B 3asBKara.
(4) NSNBNAHWUTENAT ce 3aab/mkasa, B CPOK 40 1 paboTeH AeH, B CyyanTe no an. 2 v B CPoK o 1
yac, B clyyamte Ha an. 3, cnef NnosyvyaBaHETO Ha BCAKa 3asdBKa [Ja yBeAOMW MUCMEHO MW MO
NEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWNTEJ B cnyyali Ye He MOXe [ia U3BbPLUM
B C/lyyail, Ye He MOXe [a Crasu CPOKbT 3a M3BbPLUBAHE Ha [JOCTaBKaTa, NpeaMeT Ha
3asBKa.



(5) Kbvm pataTa Ha BCsiKa [0CTaBKa, OCTaTbYHMAT CPOK HAa FOAHOCT Ha JIEKApCTBEHUTE MPOAYKTY,
cneapa aa 6be He No-ManbK oT 40 % /4eTMpuaeceT Ha CTo/ OT 065BEHMSI OT NPOU3BOAUTENS.

(6) Kbm paTaTa Ha BCSiKa [OCTaBKa OCTATbYHUSAT CPOK Ha FOAHOCT Ha 6MONPOAYKT man 6ruonoao6eH
NPOAYKT, cnefpa fa 6bae He no-manbk oT 20 % /gBafeceT Ha CTO/ OT 06ABEHUS OT NPOU3BOAUTENS.
(7) 3a konuyecTBa [oCTaBeHW M3BLH 3asBKata no un. 4, an.l, TEYEBHOTO 3ABELEHUE -
BBb3/TOXKWTEJT HAMa 3aab/mKeHMe 3a naLlaHe.

(8) B cnyyante no un. 10, an. 7 oT AOroBopa, CPOKbLT MO an. 2 1 3 3arnoysa Aa Teye OT jJararta Ha
nnucmeHoto cwvrnacne Ha JIEYUEBHOTO 3ABEAEHWE - BB3/TOXWUTE.

V. MACTO HA JOCTABAHE
Yn. 5. (1) 3a mMACTO Ha goCTaBsHE Ha CTOKWUTE MO TO3M [OroBOp Ce Onpeaens ChnefHus afpec: rp.
Cotwmsa, yn. ,,6ano mope” Ne 8, YMBAJ , Llapuua MoanHa-ICYN” EALL - otgen ,,bonHnuHa
anTeka”
(2) PuckbT OT cny4yaliHOTO NOrvMBaHe MW MOBpeXdaHe Ha CTOKUTe npemmnHasa Bbpxy JIEUEBHOTO
SABEOEHWE - BB3/IOXWTEJ/T 0T MOMEHTa Ha NPUEMAHETO MM Ha MACTOTO Ha AOCTaBAHE C
npuematenHo-npeaasarteneH NPoOTOKON.

VI. AATA HA AOCTABAHE HA CTOKWNTE
Un. 6. 3a gata Ha focTaBsHe Ce cyuTa fartara, Ha KOATO CTOKWUTE ca [OCTaBeHW A0 afpeca NnocoYeH B
un. 5, an. 1, npu ycnosuata Ha un. 9, an. 2.

VII.3AAB/IKEHVA HA U3MBbTHNTENA
Un. 7. NSMBNHWUTEJNTAT ce 3agb/mxasa:
1 [a pfoctaBu CTOKUTe B AOrOBOPeHWs CPoK M fa rv npepate Ha IEHEBHOTO 3ABEAEHWE -
BB3/TOXXUNTEN.
2. [a npefane CTOKMTe, NMakeTUpPaHW U MapKupaHu B CLOTBETHUA BUA, KONNYECTBO M KauyeCTBO Ha
MACTOTO Ha JOCTaBsHe.
3. lNpu noannceaHeTo Ha LOroBopa Aa NpeicTaBu:
a) LOKyMeHTU no yn. 112, an. 1ot 30TI1.
0) rapaHumsa 3a U3Nb/HEHWE, B eAHa OT (opmuTe, onpedeneHn B yn. 111, an. 5 ot 30I1, CbC CPOK Ha
BafMAHOCT 60 AHM cnef M3TMYaHe CPOKa Ha A0roBopa, KOATO Ce 0CBOOOXJaBa B CPOK 40 60 AHM cnep
M3MbJIHEHME Ha Aorosopa. B cnyyaild, ye Ba/IMAHOCTTA Ha rapaHUmMsTa u3tuya npeaun foroeopa fa 6vae
n3nbvnHeH, N3MbJIHUTEJTAT ce 3agb/kasa Aa YAL/DKA CPOKa Ha BaMAHOCT Ha rapaHumsaTa C
TO/IKOBa [JHW, TaKa 4e rapaHumATa fa NOKpMBa 04YaKBaHUA CPOK 3a U3NbJIHEHME Ha forosopa natoc 60
AHW. TapaHuunsATa e B pasmep Ha 3% OT CTOWHOCTTa Ha gorosopa 6e3 AAC u Bb3nM3a Ha 15
505,58 nes.a.
(4) [Oa poctaBA /f1leKapCTBEHU MPOAYKTW, KOUTO OTrOBapAT Ha W3MCKBaHMATa Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTU B XyMaHHaTa meguunHa (3/1MXM) - fa npuTexkasaT BIMAHO paspeLLeHue
3a ynoTpeba B CTpaHaTa, u3gageHo no pega Ha 3/1MXM wnu PernameHT (EO) Ne 726/ 2004 1. Ha
EBponeiickua napnameHT 1 CbBeTa /un. 23, an.l Ha 3/TMXM/.
(5) [a pocTassi NeKapCTBEHM MPOAYKTU, KOUTO Ca BKAOYeHW B MMpunoxeHne Ne 2 Ha o3nTUBHUA
NNEKapCTBEH CMUCHK.
(6) B cnyyait, Ye ce npasv Mbpsa JOCTaBKa Mo AafleHa napTuga Ha IeKapcTBeH NPOAYKT, Aa NpeacTass
Ceptudmkar 3a ocBoboOX/jaBaHe Ha napTugara, usgageH oT KBanmguumpaHo nuue no 3/1MXM Ha
eNIEKTPOHEH HOCWUTEN WU MO eNEKTPOHEeH NbT Ha eNeKTPOHHaTa MOoLLa, MocoYeHa KaTo ajpec 3a
KOPECNOHAEHUMS, NPUAPY>XeH C NpeBog Ha Ob/irapckM es3nmk OT (mpmMa, CKIK4vuna [orosop C
MMWHUCTEPCTBO Ha BLHLUHWTE paboTH 3a M3BbPLLUBAHE Ha OPULIMATIHM NPEBOAN.

VIII. SA0BJ/IXEHUA HA NTEYEBHOTO 3ABEAEHWME - Bb3/TOXKWTEN
Un. 8. TEHEBEHOTO 3ABEAEHWE - BBb3/TOXXWTEJ ce 3aabmkasa:
1 [a npueme foCTaBeHUTe B CPOK U Ha MACTO CTOKM, CbOTBETCTBALLM MO BUA, koj
Ha OMMCaHOTO B HACTOALLMA [OrOBOP.
2. [la 3annatn gOCTaBEHMUTE CTOKM MO pefa Ha yn. 3 OT HacTOALLMA LOroBop.
3. Crief, NnpuKI0YBaHe M3MbLHEHWETO Ha AOroBopa Ja 0cBO60AM rapaHumsaTa 3a
[Ob/DKM IMXBUM 32 CPOKa, Npe3 KOMTO cpefcTBaTa 3aKOHHO Ca NPeCTOos/IA Y Hero.



IX. MPMEMAHE N NMPEAOABAHE HA CTOKUNTE
Un. 9. (1) NMpunemaHeTo Ha CTOKMTE Ce M3BbPLUBA Ha MACTOTO Ha AOCTaBAHE NOCOYEHO B . 5, an. L
(2 M3NBJIHWUTENAT wamM  ynb/HOMOLLEH OT Hero npeacTaButen W NpeactaBuTeNn Ha
NEYEBEHOTO 3ABEAEHWE - BB3NOXWTEJ/T nognuceat npuemaTeniHO-NpeaasaTesieH
NPOTOKO/, YI0CTOBEPSABALL, NOyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUMN N CPOK HATOAHOCT

Yn. 10. (1) CtokuTe, NpeaMeT Ha HACTOALLMA LOrOBOP, CNefBa fa OTroBapsAT Ha U3MCKBaHMATA Ha Y/l
7,an.4nb.
(2) KbMm pataTta Ha focTaBkarta, OCTaTbYHUAT CPOK Ha rOAHOCT Ha /IeKapCTBEHUTE MPOAYKTU, Creasa
fia 6be He no-manbk oT 40 % /ueTnpuaeceT Ha CTo/ OT 06SBEHNSA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha focTaBKa Ha IeKapCTBEHUS NPOAYKT C MO - KPaTbK OT A0r0OBOPEHUS CPOK Ha FOAHOCT,
[Ob/MKMMaTa HEYCTOMKa Aa 6be MPOMEHEHA, KaKTO CeaBa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha [0CTaBKaTa;

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0OCTaBKaTa;

oT 19,99% a0 10% - 7 % BbPXY CTOMHOCTTA Ha [A0CTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha I0CTaBKaTa.
(4) OcTaTbyHMAT CPOK Ha roAHOCT Ha 6rMonpoayKT /6monoaobeH NPOAYKT, crnedsa Aa 6bae He Mno-
MatbK 0T 20 % /fBafieceT Ha CTO/ OT 06siBEHMSI OT NPOM3BOAMTENS KbM [jaTaTa Ha BCAKa JOCTaBKa.
(5) B cnyyaii Ha flocTaBka Ha 6uonpofyKT/61Monofo6eH NPoAyKT € MO - KpaTbK OT JOrOBOPEHUS CPOK
Ha rofjHOCT, Ab/HKMMaTa HeyCTOWNKa e KaKTo Ccrefsa:

oT 19,99% no 10% - 2 % BbpXYy CTOMHOCTTA Ha [OCTaBKaTa;

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

nog 5% - 6 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWE - BB3/TOXXWNTEJT Moxe fa OTKaXKe NpUeMaHeTo Ha CTOKUTE,
aKo B [leHsl Ha TAXHOTO NPUCTUraHe WIW NPUeMaHe OCTaTbYyHWA CPOK Ha rOAHOCT € MO - MalbK OT
onpegeneHusa B un. 10, an. 2. n an. 4 MUHMMa/IEH CPOK Ha rO4HOCT.
(7) [OocTaBKaTa Ha /fIeKapCTBEH MPOAYKT C OCTaTbyeH CPOK Ha rogHOCT no-masbK OT 10 Ha CTo OT
0651BEHNA OT MPOM3BOAMTENS U Ha BMonpoayKT/6monoaobeH NPOAYKT C OCTaTbyeH CPOK Ha roAaHOCT
Nno-MalbK OT 5 Ha CTO OT 006fBEHWA OT NPOU3BOAUTENS Ce M3BbPLUBA CaMO C MUCMEHO Cbrnacue Ha
NNEYEBHOTO 3ABEAEHWE - BB3/TOXXWTEJ] 33 KOHKPETHO KONMYECTBO, OMNPeAesieHo OT Hero.
Bes m3pnyHo nucmeHo cwvrnacve Ha JIEHEBHOTO 3ABEAEHWE - BBb3/IOXKWMTE/ cTokuTe
HAMa fa 6baat 3annallaHu.
(8) NckaHeTo 3a nMMUCMEHO cbrfiacue, B cnyvauTe Ha an. 7, cnegsa ga noctonu B JIEUEBEHOTO
3SABEOEHWE - Bb3/TOXXWMTE/ B cpok Ao 1 (eauH) paboTeH AeH OT NoslyvaBaHe Ha 3asiBKata.
(9) B cnyyanTe Ha CrewHN oCTaBKM NOCOYEHNUTE B /1. 3 1 a/l. 5 HEYCTOMKM He ce npunarar.

Xl. OTTOBOPHOCT 3AHETOYHO U3MNbJNHEHWE. PEKNTAMALWIN
Yn. 11. (1) NEYEBHOTO 3ABEAEHWVE - BB3J/TOXKWUTEJ moxe fa npeasssBa peknaMaumuu
npeg M3MNbHUTENA 3a:
a) KO/IMYECTBO N HEKOMMNJ/IEKTHOCT Ha CTOKUTE WU TeXHUYecKaTa JOKYMeHTaums (SBHU He4OCTaTbLm);
6) KayecTBO (CKPUTK HeAoCTaTbLM):
- NPV JOCTaBAHE Ha CTOKM He OT [JOrOBOPEHMS BUf, MOCOYEH B u/l. 1;
- NPU KOHCTaTMpaHe Ha fedeKTn npu ynotpeba Ha CTOKUTE.
(2) Peknamaumun 3a SiBHW HepocTaTbUM Ha cTokuTe ce npassaT ot JIEHEBHOTO 3ABEAEHWE -
BB3/TOXKWMTEJI, B MOMeHTa Ha NpefaBaHeTo MM, 3a KOETO Ce CbCTaBs MPOTOKO/, MoAnucaH U ot
[\BEeTe CTpaHu.
(3) Peknamaumun 3a CKpUTW HeLOCTaTbLM Ce MPaBAT Mpes Lennd CPOK Ha FOAHOCT Ha [OCTaBeHUTe
CTOKM, KaTo peknamauuaTa ce npuapykasa 3a4b/HKUTETHO OT KOHCTAaTUBEH MPOTOKON, MU3fajeH oT
M3nbnHWTENHATA areHUmMs 3a fiekapcTaara.
(4 NEYEBHOTO 3ABEAEHWE - BDbB3NTOXXWNTEJ/T e anbXHO fa yBedomu
N3MNBbTHNTENSA 3a ycTaHOBeHUTE AeeKTn B 5 (MeT) AHEBEH CPOK OT KOHCTaTMpPaHeTo



(5) B peknamauunte ce nocoysa HOMepbT Ha JOr0BOPa, TOYHOTO KO/IMYECTBO Ha MOSyYEHUTE CTOKU e
TEXHUA NapTUAeH HOMep, OCHOBAHWETO 3a peknamMauus U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEOEHWVE - Bb3/TOXXWTE.

(6) B 5 (net) gHeBeH CpOK OT nofy4vaBaHe Ha peknamauusta, 3MbIHUTENAT cneasa ga
otrosopy Ha JIEHEBEHOTO 3ABEAEHWE - BbB3/TOXWTEJ/T nucmMeHO M KOHKPETHO Aanu
npuemMa peknamaumaTa unm 9 OTXBbLPAS.

(7) Npwn peknamaums 3a sBHU HepocTaTbUM SMBJTHUTENAT e AnbXKeH B CPOK OT 2 pabOTHN AHM
OT MO/ly4yaBaHe Ha peknamauumsaTa 3a CBOA CMETKa M PUCK Aa [O0CTaBM Ha MACTOTO Ha [0CTaBfHe
KONMYECTBOTO NINMCBALLN B OCTaBKaTa / HEKOMMIEKTHU LOTOBOPEHN CTOKM.

(8) Mpu peknamauus 3a CKpUTU HepocTaTbun, B cnydan ve WM3MNBAHUTENAT e npwen
peknamaumsTa, CbWMAT e anbkeH B 10 (geceT) [AHeBeH CPOK OT MoslyvyaBaHETO W fAa 3aMeHu
[OCTaBEeHWNTE HeAOrOBOPEHN MO BUA / Ae(eKTHN CTOKM 3a CBOA CMETKAa M PUCK WM MO MpeLeHKa Ha
NEYEBHOTO 3ABEOEHWE - BBb3/TOXWTEJT ga BbpHe CbOTBETHATa 4acT OT 3anjareHara
LieHa, BeJHO C Ab/DKUMUTE NINXBU.

(9) 1360pbT Ha NOCOYEHMTE NO-rope Bb3MOXKHOCTM Ja Ce BbpHe CbOTBETHATA YacT OT NJIaTEHOTO WK
[la ce AoCTaBAT HOBW CTOKM npuHagnexun Ha JIEYHEBHOTO 3SABEAEHWE - Bb3/TOXWTEJ m ce
ynpaXkHsABa OT Hero nof opmara Ha nucMeHo ysegomneHue go U3MbJIHUTENA, kato pasxoaute
1N pUCKOBEeTe Mo HOBOTO AocCTaBsHe ca 3a cMeTka Ha I3MBbJ/THUTENA.

(10) CrtokuTe, npegmeT Ha peknamaumsa ce cbxpaHssat or JIEHEBHOTO 3ABEAEHUE -
BB3/TOXKWUTEJ po ypexaaHe Ha peknamauuumre.

XIl. OTFTOBOPHOCT MNMPU HEW3MNBbJIHEHWE
Un. 12. (1) 3a Hem3nb/IHEHWE Ha 334b/DKEHMATA CM MO HACTOALLMA LOr0BOP C U3K/HOYEHME Ha Te3N Mo
un. 10, an. 2 n an. 4, N3NBAHUTENAT gbmku HeycToiika B pasmep Ha 0.5 % Ha JeH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, HO He noeye oT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTO M 00e3lleTeHVe 3a MPeTbpreHuTe AeNCTBUTENHW Bpean B CryyauTe,
KOrato Te HaAxXBbpnAaT [OroBOpeHaTa HeycToWka. B cnyvaute no un. 4, an. 3, nocodyeHata B
NPeAX04HOTO M3peyeHre HeyCToKa B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Mpocpoume, HO He
noseye oT 10 % (geceT NpoLEHTa) OT CTOMHOCTTA HA KOHKPETHaTa 3asBKa, KakTo 1 06e3LleTeHne 3a
npeTbpneHnTe AeCTBUTENIHN BPeAM B ClyvauTe, KOraTto Te HaaXBbp/IsT 4OroBopeHaTa HeyCcTomKa.
(2) Korato npu Hannuve Ha peknamauuun, N3MBIHUTENAT He M3NbAHWU 3ab/IKeHUATa cu Mo
pasgen Xl OT HacToAWMSA [4OroBOp B CPOK, CbwmAT Abmkn Ha JIEHEBHOTO 3ABEAEHWUE-
BB3/TOXKWTEJT HeycToiika B pasmep Ha 2 % OT LgeHaTa Ha CTOKUTE, 3a KOWTO ca HanpaBeHu
peknaMauunTe.
(3 JIEYEBHOTO 3ABEAEHWE - BBb3TOXWTEJT yposnetsopsisa NpeTeHUMUTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [OroBopa, KakTo W 3a 3anfaliaHe Ha HeycTOMKUTe OT CTpaHa Ha
N3MNBJTHUTENA KaTo 3aabpXka rapaHumsTa 3a U3nb/HeHre no un. 7, an. 3, bykea “6” oT A0rosopa,
KaTo npegnpuema AedCTBUA 3a HEWHOTO YCBOsiBaHe. B criyyaid, ye CTOMHOCTTa Ha rapaHumsita 3a
M3MbIHEHWE He MOKpuBa BCUYKM AbmkuMu 0T U3MBJIHUTENA HeycToiikn, NTEYEBEHOTO
SABEAEHWE - BDB3/TOXKXWTEJ/T npuxeawla Ab/HKUMUTE CYMW OT HacpewjHM MnawaHnsa Kbm
N3NBNAHUNTEA.
(4) Mpun Tpn NbTU BUHOBHA 3a6aBa Ha M3MBJIHUTEJIA, npogbmkuna ¢ noseve OT MOMOBMAHATA OT
CpOKa 3a M3Nb/IHEHMEe Ha CbOTBETHOTO 3af4b/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
3ABEAEHWE - BB3J/TOXXWTEJT uma npaBo Aa NpekpaTy [Ooroeopa efHOCTPaHHO C 15-AHeBHO
npeansBecTye.
(5) NEYEBHOTO 3ABEAEHWE - BBb3/TOXXWNTEJ1 nma npaso Aa NpekpaTy eaHOCTPaHHO 1 6e3
NnpeLn3BecTe HaCTOALLMSA AOroBOP B C/lyYall Ha CUCTEMHO HETOYHO M3Mb/IHEHME Ha 3a4b/DKEHUATA OT
N3MBNHWTENTA ©n npegsaseHn Mnoseve OT TPW peknamauunm B paMKUTE Ha Tpu Mecela OT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJT no peaa Ha rnasa Xl.
(6) B cnyuait, ye no oTHowweHne Ha M3MBbJTHUTENA HacTbnsaT obcToATencTeara no yn. 54, an.
m un. 55 an. 1 ot 3akoHa 3a o6bulectBeHuUTe nopbyku, JIEUEBHOTO 3ABEJE)
BBH3/NNOXWTEN uma npaBo Aa npekpaTtu eAHOCTPaHHO HacToswms [oroeop, 6e3
npeausBecTue 1 6e3 aa Ab/HKN HEYCTOMKM.
(7) MNpu HemsmbiHeHVEe Ha 3af4b/keHuWeTo cu no un.3, an2, IEYHEEHOTO 3ABE)
BBH3NOXWTEN abmkn Ha N3MBIHUMTEA HeycTolika B pasmep Ha 0.1% (Hyna usno



CTO0) OT LleHaTa Ha M3BbpLUEHATa AOCTaBKa 3a BCEKU [eH 3abaBa, HO He rnoseye OT 5 % (neT Ha CTo) OT
CTOMHOCTTA Ha AoCTaBKara.

XIl. POPCMAXOPHW OBCTOATE/ICTBA
Yn. 13 (1) CtpaHuTe NO HaCTOALLMA LOrOBOP He Ab/KAT 06e3LLeTeHVe 3a NOHECEHW Bpean 1 3aryowm,
aKo nocnefHUTe ca NPUYMHEHU B pe3ynTaT Ha Hempeogonnma cuna.
(2) AKo cTpaHata, KoATO e cfiefBasio fa U3Nb/HM CBOE 3afb/DKEHME MO [Orosopa e 6una B 3abaBa, T
He MOXe [a ce N030BaBa Ha HENPeoLonMa Cuna.
(3) “Henpeogonuma cwna*’ Mo CMUCHIA Ha TO3W [OroBOp € HenpeABUAEHO W/WAW HenpeaoTBPaTUMO
CbOWTUE OT U3BLHPEAEH XapaKTep, Bb3HUKHA/O Cef, CKIH0YBAHETO Ha A0roBopa.
(4) CrpaHata, 3acerHara OT Herpeofo/MMa Cwna, e A/TbXHa fa MpeanpuemMe BCUYKW [eWCTBUSA C
rpmxkarta Ha fo6bp CTOMaHWH, 3a Ja HaMasn [0 MUHWMYM MOHECEHUTE Bpeau U 3arybu, Kakto u ga
yBeoMM MUCMEHO Apyrara CcTpaHa B 7-lHeBEH CPOK OT HACTbMBAHETO Ha Henpeogonumara cuna. MNpu
HeyBeJOMsiBaHe B MOCOYEHUS B MPeAXOAHOTO M3peyeHMe CPOoK Ce Ab/DKM  0besllieTeHne 3a
HacTbNWUIWTE OT TOBa Bpeau. HenpeogonvMmaTta cuna Ce [OKasBa OT 3acerHarara CTpaHa CbC
cepTudumkar 3a opcMaxop, n3gageH Nno CbLOTBETHWUA pef OT KOMMETEHTHUSA OpraH B Abp)asaTta, B
KOSATO Ca HaCTbMUAIM (POPCMaXKOPHUTE 0OCTOATE/CTBA.
(5) [AokaTto Tpae HenpeogosMMaTta CWa, W3MbAHEHWETO HAa 3afb/DKEHMSATA WU CBbP3aHUTE C TAX
HacpeLLHW 3afb/IKeHNs ce cnupa.
(6) He npepcraensBa “Henpeofonuma cuna” CbOMTUE, MPUUMHEHO MO HEOPeXXHOCT WMAN  uypes
YMULLNEHO [eNCTBUE Ha HAKOA OT CTPaHUTE WM TeXHW MNPeLCTaBUTENN U/WN CRYXUTENN, KaKTO U
HegocTura Ha napuyHu cpeactea Ha W3MBAHWTENA v NEYEBHOTO SABEAEHWE -
BB3TOXUNTEN.

XIV. CINOPOBE
Un.14. (1) Bb3HMKHaIMTE Npe3 BPEMETPAEHETO Ha AOroBopa CropoBe 1 pa3HOrnacua Mexay CTpaHuTe
Ce peLUaBaT 4pe3 NpPerosopy Mexay TaX. lMocTurHatute AOroBOPEHOCTU ce OPOPMAT B MUCMEHA
(hopMa 1 ce nNpeBpbLLAT B Hepa3Ae/iHa vyacT OT Joroeopa.
(2) B cnyyain Ha HenocTUraHe Ha JOrOBOPEHOCT MO NPeAX0AHUS YNeH, BCUYKWU CMOPOBE, NOPOAEHN OT
TO3M JOr0BOP WM OTHACALLM Ce [0 HEro, BKIKUNTETHO CMOPOBETe, MNOPOAEHN OT UKW OTHACALLM ce 0
HEroBoTO Tb/IKyBaHe, HeAeNCTBUTENHOCT, HEU3Mb/IHEHNE WMIN NpeKpaTsaBaHe e ObAaT paspellaBaHu

crope/, GbArapcK1Te MaTePUanHi 1 NPOLIECYaIHN 3aKOHW OT KOMMETEHTHUSA Cb/ Mo pefa Ha MK,

XV. CbOBWEHNA

Un. 15. (1) BCcrukM CHOBLLEHNA MEXAY CTPaHWUTe, CBbP3aHU C M3Mb/IHEHWETO Ha TO3WM A0roBOp ca
Ba/INAHK, aKO ca HanpaBeHW B MMCMeHa popma 1 ca NoANMcaHN OT YNb/IHOMOLLEHWUTE NpeacTaBuTeNu
Ha W3MNBbJTHUTENA naim NEYEBHOTO 3ABEAEHWE - Bb3/TOXWUTE/.
(2) 3apata Ha CbOGLLEHMETO Ce CMATa:
\Y fataTta Ha nNpeAaBaHeTo - MpY PbYHO NpefaBaHe Ha CbOOLLEHMETO;
\ farara Ha MoLeHCKOTO K/1eiiMo Ha obpaTHaTa pasnucka - npy u3npatyaHe no nowara;
\Y [latata Ha NpYemMaHeTo - Mpu n3npatyaHe no gakc nam e-mail.
(3) 3a BamgHM agpecy 3a npvemaHe Ha CboOLleHUA M BGAaHKOBM CMETKWM, CBbP3aHW C HacToALMA
[lOroBop ce cMATar:

3A N3MNBJTHUTENA:

afpec: c. CeetoBpayeHe; yn. "Yasaap BoiBoga" Ne 48, Ten: 02 4051924, dakc 02 4051899, e-
mail: office@medex.bg

6aHKoBa cMeTKa, nocodeHa oT M3Mb/IHUTENA: BIC koa: BUIBBGSF

IBAN: BG32BUIB98881033643900

SAJTEYEBHOTO 3ABEAEHWE- Bb3/TOXXUNTEN:

rp. Cotusa, yn. ,.bano mope” Ne 8, otgen ,bonHMyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpun npomsiHa Ha NocoveHns No an. 3 agpec uanM 6aHKOBa CMeTKa CbOTBETHATa
[la yBefJoM/ pyrata B TPUHEBEH CPOK OT NpoMAHaTa.
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XVI. OPYTWN YC/NOBUNA
Un. 16. (1) lMpaBaTa M 3a4b/DKEHWUATA MO HACTOALMA [OrOBOP He Morar fa ce MpPexBbpnsdT
elHOCTPaHHO Ha TPeTU NMua U NOAOOHN aKTOBe He MopaxiaT MpaBHO AelicTBUe 6e3 MUCMEHOTO
Cbrnacue Ha gpyrara CTpaHa, OCBeH B Cly4vamTe Ha ob6esrnedvaBaHe (rapaHTUpaHe) Ha 3afb/HKEHUS MO
GaHKOBW KpeauTu.
(20 3a HeypefeHuTe BBNPOCUM B HACTOALMSA [OroBOp ce Mpwiara [AercTBawoTo ObArapcko
3aKOHOAATesNCTBO.

XVII. NOAN3MTbAHNTENN-HenpnnoXxmnmo
(Npuno>kumo camo B cnydanTe, B KOUTO U36paHWs 3a U3NBAHUTEN YyH4aCTHUK € NOCouuni, Ye Lie
nonsea NoAu3NbAHUTENN, NPU CKNOYBAHE HAPaMKOBOTO CrnopasyMeHue)
YUn. 17. (1) NOAN3NBNIHNTENWNTE Tpsbea fa oTroBapsAT Ha CbOTBETHUTE KpUTEpUM 3a Nnogoop
Cb06pa3Ho BMAA U fiena OT MopbyKaTta, KOMTO e U3Nb/HABAT, 1 3a TAX [a He ca Ha/uLe OCHOBaHWA 3a
OTCTpaHsABaHe OT npoLeaypara.
(20 NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWMNTE/ n3nckea 3amsaHa Ha MO 4VN3MBAHUTEN,
KOIMTO He 0TroBaps Ha ycnosusTa no an.l.
(3 Korato yacTtta OT nopbykara, KoAaTo ce manbaHasa oT MOAUV3MB/AHUTEN, moxe ga 6bae
npegageHa Kato otgeneH obekt Ha M3Mb/IHWUTENA wunm Ha NIEUEBHOTO 3ABEAEHUE -
BBb3TOXWNTEJI, nocneaHusa 3annalla Bb3HarpaxaeHue 3a tasm vyact Ha MO AN3Mb/JIHUTEA.
(4) PasnnawaHuaTa no an. 3 ce OCbLEeCcTBABAT Bb3 OCHOBA HA WCKaHe, OTMNpPaBeHO OT
NnOAN3MBIIHUTENA po JIEUEBHOTO 3ABEOEHUWE - Bb3J/IOXKWTE/T  upes
N3MNBNHUNTEJIA, KONTO e ANbXeH fa ro npefocTaBy Ha Bb3NOXWTENS B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) Kbm nckaHeto no an. 3 U3MNBJIHUTENTAT npefocTaBa CTaHOBMLLE, OT KOETO [a e BUAHO Aasin
ocrnopBsa nnallaHmuaTa UM YacT OT TAX KaTO HeAb/DKUMMN.
(6) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXKWUTEJ1 vma npaBo fa OTKake nawiaHe no an. 3,
KOrarto MCKaHeTo 3a NnaLlaHe e 0CrMopeHo, 0 MOMeHTa Ha OTCTpaHsABaHe Ha NpMYMHaTa 3a 0TKasa.
(7) HesaBucumo ot m3nonssaHeto Ha MOAVIIMTB/IHUTEJIA oTroBopHOCTTa 3a WM3Mb/IHEHME Ha
fgorosopa e Ha U3MBJTHUTENA.

XVIII. SAKTHOYUNTENHW PA3MNOPEALB
Un. 18. (1) MNpwn CbCTaBAHETO Ha HACTOALLMA AOrOBOP Ce NpeAcTaBmnxa CnegHUTe AOKYMEHTH:
Yy JokymeHTV no yn. 112 ot 30IT;
Yy Jeknapauma no yun. 55, an. 6 ot 3/IMXM (Korarto e nNpunoXKnumo);
Y ["apaHUMsa 3a N3Nb/THEHWE,
Yy TexHn4yecko 1 LieHOBO npefioXeHne, HepasaesiHa YacT OT 40roBopa;
Yy Jeknapaumm no SMAIT.
(2) HacToawmaT foroBop ce CbCTaBu B TpU e4HO06pa3HM ek3eMnispa Ha 6barapcku esvk - efuH 3a

3anuueHa
3anuueHa nHpopManus UHOpMALUS

3anuyeHa nHpopmanus
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BO3XA01
BO3XA02
LO1AA09
LO1BCO1

L01BC53

LO1XC02

erythropoietin

(Epoetin alfa)

Darbepoetin alfa
Bendamustine

Cytarabine

Tegafur, Gimeracil,

Oteracil

Rituximab

MNpegnaraHn LEHOBU NapamMmeTpu

HauvH Ha
NpuIoXKeHve

napeHTepasHa

napeHTepasHa
napeHTepasHa

napeHTepasiHa

nepopasiHa
TBbpAA

napeHTepasiHa

3abenexka

Solution for

injection 50 mg/

mi

20 mg/5,8
mg/15,8 mg

concentrate for

solution for
infusion MKB

C82,C83,C91,M31

Mspka

meg
mg

mg

tabl

Craryc

BanupaeH
BanvpeH
BanngeH

BanvpeH

BanngeH

BanngeH

En.ueHa 6e3
AAcC

0,006540

2,388333
0,985112

0,017866

6,267858

1,625000

Ea.uena c 44C

0,007848
2,866000
1,182134
0,021439

7,521430

1,950000

Heobxogum
6poii MApKK

31200000
98000
4000
800000

840

34000

O6ua cT-1 663  O6wa cT-TC

AAC

204048,00

234056,67
3940,45

14292,67

5265,00

55250,00

516852,78

AAC

244857,60

280868,00
4728,54

17151,20

6318,00

66300,00

620223,34



ATC

BO3XA01

O6ocobeHa no3unymsa 1

Heobxoam

llekapcTs o Mspka
M 6poit
INN eHa /mg,tabl,
MSAPKM Ha
(hopma 3 ml/

erythropoiet HADEHTE

in (Epoetin " PoMTeP 31200000 1U
anHa

alfa)

3abenex Crartyc
nnc

BannaeH

M36paH
PY

PY

Johnson &
Johnson
d.o.o.,
CnoBeHus

Sandoz
GmbH,
ABCTpUS

Tbproscko
HavMeHoBaHue

Binocrit

Binocrit

Binocrit

Binocrit

Binocrit

Konunuect-
BO
aKTUBHO
BELLIECTBO

10000
U/1 ml

4000
U/0,4 ml

3000
1U/0,3 ml

2000 1U/1
mi

6000
U/0.6 ml

A

OkoHyaTenHa HannyeH B
OMNaKoBKa nnc
6 pre-fiiled HannueH B

syringes (glass) M/C

6 pre-filled HannueH B
syringes (glass) M/1C

6 pre-filled HannueH B
syringes (glass) MNC

6 pre-filled HanunueH B
syringes (glass) MNC

6 pre-filled
syringes (glass)

\



Binocrit
Binocrit
Amgen
Darbepoetin napextep Europe
B -
03XR02 " ifa anHa 98000 meg BanndeH [a B-V, Aranesp
HuaepnaH
avs
Aranesp
Aranesp
Aranesp
Aranesp
Aranesp
Accord
Bendamusti napeHTe Healthcar
LOIAAO9 aana P 4000 mg BanugeH He e Polska
Sp. z.0.0.,
Monwa

5000
U/0,5 ml

1000
/0,5 ml

60
mcg/0,3
ml

150

40

300
mcg/0,6
ml

80

meg

mcg/0,3
ml
mcg/0,4
ml
mcg/0,5
ml

mcg/0,4
ml

6 pre-filled
syringes (glass)

6 pre-filled
syringes (glass)

1 pre-filled
syringe with
needle guard

1 pre-filled
syringe with
needle guard

{.(me

HanwnyeH B
Mnc

HannueH B
nnc
HannueH B
nnc
HannueH B
nnc

HannueH B
nnc

HanunueH B
Mnc

T

Mkc



LO1BCO1

Cytarabine

napeHTep

800000

mg

Solution
for

He

He

injection BanngeH [la

50 mg/
ml

Actavis

Group PTC Bendamustine
ehf., Actavis
WcnaHamsa

Astellas
Pharma
GmbH,
l'epmaHus

Levact

Levact

Chiesi
Pharmace
uticals
GmbH,
ABCTpUA

Mylan
SAS.,
®paHuus

Bendamustine
Mylan

Sandoz
d.d.,
CnoseHus

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

ALEXAN

60 ml (100 mg) HanuueH B

2.5 mg/ml mg N c

2,5 mg/ml 5 HannyeH B
(100 mg) nnc

2,5 mg/ml 5

(25 mg)

2.5 mg/ml HannueH B
-50 ml - 5 e

(100 mg)

50 mg/ ml m 1 HanuueH B
20m ™ nnc



LO1BC53

LO1XCO02

Tegafur, HeDoDAH
Gimeracil, aTEbp ! 840
Oteracil PA
Rituximab " 2PEHTER 34000

a/1Ha

tabl

mg

20
mg/5,8
mg/15,8
mg

concentr
ate for
solution
for
infusion
MKB
C82,C83,
C91,M31

BanngeH

BanngaeH

He

Nordic

Group

B.V,, Teysuno
HuaepnaH

avs

Celltrion
Healthcar
e Hungary
Kft,
YHrapus

Roche

Registrati
on GmbH,
FepMaHus

Sandoz
GmbH,
ABcTpus

Rixathon

Rixathon

20 mg/5,8

mg/158 1L

mg

100
mg/10 ml

500

S

mg/50 ml

84

2 vials

1 vial

HannyeH B
nnc

HanuupuR
nnc

HanunueH B
Mnnc





