AOIroBOP
3A JOCTABKA HA JIEKAPCTBEHWN NMPOAYKTW

.......................... 20..n. r., B rp. Cothns, mMexxay:
YMEBAN"Uapuua WNoaHHa-UCYN"EA/, cbCc cejanviie WU afpec Ha ynpasneHue B rp.
Codmsi, paitoH "O6opuile”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcrasnsasaHo oT npod. A-p boiiko Meoprues Kopykos, A.M,- VI3Mb/HUTENEH AUPEKTOP, HapnyaHo
no-gony 3a kpartkoct ,,JJEHEEHO 3ABEAEHWE - Bb3/TOXKWUTEJ” 0T efHa cTpaHa
n
»2PbOHMNKC dapma” EOO[ cbc cegjanvuwe W agpec Ha ynpasneHue rp.Cocma-1700, yn.
"OkonoBpbCTeH nbT“ Ne 199 a, T1en: 02 9658100, dakc 02 9658828, EMNK 203283623,
npeacrasnasaHo ot BecennH KyHeB v KOnuvaH Hepenyes - ynpasuTenu, 4Ype3 NbJHOMOLLHUKA
JaHnena Hukonosa ¢ nbaHoOMOWwHO Ne 246/30.01.2020 r. HapuyaHO MO-A40/y 3a KpaTkKoCcT
SA3MBTHUTEN” oT gpyra cTpaHa,

Ha ocHoBaHMWe un. 112 or 3akoHa 3a o6LlecTBeHuTe nopbykn (30IMT), BbB Bpb3Ka C NPOBeeH
BbTPELLEH KOHKYPeHTeH M360p no PamkoBo cnopasdymeHue Ne PA-11-270 ce CK/IHOUYM HaCTOSALIMSA
[LOroBOp 3a CMefHOTO:

I. MPEAMET M CPOK HA AOITOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BB3/TOXXWTEN Bb3nara, a M3MNBJIHUTENAT ce
3a[b/KaBa Aa 3BbPLUIM A0CTaBKa Ha CreHUTe NIeKapCTBEHM NpoayKTh oT O6ocobeHa no3mums Ne 1:

Heobxoaym
ATC INN HaumH Ha npwiokeHve Mrpka 6poi

MSIPKA
BO2BX05 Eltrombopag nepopasiHa TBLPAA mg 56000

Immunoglobulins, normal

JOBBADZ human,ogor intrav,ascular adm riaperTeparta g 3400000
LO1AX03 Temozolomide nepopasiHa TBbpaa nmg 200000
LO1BCO6 Capecitabine rnepopa/iHa TBbpaAa mg 12000000
LO1BCO7 Azacitidine napeHTepasHa mg 2000
LOICBO1 Etoposide napeHTepasHa mg 280000
101DB01 Doxorubicin napeHTepasHa g 2000
LO1DBO7 Mitoxantrone rapeHTepasiHa g 2400
LOIXAQ1 Cisplatin napeHTepasiHa ng 300000
LOIXAO3 Oxaliplatin napeHTepasHa nmg 220000
LOIXCO6 Cetuximab napeHTepasiHa g 400000
LOIXC11 Ipilimumab napeHTepasHa nmg 8000
LOIXC12 Brentuximab vedotin napeHTepasiHa g 1000
LOIXC17 Nivolumab napeHTepasiHa g 35200
LOIXC26 Inotuzumab ozogamicin rapeHTepasiHa mg 12

(2) [OoroBopbT BAM3a B Cula OT Aatara Ha MOAMWCBAHETO My OT [BeTe CTPaHW U e CbC CPOK [0
31.12.2021 .

(3) Ha ocHoBaHme un. 112, an. 6 ot 30l gorosopsT BM3a B cuna oT 02.12.2020 r. 3a NPOAYKTUTE C
ATC B02BXO05, L01BCO06, L01CBO01, LO1XAO01, LO1XAO03.

(4) Ha ocHoBaHue un. 112, an. 6 ot 30l gorosopsT BAM3a B cunia oT 01.06.2021 r. 3a npc

ATC JO6BA02.

Il. LLEHN W OBLLA CTOMHOCT HA JOCTABKUTE MO IOrOBOP

3*Yd O



Un. 2. (1) LleHata Ha cTOKMTE NO Y1l e CbrnacHo LEHOBO npepsioxeHve Ha U3MBAHUTENA,
Hepasze/iHa YacT OT [orosopa.

(2) LleHata BK/ItOUBa CTOMHOCTTA Ha CTOKaTa, OMakoBKa, 3acTpaxoBKa 1 TpaHcnopT o IEYEEHOTO
3ABEAEHNE - BB3/TOXXWNTEJT npy MUHAMaNEH CPOK Ha TOLHOCT He Mno-KpaTbk oT 40 % ot
0065BeHNA OT MPON3BOAMTENA 3a NIEKAPCTBEHUTE MPOAYKTM UM He No-KpaTbK 0T 20 % 0T 06sBeHNs OT
npou3BoAnTENA 3a BLMonpoayKTUTe U 6MonofobHUTE NPOAYKTU. MUHUMAIHUAT CPOK HA FOAHOCT Ce
onpefens KbM fjaTaTa Ha BCAKa OCTaBKa Ha /IeKapCTBEH MPOAYKT.

(3) ObLaTa CTOMHOCT Ha AocTaBKMTe MO Aoroeopa e Ao 3 648 271.07 nesa 6e3 BknoyeH A44C n oo
4 377 925.28 neBa c BknoyeH A/4C.

(4) LleHaTa o gorosopa e (MKcmpaHa, He MoAJ/IeXN Ha NPoMsHa 3a CPOoKa Ha [eiiCTBUE Ha [OoroBopa,
0CBeH B c/lyyamnTe Ha 116 ot 30r1.

(5) B cnyuyait, Ye npe3 BPEMETO Ha [eCTBUE HA CbOTBETHUSA AOrOBOP CTOMHOCTTa, KOATO CfiefBa fa ce
3annawia ¢ Nny6AnYHN CpefcTBa Ha IeKapcTBeHW MPOAYKTU OT MO3UTUBHUA NTEKAPCTBEH CMUCHK CTaHe
Mo-HUCKa OT [JOroBopeHaTa, /leyebHOTO 3aBefleHMe -  Bb3/NIOXUTeNn 6Ge3yc/ioBHO — 3ansaa
NeKapCTBEHWTe NPOAYKTU Ha MO-HUCKAaTa CTOMHOCT, CUMTaHO OT:

- [Jatata Ha BM3aHe B CWNa Ha pelIeHneTo Ha HauuoHaIHWA CBLBET MO LEHM WU
pemmoypcupaHe Ha nekapcteeHuTe npoayktn ( HCLPM);

- [paTaTa Ha akTyanusauusaTta Ha [No3snTuBHMA NeKapCcTBeH CAUCHK NO pefa Ha yn. 57. an. 1ot
Hapepbata 3a ycnosusaTa, npasBwnata v pefa 3a perynvpaHe M peructpypaHe Ha LEHUTE Ha
nekapcTBeHuUTe npoayktn (HYTPPPLUIIM) 3a nekapCcTBEHUTE MPOAYKTM C HamasieHa CTOMHOCT 3a
OrMakoBKa, M34mncneHa Ha 6a3a pethepeHTHa CTOMHOCT.

B cnyyante no npeaxo4HOTO M3peYeHue, CTOMHOCTTa ce onpefens KbM MOMEHTa Ha
[0CTaBKaTa (no4nuceaHe Ha NpueMo-npeaasartesieH NPOTOKON).

. YCNoBnda N HAYMH HA NMJTAWAHE

Yn. 3 (1) MnawaHeTo No HacTOALMA [OroBOP Ce OCbLUEeCTBSABA Ype3 6AHKOB MPeBOA OT CTpaHa Ha
NNEUEBHO 3ABEAEHWVE - Bb3/TOXXWNTEJ/T no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MBIHUTENA.
(2) 3annawaHeTo Ha CTOKMTE MO [OroBopa Ce U3BbPLLBA OT/I0XKEHO B CPOK A0 60 /wecTaecetus/ feH,
cnef npeAcTaBsHe Ha CneaHUTe JOKYMEHTHN:

1. [ocTaBHa (hakTypa, CbCTaBeHa CbrnacHo nsncksaHuata Ha 344C v MMN344C;

2. [puemartenHo-npefasaTeiHX NPOTOKONN;
(3) B cnyyait, ye nocoyeHuTe B Y. 3, an. 2 AOKYMEHTU Ca HEPEAOBHU WM He Ca KOMIM/IEKTOBAHW,
cblmte ce Bpbwat Ha U3MBJ/THUTENA ¢ npuemaTenHo - npegasaTesieH MPOTOKO/ 3a MU3npaBsHe
Ha HepegHocTMTe. CpOKbT MO 4.3, an. 2. 3anoy.a fa Teye OT JaTaTa Ha NpefCcTaBAHETO Ha MocnefHus
N3UCKYeM Ce JOKYMEHT.
(4) Mpy akTyprpaHe Ha 3aABEHWTE KO/IMYECTBA /IeKapCTBEHW MPOAYKTU, MO BCAKA OTAEeNHA 3aABKa,
LleHaTa Ha OMakoBKa He cfiefBa Aa HajBullasa onpegeneHara B [O3WTUBHUA NIEKAPCTBEH CMMCHK-
MpunoxeHre Ne 2, pepepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHUS NEKAPCTBEH MPOAYKT. B
C/lydall Ha M34MCnsiBaHe Ha CTOMHOCT MO-BMCOKa OT pe(pepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMWS JIEKAPCTBEH NPOAYKT, CTOMHOCTTA Ce HamaisiBa 1 3arnaila [0 CTOMHOCTTa Ha OrnakoBKa
onpegeneHa B Mo3MTUBHNA NeKapCTBEH CNUCHK- IMpunoxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABEAEHWVE - Bb3/TOXXWMNTE/ 3a9848a HEO6X0ANMUTE MYy KO/IMYECTBa
c nucmeHa 3asBka 0 W3MB/IHWTENA. 3adaBkata ce Bpb4YBa JIMUHO CpeLly MnoAgnuc Ha
N3MBTHUTENA nan ynbiHOMOLLEHO OT HEro snue wan ce msnpaiia ¢ npenopbyaHoO MUCMO C
obpaTHa pa3nucka, Mo akc Uav No eNeKTPOHEH MbT.

Bcska oTaenHa gocTaBka, cnefpa Aa Obfe [0OCTaBeHa B CPOK A0 7 KasleHAapHU [HW crefd
apaHe Ha 3aaBkata oT JIEUEBHOTO 3ABEAEHUE - Bb3/TOXXWNTEJT 1 3a KonuyecTsaTa U
MKkure (CbObpa3HO KOHKPETHUTE JIeKApCTBEHU MPOAYKTW, MOCOYEHNM B  TEXHUYECKOTO
AeHUWEe Ha M3NbHWUTENs), TOYHO ONpefenieHV B 3asBKaTa. B cnydail, Yye ce npasBu Mbpsa

OT AafieHa napTuaa Ha NekapcTBeH NPOAyKT, ce npefctaBd CepTudmkaT 3a 0CBOOOXK/aBaHe



Ha naptugara, m3gageH ot kKeaamduumpaHo nuue no 3/IMXM Ha enekTpoHeH HOCcUTen WAn no
eNeKTPOHEH MbT Ha e/IeKTPOHHAaTa Mollla, MOCOYeHa KaTto afpec 3a KOPeCnoHAeHLMS, NpuapyXeH c
NpeBof Ha Ob/Irapcky e3uk oT (mpmMa, CKIYmaa 4orosop ¢ MMHMUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbPLUBaHE Ha o(hmumanHn npesogn. 36poeHnTe LJOKYMEHTU Ce NpPeAcTaBAT B CbOTBETHOTO 3BEHO,
onpefenieHo OT /1e4ebHOTO 3aBefieHne - Bb3oXKUTeN. lpu credBaliy LOCTaBKM Ha NleKapCTBeHU
MPOAYKTMN OT CbLaTa NapTnaa, CepTUuKaTsT He ce NpeLcTass.

(3 B cnyuyair Ha HeobxoAMMOCT OT cnewHa paoctaBka, JIEYHEBHOTO 3ABEAEHUE -
BB3/NOXWTE/T nocousa M3pUYHO B 3asiBKaTa, Ye € HeobxoaMmMo Aa O6bAe M3BbpLUEHA CheLlHa
foctaBka. B T03u cnydai, focTaBkaTa crefsa fa 6bAe M3BbplleHa A0 6 yaca OT nosy4vaBaHe Ha
3afBKaTa M 3a Ko/myecTBaTa M OMakoBkMTe (CbOOPasHO KOHKPETHWUTE JIeKapCTBEHW MPOAYKTH,
MOCOYEHN B TEXHNYECKOTO NPEAJIOKEHNE HA U3MbHUTENA), TOYHO ONpPeAeneH B 3asBKara.

(4) NSNDBNHWUTENAT ce 3agb/mKasa, B CPOK 0 1 paboTeH AeH, B CiyyvanTe Mo an. 2 U B CPOK Ao 1
yac, B c/lyyauTe Ha an. 3, cnef NonyyaBaHETO Ha BCAKa 3asBKa Aa YBEAOMW MUCMEHO WM MO (hakc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ B cnyyali Ye He MOXe Aa U3BbPLUM A0CTaBKa U
B C/yyaid, Ye He MOXe Aa Cnasu CPOKbT 3a M3BbpLUBaHE Ha [JOCTaBKaTa, MpeaMeT Ha KOHKpeTHaTta
3aBKa.

(5) Kbm patata Ha BCsKa [0CTaBKa, OCTaTbYHMAT CPOK HAa FOAHOCT Ha /IeKapCTBEHUTE MPOAYKTY,
cneasa ga 6bvae He No-manbk ot 40 % /yeTupmaeceT Ha CTO/ OT 06SBEHUSA OT NPOU3BOAUTENS.

(6) Kbm pgaTata Ha BCsika AOCTaBKa OCTaTbYyHUAT CPOK Ha rofHOCT Ha BMONPOAYKT uan 6ruonogobeH
NPOAYKT, cnefga Aa 6bvae He No-manbk oT 20 % /aBageceT Ha CTO/ OT 06SBEHUS OT NPOU3BOAUTENS.
(7) 3a konnyecTBa AocTaBeHW M3BbH 3asBkata no yn. 4, anl, JIEUEBHOTO 3ABEAEHWVE -
BBb3NOXWTEJT HAmMa 3a4b/mKeHMe 3a nnatlaHe.

(8) B cnyvaute no un. 10, an. 7 OoT JOroBopa, CPOKLT MO an. 2 1 3 3amoysa Aa Teye OT jaraTa Ha
nnucmeHoTo cwvrnacve Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXXWUTE.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a mMACTO Ha AOCTaBsAHe Ha CTOKWUTE MO TO3M [OroBOP Ce ONpeaens cregHvs afpec: rp.
Codwms, yn. ,,6ano mope” Ne 8, YMBAN , Llapuua MoanHa-ICYN” EALL - otgen ,,bonHuuHa
anteka”
(2) PUCKBT OT CNy4aiiHOTO NorvBaHe Wy MOBpeXAaHe Ha CTOKMTe npeMuHasa Bbpxy JIEHEBHOTO
SABEAEHVE - BBb3/TOXWTEJ/T oT MOMeHTa Ha NpuMeMaHeTo MM Ha MACTOTO Ha AOCTaBfAHE C
npuemarenHo-npesaBaTesieH NPOTOKOIN.

VI. AATA HA JOCTABAHE HA CTOKWNTE
Yn. 6. 3a gata Ha focTaBsHE Ce cyMTa fartara, Ha KOATO CTOKWTE ca JoCTaBeHW A0 afJpeca MOCOYeH B
yn. 5, an. 1, npu ycnosuata Haun. 9, an. 2.

VII. SAOB/DKEHNA HA N3N BJTHUTENA
Un. 7. N3MBNHUTEJNTAT ce 3agbmkasa:
1 [la goctaBu CTOKWTE B AOrOBOPEHUA CPOK U fa rv npepade Ha JIEYUEBHOTO 3ABEAEHWE -
BB3/TOXXUTE.
2. Oa npefafe CTOKMTe, MakeTMpaHW WU MapKupaHu B CLOTBETHUS BUA, KOMMYECTBO M KAYecTBO Ha
MSACTOTO Ha [40CTaBsHe.
3. MNpv noanucBaHEeTO Ha [0rosopa Aa NpefcTaBu:
a) AOKyMeHTK no yn. 112, an. 1ot 30T1.
6) rapaHums 3a U3Nb/HeHWe, B eAHa OT opmuTe, onpedeneHun B yn. 111, an. 5 ot 30I1, CbC CPOK Ha
Ba/IMAHOCT 60 AHW cnefd M3TUYaHe CPOKa Ha [0roBopa, KoATo ce 0cBO60XKAaBa B CPOK A0 60 AHWM cnef
M3MbJIHEHME Ha forosopa. B ciyyaid, ye BaIMAHOCTTA Ha rapaHumsaTa u3Tnya npeay gorosopa ja 6vae
n3nvaHeH, N3MNbJIHUTENAT ce 3aab/mkasa fa YAL/MDKA CPOKa Ha BaIMAHOCT Ha rapatl.
TONKOBA [IHW, TaKa Ye rapaHLMsTa Ja NoKp1Ba OYaKBaHs CPOK 3a U3Mb/HEHWE Ha A0roBOP&Wxsc 6
OHW. [apaHumuaTa e B pa3mep Ha 3% OT CTOWHOCTTa Ha gorosopa 6e3 AAC wu
109 448.13 nesa.



(4 [Qa pocTtaBs ekapCTBEHM MPOAYKTW, KOUTO OTroBapAT Ha W3WCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTE MPOAYKTM B XyMaHHaTa mefuuuHa (3/1MXM) - ga npuTexkasar Ba/IMAHO paspeLleHune
3a ynotpeba B cTpaHara, u3gageHo no pega Ha 3/1MXM wnnu PernameHt (EO) Ne 726/ 2004 r. Ha
EBponeiickunsa napnameHT n Coeeta /un. 23, an. 1Ha 3/TMXM/.

(5) Oa poctaea nekapCTBEHW MPOAYKTM, KOUTO ca BK/IKOYeHU B [MpunoxkeHne Ne 2 Ha M03MTUBHUA
NeKapCTBEH CMUCHK.

(6) B cnyyait, ye ce npasu NbpBa A0CTaBKa Mo AajeHa napTuia Ha IekapCcTBeH MPOAYKT, Aa NpeLcTass
CepTudkaT 3a 0cBOOOXKAaBaHe Ha napTugata, udgafeH oT KeasmguuupaHo nuue no 3/1MXM Ha
eNIEKTPOHEH HOCUTEN WAW MO €NIEKTPOHEeH NbT Ha eNeKTPOHHaTa Molla, MoCOoYeHa Kato ajpec 3a
KOPEeCroHAeHUMsA, MPUAPY>XXeH C NPeBo4 Ha ObArapcku esvk oT (upma, CKIK4uia [Oorosop C
MWHNCTEPCTBO Ha BbHLUHWTE PaboTy 3a M3BbpPLUBaHE Ha OPULMaIHN NPEBOAW.

VIII. SAOB/DKEHNA HA TEYEBHOTO 3ABEAEHUME - Bb3/TOXKUTEN
Un. 8. TEUEBHOTO 3ABEAEHWE - BB3J/TOXXWUTEJT ce 3aabmkasa:
1 [a npveme JOCTaBEHUTE B CPOK M HA MSCTO CTOKM, CbOTBETCTBALLM MO BUA, KOJIMYECTBO MU Ka4YeCcTBO
Ha OMnMcaHoTO B HACTOALLMS [AOroBop.
2. [1a 3annaTun JOCTaBeHUTe CTOKM Mo pefa Ha un. 3 OT HaCTOALLMA LOroBop.
3. Cneq NpyKnoYBaHe M3Mb/IHEHWETO Ha AOroBopa fa 0cBo6oANM rapaHumusTa 3a U3nbiHeHWe, 6e3 ga
[b/KU NINXBW 3a CPOKa, NPEe3 KOMTO CpefCcTBaTa 3aKOHHO Ca NPEeCTOsN Y Hero.

IX. MPMEMAHE N NMPEJABAHE HA CTOKUTE
Un. 9. (1) NpremaHEeTO Ha CTOKUTE Ce M3BbpPLLBA HA MACTOTO Ha AOCTaBsAHe NMOCOYEHO B Un. 5, an. 1
(2 W3INBAHUTENAT wam ynbJIHOMOLWEH OT Hero npefacTaBuTesl U MpeacTaBUTENn  Ha
NEYEBEHOTO 3ABEAEHWE - BDB3/TOXWTE/T nognuceat npuemMaTtenHo-npeaasaTesieH
NPOTOKO/, Y0CTOBepABALL, NOyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN 1 CPOK HATOAHOCT
Yn. 10. (1) CTokuTe, NpeLMeT Ha HACTOALLMA AOrOBOP, CeABa fa OTroBapAT Ha U3UCKBAHUATA Ha Y.
7,an.4n5.
(2) Kbm pataTta Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NeKapCTBeHWUTe NMPOAYKTW, crefBa
fa 6bae He no-mManbk oT 40 % /yeTmpuaeceT Ha CTO/ OT 06SBEHUS OT NPOU3BOANTENS.
(3) B cnyyaii Ha gocTaBKa Ha eKapCTBEHUS NPOAYKT C MO - KPaTbK OT A0r0BOPEHNS CPOK Ha FOAHOCT,
Ob/MKMMaTa HeycTolka fja 6bJe NPOMeHeHa, KakTo Crefsa:
0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha AOCTaBKaTa;
0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha [0CTaBKaTa;
oT 19,99% a0 10% - 7 % BbPXY CTOMHOCTTA Ha [OCTaBKaTa;
nog 10% - 10 % BbpXYy CTOMHOCTTA Ha [0CTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rofHOCT Ha buonpodyKT /6ronofobeH NPOAYKT, cnefsa ga 6vhe He no-
mManbk 0T 20 % /aBageceT Ha CcTo/ OT 005iBEHWA OT MPOU3BOAMTENS KbM AaTaTa Ha BCSAKa [OCTaBKa.
(5) B cnyyain Ha gocTaBKa Ha 61MonpoayKT/6Monogo6eH NPOAYKT € MO - KpaTbK OT 40rOBOPEHUS CPOK
Ha rogHOCT, Ab/HKMMaTa HeyCTOWKa e KaKTo ciejBa:
0T 19,99% no 10% - 2 % BbpXY CTOMHOCTTA Ha AOCTaBKara;
oT 9,99% [0 5 % - 4 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa;
nog 5% - 6 % BbpPXY CTOMHOCTTA Ha AOCTaBKara.
(6) NTEYEBHOTO 3ABELEHWE - BBb3/IOXWUTE/T mMoxe ga OTKaXKe MpuemMaHeTo Ha CTOKUTE,
aKO B [leHA Ha TAXHOTO MPUCTUraHe WM NpPUeMaHe OCTaTbYHUSA CPOK Ha FOAHOCT € M0 - MalbK OT
onpegeneHuna B un. 10, an. 2. v an. 4 MUHUMaNEH CPOK Ha rogHocCT.
(7) OoctaBKaTa Ha /IeKapCTBEH MPOAYKT C OCTaTbyYeH CPOK Ha roAgHOCT Mo-manbk oT 10 Ha CcTo OT
065BeHNs OT MPOU3BOAUTENS N HA BMONPoayKT/61onofo6eH NPOLYKT C OCTaTbYyeH CPOK Ha roAHOCT
Nno-MasibK OT 5 Ha CTO OT 005BEHWA OT NMPOU3BOAMTENS Ce M3BBbPLUBA CaMO C MUCMEHO Cbriacue Ha
NEYEBHOTO 3ABEAEHWE - BBHb3/TOXKWTEJ] 3a KOHKPETHO KOMMYECTBO, ONpPesesieHo OT Hero.
PnlW”3”*m3pnyHo nucmeHo cwvrnacne Ha JIEUEBHOTO 3ABEAOEHWE - Bb3/TOXWTEJ cTokuTe
a 6bar 3annaLlaHu.



(8) NckaHeTo 3a MMUCMEHO Cbrnacve, B ciydamTe Ha an. 7, cnegsa fda noctenu B JIEYEBHOTO
3ABEOEHWE - Bb3/TOXXNTEJI B cpok A0 1(eauH) paboTeH AeH OT MoslyvaBaHe Ha 3asiBKata.
(9) B cnyyanTte Ha CneLwwHM AOCTaBKM NMOCOYEHNUTE B a/l. 3 U &/1. 5 HEYCTOMKM He ce npunarar.

Xl. OTTOBOPHOCT 3AHETOYHO MN3MNBbJ/IHEHWE. PEKJTTAMALNA
Yn. 11. (1) NTEYEBHOTO 3ABELEHWE - BBH3JTOXXWNTEJT moxe Aa npefssasa peknamauun
npeg N3MbNHUNTEA 3a:
a) KO/IMYECTBO Y HEKOMMEKTHOCT Ha CTOKUTe WK TeXHUYecKaTa JOKYMeHTaumsa (ABHU HeJoCcTaTbLu);
0) Ka4yecTBO (CKPUTK HefoCTaTbLUN):
- NPV [OCTaBAHE Ha CTOKW He OT A0roBOPEHUSA BUA, MOCOYEH B Y/, 1;
- NPX KOHCTaTUpaHe Ha AeeKTn npu ynotpeba Ha CTOKMTE.
(2) Peknamaummn 3a sABHWM HefocTaTbLM Ha cTokute ce npasaT or JIEHEBHOTO 3ABEAEHUE -
BB3/TOXXWNTEJ], B MOMeHTa Ha npefaBaHETO MM, 3a KOETO Ce CbCTaBsA MPOTOKO/, MognucaH v ot
[\BeTe CTpaHu.
(3) Peknamaumu 3a CKpUTU HefOCTaTbUWM Ce MPaBAT Mpe3 Lenns CPOK Ha roAHOCT Ha [LOCTaBeHuUTe
CTOKW, KaTto peknamauumsaTa ce npuapyxaea 3afb/DKUTENIHO OT KOHCTATUBEH MPOTOKOM, M3fafeH OT
M3nbnHuTEeNHATa areHums 3a 1ekapcTaaTa.
(4 NEYEBHOTO 3ABEAEHVE - BbB3/IOXKWUTE/ e panbXHO fa yBefoOMM MUCMEHO
N3MBbNHWNTENSA 3a yctaHoBeHUTE AedekT B 5 (NeT) AHEeBEH CPOK OT KOHCTATUPAHETO WM.
(5) B pexknamauumnte ce nocoysa HOMepPbT Ha A0roBOPa, TOYHOTO KO/IMYECTBO Ha MOJyYEHUTE CTOKU C
TEXHUS MapTUAeH HOMep, OCHOBAaHWETO 3a peknamMaumsa U KOHKPETHOTO uckaHe Ha JIEUEBHOTO
3ABEAEHWVE - Bb3/TOXXWNTE/.
(6) B 5 (net) gHeBeH CpoOK OT nosyyaBaHe Ha peknamaumata, U3MBJIHWUTENAT cnegsa ga
otroBopy Ha JIEUEBHOTO 3ABEAEHWVE - BB3/TOXKWTEJ/T nUCMEHO W KOHKPETHO Aann
npuemMa peknaMmaumara unm 9 0TXBbpA.
(7) Npwn peknamaums 3a sBHU HepocTaTbUm N3N B/THUTENAT e AnbXKeH B CPOK OT 2 pabOTHU AHM
OT MNonyvyaBaHe Ha peknamMauusaTa 3a CBOA CMETKa M PUCK da [OCTaBM Ha MACTOTO Ha A0CTaBsiHe
KONMYECTBOTO NIMMCBALLM B fOCTaBKaTa / HEKOMMIEKTHU JOrOBOPEHU CTOKM.
(8) Mpu peknamauus 3a CKpUTU HegocTaTbun, B ciydaid ve WSMBIAHWUTENAT e npuen
peknamaumsTa, CblMAT e AnbxeH B 10 (geceT) OHEBEH CPOK OT MoflyvyaBaHeTO W fAa 3ameHu
[OCTaBeHNTEe HeAOroBopeHW Mno BuUA / AedeKTHM CTOKM 3a CBOSI CMETKa W PUCK WK MO MNpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BDB3/TOXKWUTEJ1 fa BbpHe CbOTBETHaTa 4yacT OT 3anjareHara
LieHa, BEAHO C Ab/DKUMUTE JINXBMU.
(9) MN360pbT Ha NOCOYEHUTe NO-rope Bb3MOXHOCTM Aa Ce BbPHe CbOTBETHATA YacT OT NIaTEHOTO WK
[la ce foCTaBAT HOBW CTOKM npuHaanexun Ha JIEYEBHOTO 3ABEOEHWVE - Bb3/TOXWTE umce
ynpaxHsBa OT Hero nog opmMara Ha nucmeHo ysegomseHue go V3MbHWUTEJA, kato pasxogute
N pUCKOBeTe Mo HOBOTO AocTaBsAHe ca 3a cMeTka Ha 3MBbJ/THUTENA.
(10) CrtokuTe, npegmMeT Ha peknamaums ce cbxpaHssaT ot JIEUEBHOTO 3ABEAEHWE -
BBb3NOXWTEJT go ypexxaaHe Ha peknamauuunre.

XIl. OTFTOBOPHOCT NP HEN3MNBJIHEHWE

Un. 12. (1) 3a Hem3nb/IHEHWE Ha 334 b/DKEHNATA CU NO HACTOALLMA LOrOBOP C U3K/HOYEHUE HA Te3un Mo
un. 10, an. 2 u an. 4, N3MBNAHUTENAT abmkn HeycTolika B pasmep Ha 0.5 % Ha geH BbpXy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noseye OT 10 % (geceT npoLeHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTo W o0eslleTeHne 3a NPeTbpreHuTe [AeNCTBUTENHW Bpeau B CryyauTe,
Korato Te HaAXBbp/AT [OroBopeHaTa HeycToilka. B cnyvaute no un. 4, an. 3, nocodyeHara B
NPeaXo4HOTO M3peYeHre HeyCToMKa B pasmep Ha 0.5 % ce HauMCcnsBa 3a BCEKM Yac Mpocpoumre, HO He
noseye oT 10 % (AeceT NpoLEHTa) OT CTOMHOCTTA HA KOHKPeTHaTa 3asBKa, KakTo M 06e3LleTeHre 3a
npeTbpreHuTe LeNCTBUTENIHN BPeAUW B C/lydanTe, KOraTo Te HaaXBbpAAT LOrOBOpeHaTa HeyeTL K.

(2) Korato npu Hannume Ha peknamauuu, N3MbBAHWUTENAT He v3nbaHu 3agbaHUATaL 3”10
pasgen Xl OT HacToAWMS [OroBop B CPOK, CbWMAT Abmku Ha JIEHEBHO3Yy”*"3ABEAEH!
BBb3/TOXKWTEJT HeycToilka B pasMep Ha 2 % OT LeHaTa Ha CTOKuTe, 3a KouM>(ca “npr
peknamauumnTe. wv In



(3 NEYEBHOTO 3ABEAEHUE - BB3/TOXWTEJ yposnetsopssa MpeTeHUUNTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo W 3a 3ar/allaHe Ha HeycTOWKWTe OT CcTpaHa Ha
N3MNBNHUNTEJIA KaTo 3aabpka rapaHumaTa 3a u3nb/HeHe no Y. 7, an. 3, byksa “6” oT 4orosopa,
KaTo npegnpuemMa [eicTBMA 3a HeWHOTO YCBOsiBaHe. B cnydail, Ye CTOMHOCTTa Ha rapaHumsTa 3a
M3MbJIHEHWE He MoKpMBa BCUMYKM AbmkuMu oT UN3MBJHUTENA Heyctoiikn, TEYEBEHOTO
3ABEAEHWNE - BDB3/TOXKWTE/T npuxsawia AbKUMUTE CYMU OT HacpellHW MnawaHna KoM
N3N BbJTHUTEA.

(4) Mpu Tpn NbTY BMHOBHa 3ab6aBa Ha M3MBJIHUTE/A, npoab/mkmna ¢ noseye oT MosioBuHaTa OT
CpOKa 3a M3Mb/HeHWe Ha CLOTBETHOTO 3afb/KeHue, B paMKuTe Ha Tpu meceua JIEHEBHOTO
SABEOEHWVE - BB3/TOXWNTE/T nvma npaBo Aa npekpaty Aorosopa e4HOCTpaHHO e 15-AHeBHO
npeav3BecTue.

(5) NEYEBHOTO 3ABEAEHUE - Bb3/TOXXKWUTE/ nma npaBo Aa npekpaTn eaHOCTPaHHO 1 6e3
npen3BecTMe HaCTOALMA AOroBOP B C/lyYal Ha CUCTEMHO HETOYHO M3Mb/IHEHWE Ha 3afb/DKeHUsATa OT
N3MNBNHWUTENTIA n npegsaseHy noseye OT TpU peknamauuMm B paMKUTE Ha Tpu Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3/IOXXWTEJI no peaa Ha rnasa Xl.

(6) B cnyyait, ye no otHoweHne Ha N3MBIHUTENA HacTbnaT obcToATencreara no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a o6ulecTBeHuTe nopbyukn, JIEUEBHOTO 3ABELEHWE-
BBH3/TOXWNTE/T mma npaBo Aa NpekpaTtu efHOCTPaHHO HacTosilmMs A0rosop, 6e3 MMUCMEHO
npeaunssecTue 1 6e3 fa L4b/HKN HEYCTOMKM.

(7) Mpn HemsnblHEHWe HaA 3a4b/KeHWeTo cu no 4yn.3, an.2, JIEYEBHOTO 3ABEAEHUE -
BB3NNOXUNTE gbmxn Ha U3MBTHNTEA HeycTolika B pasmep Ha 0.1% (Hyna usno v eavH Ha
CT0) OT LleHaTa Ha M3BbpLUEHaTa [OCTaBKa 3a BCeKU [eH 3abaBa, HO He noseye OT 5 % (MeT Ha CTo) oT
CTOMHOCTTa Ha AocTaBKara.

XIl. POPCMAXOPHWN OBCTOATEJICTBA
Yn. 13 (1) CtpaHuTe NO HACTOALLMSA JOrOBOP He Ab/HKAT 06e3leTeHne 3a MOHECEHW Bpeaun 1 3aryom,
aKo nocnefHuTe ca NpUYMHeHU B pe3ynTaT Ha HempeogonnmMa cuna.
(2) Ako cTpaHata, KOATO € C/efBasio [a U3Mb/IHW CBOe 3afb/DKEHMe Mo [orosopa e 6una B 3abasa, T4
He MOXKe [a Ce M030BaBa Ha HernpeoLo/Mma cuna.
(3) “Henpeogonuma cuia” No CMUCHIA Ha TO3W [OroBOP e HenpeaBuaeHO W/unu HenpegoTBPaATUMO
CbOWTUNE OT U3BLHPEAEH XapaKTep, Bb3HUKHA/O Crief, CKNHOYBAHETO Ha 40roBopa.
(4) CrpaHata, 3acerHara OT Henpeofo/iMMa Cwna, e AbXHa Aa npeanpueMe BCUYKW [eNcTBuA C
rpmwkara Ha fo6bp CTOMaHWH, 3a Ja HaMaan [0 MUHMMYM MOHECEHUTEe Bpeau U 3arybu, KakTto u ja
yBe4oOMU MUCMEHO Apyrarta CTpaHa B 7-4HeBEH CPOK OT HaCTbMNBAHeTO Ha HenpeogonumaTta cuna. MNpu
HeyBeJOMsBaHe B TMOCOYEHWA B MPeAXOAHOTO U3peyeHMe CPOK Cce Ab/DKM  00eslieTeHne 3a
HacTbNUAMTE OT TOBa BpeAu. Henpeofonumarta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTudmkar 3a opcMaxop, n3gageH Nno CbOTBETHUSA pef OT KOMMETEHTHUS OpraH B [Abp)asara, B
KOSITO ca HaCTbNUAN (HOPCMaXKOPHUTE 0BCTOATENCTBA.
(5) [okato Tpae HernpeogosMMaTa CWMa, W3MbAHEHMETO HAa 3afb/DKEHMATa U CBbP3aHWUTE C TAX
HaCpeLLHW 3a4b/IXKeHUs ce cnupa.
(6) He npeactaBnsBa “HenpeogonMMa cuna” CbOWUTUE, MNPUUMHEHO MO HEBPEXHOCT WAM 4pe3
YMULLNEHO [EeCTBUE Ha HAKOA OT CTPaHUTE WM TeXHW MPeACTaBUTeNIN UMW CYXXUTENN, KaKTo W
HegoctMra Ha napuyHu cpeactea Ha W3MBJ/IHUTENA v JIEUEBHOTO 3ABELEHWE -
BB3NNOXUNTEN

XIV. CIMNOPOBE
Un.14. (1) Bu3HMKHaIMTE Npe3 BPeMETPaeHEeTO Ha A0roBopa CropoBe 1 pa3Hornacus Mexxay CTpaHuTe
Ce peluaBaTr 4pe3 MperoBopu mexay Tax. ocTurHatute JOrOBOPEHOCTU Ce O(OpPMAT B MMUCMeEHa
(hopma 1 ce MpeBpbLUAT B HEpa3ae/iHa 4acT OT A0rosopa.
(i Ha HeMnoCTUraHe Ha JOroBOPEHOCT MO NPeAXO4HUSA YSieH, BCUYKX CNOPOBE, MOPOAEHUN OT
3p UK OTHacALWM Ce [0 Hero, BKIKUNTETHO CMOPOBETE, MOPOAEHN OT UM OTHACALLM Ce [0
bXXyBaHe, HefleiCTBMTENHOCT, HEM3Mb/IHEHNE UK NPeKpaTsaBaHe We 6bAaT paspeLlaBaHm
Llapckute maTtepuasiHM 1 NPOLECYa/THU 3aKOHW OT KOMNETeHTHUA cbf no pefa Ha K.



XV. CbOBWEHWNA

Un. 15. (1) BCcMUkM CbOOLLEHNA MeXAY CTpaHWTe, CBbp3aHW C U3Mb/HEHWETO Ha TO3M [OroBop ca
Ba/IMAHK, aKO Ca HampaseHu B MUCMeHa (popmMa M ca NOAMMCaHU OT YMb/IHOMOLLEHUTE NPeLCTaBUTENN
Ha U3MBHUNTENA nim NTEYEBEHOTO 3ABEAEHWE - BB3/TOXXKUNTE/.
(2) 3apata Ha CbOOLLEHMETO Ce cMATa:
S farara Ha npefaBaHeTo - NPU PbYHO NpefaBaHe Ha CbOOLLEHMETO;
V farara Ha NoLLEeHCKOTO KNelMo Ha obpaTHaTa pasnucka - npy usnpatiaHe ro nowiata;
\Y filaTata Ha npuemMaHeTo - Mpy U3npatyaHe no gakc nm e-mail.
(3) 3a Ba/mMgHM agpecu 3a MpremMaHe Ha CbOOLLEeHMS M 6aHKOBM CMETKM, CBbp3aHW C HaCTOALMS
[LOrOBOp Ce cMATaT:

3A U3MNBNHNTENA:

agpec: rp. Cogmsa, 1700, yn."OkonospbcTeH nbT" Ne 199a, Ten./dpakc: 02 9658828, 02
9658999, e-mail: info.tenders@phoenixpharma.bg

6aHKoBa CMeTKa, nocoyeHa ot N3MbJ/IHATENA: BIC: UNCRBGSF,
IBAN:BG91UNCR96601030899522

3A TEUEBHOTO 3ABEAEHWE- Bb3/TOXXWUTEN:

rp. Codwmsa, yn. ,,bano mope” Ne 8, otaen ,bonHuyHa anteka”, ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu.
(4) NMpwn npomMsHa Ha nocoyeHus Mo an. 3 agpec Uan 6aHKOBA CMeTKa CbOTBETHATA CTpaHa e A/TbXKHa
[la yBeoMu Apyrata B TPUAHEBEH CPOK OT NpOMsAHaTa.

XVI. APYTW YCNOBUA
Un. 16. (1) MNpaBaTa ¥ 3adb/DKEHMATA MO HACTOALWMA [OroBOP He MoraTr fa Cce MPexBbPAsAT
eJHOCTPAHHO Ha TPeTu fnua M NoJo6GHM aKTOBe He MopaxpaaT MpaBHO [eicTBMe 6e3 MUCMEHOTO
cbrnacue Ha fpyrara cTpaHa, OCBeH B C/lydauTe Ha obe3reyaBaHe (rapaHTvMpaHe) Ha 3a4b/DKEHUSA MO
6aHKOBM KpeauTu.
(20 3a HeypefeHuTe BBLNPOCKM B HACTOAWMA [OroBOpP Ce npwunara AelcTBawoTo ObArapcko
3aKOHOJATe/NCTBO.

XVII. NOAN3MB/THUTEJIN - HenpnnoXxnmo
(Npuno>KrMMo camo B CiyvyauTe, B KOMTO U30paHusa 3a U3MbAHUTEN yYacTHUK € Mocoumn, Ye Lue
non3ea NnoAU3NbHUTENN, NPY CKIKYBAHE HA PaMKOBOTO crnopasyMeHue)
Yn. 17. (1) NOAMN3NBNAHUTEJINTE Tpsabsa fa OTroBapaT Ha CbOTBETHUTE KpUTepUW 3a nogbop
Cb06pa3Ho BMAaA M fena OT NopbykaTa, KOWTO Le M3MbHABAT, 1 3a TAX [a He ca HaJiMLe OCHOBaHMS 3a
OTCTpaHsBaHe OT Mnpovueaypara.
(2 NEYEBHOTO 3ABEAEHWVE - Bb3/TOXXWTEJ n3nckea 3amsaHa Ha MO AN3MbJ/IHUTEN,
KOITO He 0TroBaps Ha ycnosuaTa no an.l.
(3) KoraTto yacTta OT nopbukata, KoATo ce m3nbaHaea oT MOAV3MBAHUTE, moxe ga 6bae
npegageHa kato otgeneH o6ekt Ha V3MBAHUTENA wm Ha IEHEBHOTO 3ABEAEHUE -
BBb3/TOXXWTEJ/I, nocneaHua 3annawia Bb3HarpaxaeHue 3a tasn yact Ha MO AN3MbHUTENA.
(4) PasnnawaHuATa MNo a1 3 Ce OCbLeCcTBABAT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
noagmM3Nb/IHUTENA po JNEYEBHOTO 3ABEAEHUWE - BbB3JTOXKWTE/  upes
N3MBTHANTENA. KONTO e ANbXeH fAa ro npefoctaBy Ha Bb3NOXKUTENA B 15-4HEBEH CPOK OT
rnosly4yaBaHeTo my.
(5) KbMm mckaHeto no an. 3 U3MBJIHUTENTAT npepocTtaBa CTaHOBULLE, OT KOETO [a € BUAHO fain
ocrnopsa nnawlaHuaTa Uan YacT OT TAX KaTo Heb/HKUMN.
(6) TEUEBHOTO 3ABEAEHUE - BBH3/TIOXWTEJT nMa npaBo fa OTKaxe MiawjaHe no an. 3,
KOrato MCKaHeTO 3a M/allaHe e OCNopeHo, 40 MOMEHTA Ha OTCTpaHsABaHe Ha NpuymnHaTa 3a <
(7) HesaBucumo ot m3anonssaHeto Ha MNMOAVIITB/IHUATE/IA oTroBopHoCcTTa 3a m3nm’
fgorosopa e Ha M3MbJ/THNTEJA.

-
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XVII. 3AKNKOYUTENTHW PA3MOPEABU
Yn. 18. (1) Mpn CbCTaBAHETO Ha HACTOALLMA [OTOBOP Ce MpefcTaBmxa CefHUTe JOKYMEHTU:
S JokymeHTu no un. 112 ot 30IT7;
S Jexknapaums no yn. 55, an. 6 ot 3/TMXM (koraTto e NpuUNoXmnmo);
S MapaHLmMa 3a U3NMbHEHNE;
S TexHnyecko u LIeHoBO NpefnoXKeHne, HepasaenHa vyact OT A0roBopa,;
S [Jeknapauumu no 3MUIT.
(2) HacToswmsaT gorosop ce CbCTasu B TpY eAHO00OPa3HN ek3emrspa Ha Ob/irapCky e3nk - eaviH 3a
N3NBJTIHWUTENA v gBa 3a TIEHEBHOTO 3ABEAEHWE - Bb3/TOXKUTE/I.

NEYEBHO 3ABE/EHMUE - ATHIeHa HHpopMaLs

3anuueHa uHpopMarys

3anuyena nHpopManus
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ATC

BO2BX05

JO6BAO2

LO1AX03

LO1BCO6

LO1BCO7
LO1CBO1

LO1DBO1

LO1DBO7
LOIXAD1
LO1XAO03
LO1XC06
LOIXC11

LOIXC12
LOIXC17
LOIXC26

Eltrombopag

Immunoglobulins,
normal human, for
intravascular adm

Temozolomide

Capecitabine

Azacitidine
Etoposide

Doxorubicin

Mitoxantrone
Cisplatin
Oxaliplatin
Cetuximab
Ipilimumab

Brentuximab vedotin

Nivolumab

MpepnaraHn LIEHOBW MapamMeTpu

HauvH Ha
NPUWIOXKEHVE

nepopariHa
TBHOZA

napeHTepaHa

nepopasiHa
TBbPAA
nepopanta
TBHPIA
napeHTepasiHa
napeHTepasiHa

napeHTepasiHa

napeHTepasHa
napeHTepasHa
napeHTepasHa
napeHTepasHa
napeHTepasHa

napeHTepaiHa
napeHTepaiHa

Inotuzumab ozogamicin napeHTepasiHa

3abenexxka

100mg/mi

Powder,
dispersion and
solvent for
concentrate for
dispersion for
infusion

Mspka Craryc

mg BasmaeH

BamvpoeH

g

BanmoeH

BanvpoeH

BamvpoeH
BarmoeH

dd 4 4

BarwoeH

g

BannpoeH
BanmpoeH
BannpoeH
BannpoeH

d d d daaddaad

En.ueHa 6e3
A0c

2,055929

0,074270

0,128647

0,001283

4,066000
0,105000

4,079000

2,600000
0,178400
0,182000
2,971291
109,721250

107,047473
19,900150
18348,551135

En.ueHa c AAC

2,467115

0,089124

0,154376

0,001540

4,879200
0,126000

4,894800

3,120000
0,214080
0,218400
3,565549
131,665500

128,456967
23,880180
22018,261362

Heobxoaym

6poi MAPKA
Ha A3

56000

200000

12000000

2000
280000

2000

2400
300000
220000
400000
8000

1000
35200
1

O6LLa CT-T
6e3 44C

115132,03

252518,00

25729,33

15400,00

8132,00
29400,00

8158,00

6240,00
53520,00
40040,00
1188516,33
877770,00

10704747
700485,28
220182,61

3648271,07

O6La CcT-T ¢

nac

138158,44

303021,60

30875,20

18480,00

9758,40

35280,00

9789,60

7488,00
64224,00

48048,00

1426219,60
1053324,00

128456,97
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O6ocobeHa nosnuya 1

JlekapctB Heooxopy Mspka Koniect OxoHuare
M Gpoin b 3abenexu Craryc V36paH TbProBeko BO HanmueH B
ATC INN eHa /mgta Py Mapka  fHa
by MSPKA Ha blrri/ nnc PY HaMMEHOBaHVie aKTMBHO ONAKOBKA rnnc
PMa m ' BELLIECTBO
Novartis
repopasiH Europharm HannueH B
BO2BX05  Eltrombopag aTELRAA 56000 g BampeH [ Lirrited, REVOLADE 25 mg 28 e
VipraHays
REVOLADE 50 mg 28
Immunoglobulin
s, normal HADEHTe Octapharma (IP)
Jo6BA02  human, for APEHTER 3400000 ngy 100mg/ml BarmpoeH He Ltd., O6eanHeHO
. anHa
intravascular KparictBo
adm
Octapharma (IP) 100 HanmueH B
A SPRL. Bermvs OCTAGAM 10% mg/ml- gy 1 e
50 m
100
OCTAGAM 10% mg/mi- ng 1 %””e'* .
20 ml
Accord
. nepopavyiH Temozolomide 5in HanvueH B
LO1AX03 Temozolomide - 200000 nyg BasmpeH [a Healthcare S.L.U., d 100 mg bottles e
VicrniaHua
Alvogen IPCo
He Sarl,
Jlrokcembypr A y>:
Merck Sharp & 3il
He Dohme BV, !

HwoepraHppn VYNt m



Sandoz GmbH,
ABCTPUA

Pomactpy

Buirapua

Accord
. Healthcare
- ilCpUpd/IH ..
LO1BCO6 Capecitabine aTEERm 12000000 ng BamoeH He Limited,
0O6eanHeHo
Kpascteo
Accord
A Healthcare S.LU,,
WcnaHus

Capecitabine HanueH B
Accord 500 mg 120

He PTC ehf,,
VicnaHaya
Alvogen IPCo

He Sarl,
Jlrokcemobypr
ivKixA, a.a.,
CnoseHus
Teva B.V.,

HiaepnaHana
Yaiikadiapva
Bucokokayectse
HUTe SleKkapcTBa
AL, Buirapus

Celgene Europe

MNapeEHTE 1vial x -’ LWLY™4yeH B
ane“:ae P 200 g BameH ga BV, Vidaza 25 mg/mi 1"' X o
nn
HunepraHys vl o ym

T

LO1BCO7  Azacitidine



LOICBOL  Etoposide MBEHTED. 80000
a/Ha

LOIDBOI  Doxorubicin ;'napeHTep 2000

LOIDBO7 Mitoxantrone  2PeHTER 5a00
a/Ha

LOIXAOI ~ Cisplatin MAPEHTED 270000

Powder,
dispersion
and
solvent
for
concentra
te for
dispersion
for
infusion

BarmoeH

BanmpoeH

BarmpeH

BarmpoeH

Accord

Healthcare Etoposide 20 mg/mi-
Polska Sp. z.0.0., Accord 5m )
MNonue

Actavis Group

PTC ehf.,

VicnaHayn

Cipla (UK) Ltd.,

O6eayHeHo

Kparicteo

Teva BV,
HuaeprnaHaya

Baxter Oncolcogy
GmbH,
lepmaHmA

Ebewe Pharma
GmbH. Nfg. KG,

ABCTpUA

MITOXANTRON 2 mg/ml -
" "EBEWE" 0m

Accord
Healthcare
Polska Sp. z.0.0.,
Monua

50m

Myocet 50 mg

Cisplatin Accord 1 mg/mi - mg

1 Harvuen B
vc

5 HanvueH B
c

1 HarvueH B
vic



LOIXAO3 Oxaliplatin

LOIXCO6  Cetuximab

napeHTep
. 220000 Ny

aHa

MAPEHTER 400000
a/Ha

ng

BarmneH  pa

Ebewe Pharma

GmbH. Nfg. KG,

AscTpuA

Healthcare

Limited,

O6eayHeHO

Kpascteo

Accord

Healthcare OXALIPLATIN 5 mg/ml -
Polska Sp. z.0.0., ACCORD 20m
MNonua

Actavis Group

PTC ehf.,

VicnaHays

AqgVida GmbH,

lepmaHus

Ebewe Pharma

GmbH. IMfg KG,,

ABcTpUA

Bynrepmven BE
0O0/L, burapms

MC dapma AL,
Burrapus
Yalikadiapma
BuicokokayecTtse
HVITe NleKapCTBa

AL, Brirapus

Merck Europe
BV, ERBITUX

HuaepraHaya

5 mg/ml -
20m

HannueH B

HamnueH B

ﬁgg/_'\{of\ 1\9\



LOIXC11

LOIXC12

LOIXC17

LO1XC26

Ipilimumab

Brentuximab

vedotin

Nivolumab

Inotuzumab
0zogamicin

napexTep oo
anHa

naperTep | o
anHa

napeHTep 35200
aHa

napexTep
anHa

BanmpoeH

BarmaeH

BasmaeH

BarmoeH

Bristol-Myers
Squibb Pharma
EEIG, VpnaHovns

Takeda Pharma

A/S, JaHua

Bristol-Myers
Squibb Pharma

EEIG, VipraHoua

Pfizer Europe MA
EEIG, Benrvis

Yervoy

Yervoy

Adcetris

Opdivo

5 mg/mi-

10mI(50 ng

o)
5my/mi-

40 m (200 ng

)

50

10 mg/mi -
10m

10 mg/ml -

4

1

Ivial

lvial

1wvial

1vial

1vial

HasmyeH B
vc

HarvueH B
rvic

HasmueH B

HarmueH B
c

HamueH B

HarnueH B





