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AJOIroBOP
3A JOCTABKA HA TIEKAPCTBEHW NMPOAYKTN

OHec, . 20.X$ r., B rp. Codhms, mexay:

YMBAN"Uapnuua MoanHa-UCYT"EA/, cbC cefanvile M aapec Ha yrnpas/ieHue B Ip.
Codms, paioH "O6opuwe”, yn. "'bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npeactasnsasBaHo oT npod). A-p Bonko Meoprues Kopykos, 4.M - V3Nb/HUTENEH ANPEKTOP, HapnyaHo
no-gony 3a kpatkocTt ,,JIJEHEBHO 3ABEOEHWE - Bb3J/TIOXXWTEJ1” oT egHa cTpaHa

n

»EKO®PAPM” EOO/], cbe cefanuule v agpec Ha ynpasneHue rp. Codpuma-1421, 6yn. “YHepHu BpbX™
Ne 14, 6n. 3, napTep, Ten: 02 9631596, dakc 02 9631561, EMK 130390055 npeactaBnsBaHo oT [eTbp
Mpuropos BesneB ypes MbJIHOMOLWHUK AneKcaHabp Tep3veB ¢ Mb/HOMOLLHO per. Ne 2408/04.07.2019
r., HapnyaHo no-gony 3a kKparkocTt ,,3MbJTHUTEJ” oT gpyra cTpaHa,

Ha OCHoBaHMe un. 112 ot 3akoHa 3a o06uwlecTBeHWTe nopbyku (30I1), BbLB Bpb3Ka C MNPOBELEH
BbTPeLLEH KOHKYpPeHTeH Mn360p no PamkoBo criopasymeHune Ne P[1-11-270 ce CKHOYM HACTOALLUSA
[lOroBop 3a C/egHoTo:

I. MPEAMET N CPOK HA JOIMOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BDB3JIOXKWTE/ Bb3nara, a N3MBJIHUTENAT ce
3a/ib/KaBa [la M3BbPLUN A0CTaBKa Ha C/ieflHNTE NleKapcTBeHM NPoayKTu oT O6ocobeHa nosumuymnsa Ne 1:

r
ATC INN YMH Ha dignoxeHne MﬂpKa@,)K

LR ->'=
LO1AA01 Cyclophosphamide napeHTepasiHa mg 1500000
LO1AAO6 Ifosfamide napeHTepasHa mg 1600000

(2) [oroBopbT BAM3a B Cwuia OT gatata Ha MOAMMCBAHETO My OT [BeTe CTPaHM M e CbC CPOK [0
31.12.2021 r.

Il. UEHW N OBWA CTOMHOCT HA IOCTABKWTE MO AOTOBOPA

Un. 2. (1) LeHaTa Ha cTOKMTe Mo 4il e cbrnacHo uUeHoBo npeanoxeHne Ha N3MNbJIHUTENA,
HepasfesiHa yacT oT Aorosopa.
(2) LleHaTa BKNHOUBA CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3aCTpaxoBKa 1 TpaHcnopT go JIEUEBEHOTO
SABEAEHWE - BB3/TOXKWTEJT npy MMHMMANEH CPOK Ha rFOAHOCT He Mo-kpaTbk oT 40 % ot
0651BeHNA OT NMPON3BOAUTENA 3a SIEKAPCTBEHWUTE NPOAYKTU UM He No-KpaTbK 0T 20 % OT 0651BeHUA OT
Npou3BOAMTENS 3a OMONPOLYKTUTE UK 6MONOA0OHMTE NPOAYKTU. MUHUMaTHUAT CPOK Ha FOAHOCT ce
onpefens KbM jaTaTta Ha BCAKa [OCTaBKa Ha NIeKapCTBEH MPOAYKT.
(3) O6uwaTa CTOMHOCT Ha focTaBKUTe Mo gorosopa e fo 191 793.33 nesa 6e3 Bkaw4eH A4AC u go
230 152.00 neBa c BktoyeH 44C.
(4) LeHaTa no goroBopa e (hMKcupaHa, He NOAeXN Ha NMPoMsiHa 3a CpOoKa Ha [eicTBMe Ha JOroBopa,
OCBeH B cny4vanTe Ha 116 ot 30rI1.
(5) B cnyyaid, ye npe3 BPeMETO Ha AENCTBUE HA CbOTBETHUS AOFOBOP CTOMHOCTTA, KOATO c/efBa aa ce
3annawa ¢ ny6nyHM cpeacTBa Ha /IeKapCTBEeHN NPOAYKTU OT MOo3UTUBHUSA NeKapcTBEH CMUCHK CTaHe
Mo-HMWCKa OT [OroBopeHara, Jie4e6bHOTO 3aBefieHME -  Bb3/IOKWTeN 6e3yCc/ioBHO  3anawga
NEeKapCTBEHUTE MPOAYKTU Ha Mo-HUCKaTa CTOMHOCT, CYMTAHO OT:

- jarata Ha BAM3aHe B Cwla Ha pPeweHVeTo Ha HaumoHa/IHUSA CbBET MO LUEHU W
peumbypcupaHe Ha fiekapcTBeHUTe npogykTu ( HCUP/IM);

- [aTaTa Ha akTyanusaumdara Ha No3nTUBHUA NeKapCcTBeH CMUCHK Mo pefa Ha un. 57, an. 1ot
Hapepbata 3a ycnoBusaTa, npaBwiata M pefa 3a peryvMpaHe W perucTpypaHe Ha LeHUTe Ha



nekapcTBeHnTe npogyktn (HYMPPPLL/IM) 3a nekapcTBeHWTe MNPOAYKTU € HamasieHa CTOMHOCT 3a
0MakoBKa, M3vncneHa Ha 6asa pedepeHTHa CTONHOCT.

B cnyyante no npeaxofHOTO W3pedveHWe, CTOMHOCTTA Ce oOnpefens KbM MOMEHTa Ha
JocTaBKaTa (nognucBaHe Ha NpUeMo-rnpegaBaTesieH MPoOTOKoN).

Il. ycnosmda n HAYMH HA NMNOALWAHE

Un. 3 (1) MNMnawaHeTo Mo HacToAWMA JOroBOP Ce OCbLLeCTBABA Ype3 6aHKOB MpPeBOf OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/TOXXWUTEJ no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBb/IHUTENA.
(2) 3annawiaHeTo Ha CTOKMTE MO JOroBOpa Ce U3BbPLUBA OT/IOXEHO B CPOK A0 60 /wectaecetus/ feH,
cnep, npefcTaBsHe Ha CriefHUTE OKYMEHTU:

1. [octaBHa (hakTypa, CbCTaBeHa CbIrnacHo nnckeaHuaTa Ha 344C v MMN344C;

2. TlpuemartenHo-npegasaTesiHX MPOTOKO/N;
(3) B cnyuyain, 4e nocoyeHUTe B Y. 3, al. 2 JOKYMEHTU Ca HepefoBHU WM He ca KOMIM/IEKTOBaHM,
cbwmTe ce Bpbwat Ha 3MBbJTHNTE/A ¢ npuemaTtenHo - npegasaTesieH NPOTOKO/ 3a M3MpaBsHe
Ha HepefHocTuTe. CpoKbT Mo Y/l.3, an. 2. 3anoyBa ja Teye OT gaTaTa Ha NpeAcTaBsAHETO Ha rnocnesHus
N3NCKYEM Ce JOKYMEHT.
(4) Mpu hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA SIEKAPCTBEHU MPOAYKTU, MO BCAKA OTAe/IHA 3aABKa,
LeHaTa Ha oMnakoBKa He cfnefBa fa HaaBullaBa onpegeneHata B MO3NTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakoBKa 3a CbOTBETHMS JIEKAPCTBEH MPOAYKT. B
CNy4yail Ha m3uMCMsiBaHe Ha CTOMHOCT MO-BMCOKA OT pediepeHTHaTa CTOMHOCT Ha OMaKoBKa 3a
CbOTBETHUA NIeKapCTBEH MPOAYKT, CTOMHOCTTA Ce HaMasisiBa M 3annaia Ao CTOMHOCTTa Ha OnakoBKa
onpejeneHa B MNMo3NTUBHNA NeKapcTBeH CNNCHK- [NMpunoxeHue Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABEAEHWVE - Bb3J/TOXXWNTE/I 3aaBsBa HE0OX0AMMNTE MYy KONMYECTBA
¢ nucmeHa 3asBka fo U3MBIHUTENA. 3asaBkata ce BpbyBa J/IMYHO CpPeLLy MoAnuUC Ha
N3MBNTHNTENA nnv ynbAHOMOLLEHO OT HEro sivue Unu ce msnpaiia ¢ rnpernopbyaHo MUCMO C
obpaTHa pasnucka, rno gakc Uan rno efleKTPOHEH MbT.
(2) Bcaka oTgenHa poctaBKa, cnefBa ga 6bae focTaBeHa B CPOK [0 7 Ka/leH4apHW AHW Chneg
nosiyyasaHe Ha 3aaBkarta oT JIEHEBEHOTO 3ABEAEHUE - Bb3/TOXXKWUTEJ u 3a KomyecTearta v
onakoBkmMTe (CbO6PasHO KOHKPETHWUTE JIEKApCTBEHW TMPOAYKTW, TMOCOYEHW B  TEXHUYECKOTO
npeanoXeHne Ha M3NbAHUTENSA), TOYHO OMnpejenieHM B 3asBkata. B cnyyai, ye ce npasBu Mbpsa
JocTaBKa OT jajeHa napTuja Ha /leKapcTBeH NPOAYKT, ce npefctaBa CepTugmkart 3a 0cBob60XAaBaHe
Ha napTugaTta, u3gageH oT KeBampuuupaHo nvude no 3JIMXM Ha efeKTpPoHeH HOCUTEN WM No
eNeKTPOHEH MbT Ha eNeKTPOHHAaTa MoLla, MocoveHa KaTo afpec 3a KOPECNOHAEHUMUA, NPULPYXEH ¢
npeBoj Ha 6bArapcky ek oT (mpma, CKA4Ynna 4orosop ¢ MMHUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbPLUBaHE Ha ouumanHn npesogu. N36poeHNTe OKYMEHTU Ce NPeAcTaBAT B CbOTBETHOTO 3BEHO,
onpefesieHO OT /le4ebHOTO 3aBefjeHMe - Bb3/IOKUTeN. [Mpu cnejBawin [OCTaBKU Ha IeKapCTBEHN
NPOLYKTU OT CblliaTa NapTmaa, CepTUPUKATBLT He Ce NpeLCcTaBs.
(3) B cnyyain Ha HeobxoguMmocT OT cnewHa pgoctaBka, JIEHEBHOTO 3ABEAEHWUE -
BBH3/TOXXKUTEJT nocovBa M3PUYHO B 3asBKaTa, 4e € Heob6Xxoaumo ga 6bhe M3BbPLUEHA CrelHa
joctaBka. B T0o3n cnyuvaid, goctaBkarta cnefBa fa 6bfe M3BbpLUEHA [0 6 4aca OT MoslydyaBaHe Ha
3asBKaTa M 3a Ko/myectBata M OMakoBkuUTe (CbOOpPa3sHO KOHKPETHUTE JIeKapCTBEHWU MNPOAYKTH,
NOCOYEHU B TEXHUYECKOTO MPeS/I0KeHMEe Ha U3NBHUTENSA), TOUHO OMpefesieHN B 3asaBKaTa.
4) NM3ANBNMHUTENAT ce 3aab/kaBa, B CPOK A0 1 paboTeH [ieH, B c/lyyanTe Mo an. 2 U B CPOK A0 1
yac, B C/lyyanTe Ha an. 3, cfef rnony4vyaBaHeTO Ha BCAKa 3asBKa fa yBeAOMU MUCMEHO UM no akc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ] B cnyyaii Ye He MOXe Aa M3BbPLUM JOCTaBKa Uan
B C/lyyaii, Ye He MOXe fAa cnasv CPOKbT 3a M3BbpLUBaHe Ha JocTaBKaTa, MpeaMeT Ha KOHKpeTHaTa
3asBKa.
(5) Kbm patata Ha BCsKa [0CTaBKa, OCTAaTbYHUAT CPOK Ha FOAHOCT Ha JIeKapCTBEHUTE MPOLYKTH,
cnefsa fa 6bAe He No-manbK 0T 40 % /dyeTupugeceT Ha cTo/ OT 065IBEHUSA OT MPOU3BOANTENS.



(6) Kbm gaTaTa Ha BCSIKa AOCTaBKa OCTATbYHMAT CPOK Ha FOAHOCT Ha 6MONPOAYKT MM 6uonoaobeH
NPOAYKT, crejBa aa 6bae He no-mantk oT 20 % /aBajeceT Ha cTO/ OT 065BEHUA OT NPOU3BOAUTENS.
(7) 3a konunuyecTBa fAOCTaBeHW M3BBLH 3asaBKaTta no uyn. 4, anl, JEUEBHOTO 3ABEJAEHWE -
BB3/TOXXWUTEJT HAMa 3a4b/DKEHWE 3a naLlaHe.

(8) B cnyyvaute no un. 10, an. 7 OoT A0Orosopa, CPOKLT MO al. 2 1 3 3anoysa fa Teye OT jartara Ha
nMcMeHoTo cbrnacue Ha JIEHEBHOTO 3ABEAEHWE - Bb3/TOXXUTEI.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a MACTO Ha JoCTaBAHE Ha CTOKUTE MO TO3M [0roBOp Ce onpedens CregHUs agpec: rp.
Cotpusa, yn. ,,bano mope” Ne 8, YMBAJ1 ,,Llapuua WoaHHa-NCY " EA/L - otgen ,,6onHUYHa
anTteka”
(2) PvCKbBT OT cnyyaiHOTO MorvBaHe MM NMOBPeXJaHe Ha CTOKUTe npemMuHasa Bbpxy JIEUEBHOTO
SABEAEHWE - BB3J/TOXKWTEJ1T oT MOMeHTa Ha MpUemMaHeTo MM Ha MSACTOTO Ha f[ocTaBsiHe e
npuemartenHo-npesasaTesieH NPoOTOKOS.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha gocTaBdHe ce cuMTa gaTtara, Ha KOATO CTOKMTe ca [0CTaBeHU [0 ajpeca Moco4eH B
un. 5, an. 1, npm ycnosuaTta Ha yn. 9, an. 2.

VII.3AAB/IDKEHUA HA N3NBJTHUTENA
Un. 7. UBNBNAHUTENAT ce 3agb/mkasa:
1 [a poctaBu CTOKMTE B LOrOBOPEHMA CPOK M aa rm npepage Ha JIEHEBHOTO 3ABEAEHWE -
Bb3TOXXUNTEN.
2. [a npepfafe CTOKUTe, MakeTUpaHU M MapKMpaHW B CbOTBETHWUA BUA, KO/IMYECTBO M Ka4yeCTBO Ha
MACTOTO Ha AoCTaBsIHe.
3. Ipn nognmnceaHeTo Ha forosopa fa npeacrasu:
a) JOKYMeHTU o un. 112, an. 1ot 30I.
6) rapaHums 3a U3NbJIHEHWE, B efHa OT opmuTe, onpefeseHn B un. 111, an. 5 ot 30I1, cbC CPOK Ha
BaNMAHOCT 60 fHW cned n3TMYaHe CPOKa Ha JOroBopa, KOATO ce 0CBO60XAaBa B CPOK A0 60 fHW crief
M3Nb/IHEHME Ha forosopa. B cnyyait, ye BaMAHOCTTA Ha rapaHumMsATa u3tuya npeau forosopa aa 6bae
n3nbwsiHeH, VN3MbJ/IHUTENAT ce 3agb/mkaBa fa YAb/DKM CpPOKa Ha Ba/IMAHOCT Ha rapaHumdara c
TOMIKOBA [HW, Taka 4e rapaHumsaTa fa nokKpusa oHakKBaHWA CPOK 3a M3Mb/HEHWE Ha gorosopa nawc 60
OHW. TapaHuuaTa e B pasmep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AAC n Bb3nm3a Ha 5 753.80
nesa.
(4) Ha poctaBA /eKapCTBEHW MNPOAYKTW, KOUTO OTroBapAT Ha W3UCKBaHMATa Ha 3akoHa 3a
NleKapCTBEHUTe NPOAYKTU B XyMaHHaTa meguumHa (3/1NMXM) - ga nputexxasaTt Ba/IMAHO paspeLleHue
3a ynotpeb6a B cTpaHaTa, nsgageHo no pega Ha 3J/IMXM unu PernameHt (EO) Ne 726/ 2004 r. Ha
EBponelickma napnameHT 1 Cbeeta /un. 23, anl Ha 3/IMXM/.
(5) Oa poctaBsA IeKapCTBEHM MPOAYKTU, KOUTO Ca BKIHOYeHW B punoxeHue Ne 2 Ha lMo3uTnBHNUSA
NIeKapCTBeH CMNUCHK.
(6) B cnyuan, ye ce NpaBu NMbpBa focTaBKa Mo fajeHa napTuia Ha eKapcTBeH NPoAyKT, Aa NpeacTass
CepTudmkat 3a ocBobOXKjaBaHe Ha napTujata, u3gajeH oT KeanmduumpaHo nvue no 3/IMXM Ha
€/IEKTPOHEH HOCUTENT WX MO eNeKTPOHEH MbT Ha eNeKTPOHHAaTa Molla, Moco4YeHa KaTo ajpec 3a
KOPECMOHAEHUNA, MPUAPY>KEH C MPeBOA Ha ObArapcky es3vk OoT (UpMa, CKIuYuna [Oorosop C
MWHNCTEPCTBO Ha BbHLUHMTE paboTy 3a N3BbPLLBAHE Ha O(hMLMaIHN NMPEBOAN.

VIII. SAAB/DHKEHNA HA NEYEBHOTO 3ABELEHUWE - Bb3/TOXXUTEN
Un. 8. TEHEBHOTO 3ABELEHWVE - Bb3/TOXWTEJI ce 3agb/mkasa:
1. la npueme fOCTaBEHUTE B CPOK M HA MACTO CTOKW, CbOTBETCTBALLM MO BUJ, KOSIMYECTBO U KayecTBO
Ha ONMMCaHOTO B HACTOALLMA JOr0BOP.
2. [la 3annatn focTtaBeHUTE CTOKM MO pefa Ha ui. 3 OT HaCTOALMSA JOr0BOP.
3. Cnep nNpuKtoUBaHe U3Mb/IHEHMETO Ha AOroBopa Aa 0cBo60oAM rapaHuuMaTa 3a M3nb/HeHWe, 6e3 aa
Ob/DKU NINXBM 33 CPOKa, Npe3 KOMTO cpefcTBaTa 3aKOHHO ca MPEecTosA/Iv Y Hero.



IX. MPMEMAHE N NMPEJABAHE HA CTOKUTE
Un. 9. (1) NpremaHeTO Ha CTOKNTE Ce M3BBbPLLBA HA MACTOTO Ha JOCTaBsAHE MOCOYeHO B un. 5, an. 1
(2) NM3ANBJIHUTENAT wnnn  ynbiHOMOLWEH OT Hero npeactaBuTenl U NpeacTaBuTeN  Ha
NEUHEBHOTO 3ABEOEHWE - BDB3/TIOXKWTEJ/T nognuceat npuemaTesniHo-npefaBsaTesnieH
NMPOTOKOJ/1, YA0CTOBEPABALL, MONy4aBaAHETO HA CTOKMUTE.

X. KAYECTBO, TAPAHUMWN N CPOK HATOAHOCT

Un. 10. (1) CTokuTe, NpegMeT Ha HacToALMA AOroBOp, C/efBsa fa OTroBapAT Ha U3MCKBaAHUATA Ha .
7, an. 4nbs.
(2) Kbm gaTaTa Ha focTaBKarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha SleKapCTBEHUTEe NPOLYKTU, cnefisa
fa 6bae He no-manbk oT 40 % /yeTpugeceT Ha CTO/ OT 068BEHMSI OT NPOU3BOAUTESNSA.
(3) B cnyuaii Ha focTaBKa Ha /leKapCTBEHUA NPOAYKT € MO - KpaTbK OT JOrOBOPEHUS CPOK Ha FO4HOCT,
Ob/HKMMaTa HeyCToMKa Ja 6bae NPpoOMeHeHa, KaKTo cneaga:

0T 39,99% 0 30% - 3 % BbpPXy CTOMHOCTTA Ha A0CTaBKaTa;

0T 29,99% f0 20% - 5 % BbpXy CTOMHOCTTA Ha AOCTaBKaTa;

0T 19,99% fo 10% - 7 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa,;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha focTaBKara.
(4) OcTaTbYHUAT CPOK Ha rogHOCT Ha 6MonpodyKT /6nonofobeH NpoAyKT, cneasa fa 6bae He Mo-
MasTbK 0T 20 % /nBageceT Ha cTo/ OT 00s1BEHMSI OT MPOM3BOANTENS KbM AaTaTa Ha BCsAKa JoCTaBKa.
(5) B cnyyaii Ha gocTaBKa Ha 6uonpoayKT/6nmonogobeH NpPoAyKT € MO - KpaTbK OT A40rOBOPEHUS CPOK
Ha rogHoCT, Ab/DKMMaTa HeyCTOMKa e KakTo crefsa:

0T 19,99% fno 10% - 2 % BbPXY CTOMHOCTTA Ha AOCTaBKaTa;

0T 9,99% a0 5 % - 4 % BbpXy CTOMHOCTTA Ha AOCTaBKaTa;

noa 5% - 6 % BbpXy CTOMHOCTTA Ha JjoCTaBKaTa.
(6) NTEHEBHOTO 3ABEAEHWVE - BBb3/TOXKUTEJT MoXe fa OTKaxe NPUEMaHETO Ha CTOKUTe,
aKo B [ileHA Ha TAXHOTO MPUCTUTaHe WM MpuemMaHe OCTaTbyHWUA CPOK Ha FOLHOCT € MO - MasTbK OT
onpegeneHus B yn. 10, an. 2. v an. 4 MUHMMaNEH CPOK Ha rofHOCT.
(7) OoctaBkarta Ha fieKapCTBeH MPOAYKT C OCTaTbyeH CPOK Ha FoAHOCT no-ManbK oT 10 Ha cTo oT
068BEHNA OT MPOM3BOAUTENS N Ha BronpoayKT/6nonofobeH NPOAYKT C OCTaTbyeH CPOK Ha rogHocT
NMo-mMasilbK OT 5 Ha CTO OT 0065iBEHUA OT MPOM3BOAMTENA Ce M3BBLPLUBA CaMO C MWCMEHO Cbr/lacue Ha
NNEYEBHOTO 3ABEAEHWVE - Bb3/TOXKWTEJ] 3a KOHKPETHO KOJINYECTBO, OMPe/esieHO OT Hero.
Bes u3punyHO nucmeHo cwrnacve Ha JIEHEBHOTO 3ABEAEHWE - BBb3/TOXKWTE/ cTokute
HAMa fa 6bjaT 3annaLlaHu.
(8) NckaHeTo 3a NMMCMEHO Cbrlacue, B c/lydauTe Ha an. 7, cnegsa ga noctenn B JIEUEBEHOTO
SABEAEHWME - Bb3JTOXXKWTEJ B cpok fo 1 (eanH) paboTeH AeH OT nonyyaBaHe Ha 3asiBKaTa.
(9) B cnyyaunTe Ha CnewHN A0CTaBKM NOCOYeHUTE B 1. 3 U al. 5 HEYCTOMKU He ce npuarar.

XIl. OTTOBOPHOCT 3A HETOYHO M3MNbJIHEHUNE. PEKNAMAL NI
Un. 11. (1) NTEYEBEHOTO 3ABEAEHWE - BBb3/TOXXKUTEJ1 moxe fa npeasssBa peknamauum
npeg N3MNbJIHUTENA 3a:
@) KOJINYECTBO M HEKOMIJIEKTHOCT Ha CTOKUTE UMM TeXHUYecKaTa JOKYMeHTauna (SBHN HefoCTaTbLM);
6) Ka4ecTBO (CKPMUTW HeaoCTaTbLN):
- PV JOCTaBSAHE Ha CTOKWN He OT JOrOBOPEHUS BUf, NMOCOYEH B u. 1;
- NPV KOHCTaTupaHe Ha feeKTn npu ynotpeba Ha CTOKUTE.
(2) Peknamaumn 3a SIBHW HejocTaTbUWM Ha CTOKUTe ce npasAt oT JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXKUTEJ], B MOMeHTa Ha npefaBaHETO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, nognucaH u ot
[BeTe CTpaHw.
(3) Peknamaumn 3a CKpUTU HefoCTaTbLUM Ce MPaBAT Mpe3 LN CPOK Ha FOAHOCT Ha [OCTaBeHUTe
CTOKW, KaTo peknamMaumaTa ce Npuiapy)kasa 3agb/DKUTENHO OT KOHCTaTMBEH NPOTOKOM, M3jafeH oT
M3nbnHUTeNHaTa areHUMs 3a fekapcreaTa.
(4 NEYEBHOTO 3ABEAEHWE - BbB3TOXWTEJT e ANbXHO fa yBeLOMU  MUCMEHO
N3MB/THNTEJIA 3a ycTaHOBeHUTe fetheKT B 5 (NeT) JHEBEH CPOK OT KOHCTATUPAHETO MM.



(5) B peknamauunTe ce nocoysa HOMEPHT Ha [OroBopa, TOYHOTO KOMIMYECTBO Ha MOIyYEHUTE CTOKN C
TeXHUA napTuieH HOMep, OCHOBAHMETO 3a pekiamMauus U KOHKPeTHOTO uckaHe Ha JIEUEBEHOTO
SABEJEHWE - Bb3NOXWNTE.

(6) B 5 (neTt) gHeBeH cpok OT nosydyaBaHe Ha peknamauuaTta, U3MNbJIHUTENAT cnegBa aa
otroeopn Ha JIEHEBHOTO 3ABEAEHWE - BbB3/TOXWMTEJT NUCMEHO U KOHKPETHO Jasiv
npvema peknamauuaTa uam 8 0TXBbPNS.

(7) Mpw peknamaunsa 3a asHM HepgocTaTbun N3MNBITHUTENAT e AnbXXeH B CPOK OT 2 paboTHU LHM
OT Mo/lyyaBaHe Ha peKnamauuaTa 3a CBOA CMeTKa M PUCK [a [0CTaBM Ha MACTOTO Ha JocTaBsHe
KO/IMYECTBOTO /INMNCBALLN B oCTaBKaTa / HEKOMM/IEKTHW [OrOBOPEHWN CTOKMU.

(8) Mpu peknamauuss 3a CKpUTM HepocTatbuu, B cnydal 4ve WMIMBJAHUTENAT e npuen
peknamaumsaTa, CbLMAT e AnbXeH B 10 (geceT) [AHeBeH CPOK OT MojlyyaBaHeTo W Ja 3ameHu
[OCTaBeHUTEe HeA0roBOpeHWN Mo Buf / Aed)eKTHW CTOKM 3a CBOSA CMETKa M PUCK WX MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BB3/IOXKWUTEJ1 ga BbpHe CbOTBETHATa 4acT OT 3arsareHara
LieHa, BeHO C Ab/DKMMUTE NINXBU.

(9) N360pbT Ha NOCOYEHUTE MO-rOpPe Bb3MOXHOCTU [a Ce BbpHE CbOTBETHATA YaCT OT MIATEHOTO WK
[la ce 4OCTaBAT HOBU CTOKM npuHagnexun Ha IEUEBEHOTO 3ABEAEHWE - Bb3J/TIOXKWNTEJ u ce
ynpaxHaBa 0T Hero nof gopmara Ha nucMmeHo yesegomsieHue o M3MbJHUTENA, kato pasxoante
M PUCKOBETE MO HOBOTO fAoCTaBsAHe ca 3a cmeTka Ha N3N bJIHUTENA.

(10) CTokuTe, nNpeameT Ha peknamMaumsa ce cbxpaHasaTt ot JIEHEBHOTO 3ABEAJEHUE -
BBb3/TOXXWTEJ go ypexgaHe Ha peknamaumnTe.

XIl. OTFOBOPHOCT MNP HEN3MBbJ/IHEHWNE
Un. 12. (1) 3a HeM3NbAHEHWE Ha 3ab/KEHUATA CU MO HACTOALLMSA LOroBOP C U3KJIKOUYEHWE Ha Te3un Mo
yn. 10, an. 2 n an. 4, NANBNHUTENAT pgbmkn HeycTolika B pasmep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asiBka, HO He rnoseye oT 10 % (geceT npoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KaKTo W 00e3lleTeHue 3a NpeTbprieHuTe AeWCTBUTENIHW Bpeau B Cly4vauTe,
KOraTto Te HaAXBbpNAAT AOroBopeHaTa HeycToka. B cnyvaute no un. 4, an. 3, nocoyeHata B
Npeaxo4HOTO M3peyeHne HeycTonka B pa3mep Ha 0.5 % ce HauMcnsBa 3a BCEKM Yac Mpocpoymre, HO He
nosedve oT 10 % (feceT NpoUEHTA) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KaKTo 1 06e3lieTeHne 3a
NPeTbpreHnTe AeNCTBUTENHN BPeau B CllydanTe, KOrato Te HaaxXBbpasAT LOroBopeHaTa HeyCToMKa.
(2) Korato npu Hannumne Ha pexknamaumn, W3MbHUTENAT He M3NbiHU 334b/DKEHUATA CU MO
pasgen Xl OT HacToAWMA [OroBOp B CPOK, CbwWmAT abmkm Ha JIEHUEBHOTO 3ABEAEHUE-
BBH3NNOXXWMTEJT HeycToKa B pasmMep Ha 2 % OT UeHaTa Ha CTOKUTE, 3a KOUTO ca HanpaBeHW
pekiamauuunTe.
(3) NEHEBHOTO 3ABEOEHWE - BB3JIOXKWTEJ ynosnersopsBa MpeTeHUMUTE CU OTHOCHO
HeM3Nb/IHEHVETO Ha [0roBopa, KakKTo W 3a 3annawaHe Ha HeycTOWKMTe OT CcTpaHa Ha
N3MBHNTENA KaTo 3agbpia rapaHumsTa 3a U3nbaHeHWe no Y. 7, an. 3, byksa “6” oT gorosopa,
KaTto npegnpvema [eicTBMA 3a HEMHOTO ycBosiBaHe. B criyyail, ye CTOMHOCTTa Ha rapaHuusTta 3a
M3Mb/IHEHME He MoKpmBa BCUYKM Ab/kMMK 0T U3MBAHWUTENA Heyctoku, JIEHEBHOTO
SABEAEHUWE - BB3/TIOXKWTEJT npuxsawa Ab/DKUMATE CYyMU OT HAaCpPeLlHM MIaWaHnsa KbM
N3NBNAHUTENA.
(4) Mpwv Tpn NbTM BUHOBHA 3a6aBa Ha N3N bJ/THUTEJIA, npoagb/mkuia ¢ nosBeye OT Mos0BMHATA OT
CpOKa 3a W3NbJ/IHEHME HAa CbLOTBETHOTO 3a4b/DKEHMe, B pamKuTe Ha Tpu Meceuya JIEHEBEHOTO
SABEAEHWE - BDB3/TOXKWUTEJ1 uma npaso ga npekpaTy [orosopa efHOCTPaHHO C¢ 15-AHeBHO
npegn3BecTue.
(5) TEHEBHOTO 3ABEOEHWVE - BBb3J/IOXKNTEJ1 uma npasBo fa npekpatyn efHOCTPaHHO U 6e3
npeLn3BecTMe HaCTOALLMA JOr0OBOP B C/lyvail Ha CUCTEMHO HETOYHO M3MbJIHEHWE Ha 3afb/HKeHUsATa OT
N3MB/IHNTENA v npegsaseHn noBede OT TpUM peknamaumm B paMKUTE Ha Tpu Meceua oT
NEYEBHOTO 3ABEAEHWME - Bb3/TOXXWTEJ no peaa Ha rnasa Xl
(6) B cnyuaii, ye no oTHoweHue Ha N3MBbJTHUTENA HacTbnaT obcToaTencreara no un. 54, an. 1,
m un 55, an. 1 oT 3akoHa 3a o06uwecTBeHMTe nMopbukn, JIEUEBHOTO 3ABEAEHWUE-
BBH3/TOXKNTE/T wuma npaBo fa npekpaTy eAHOCTPaAHHO HacToAWMA [orosop, 6e3 MNUCMEHO
npeam3BecTme 1 6e3 Aa Ab/MKN HEYCTONKN.



(7) Mpwn HemsnbnHeHWE Ha 3agb/kKeHWeTo cu no 4n.3, an.2, JIEHEBHOTO 3ABEJEHWVE -
BBH3NTOXXUTEN gbmkn Ha M3MBbJTHUNTENA HeycToiKa B pasmep Ha 0.1% (Hyna uano v e Ha
CTO0) OT LleHaTa Ha u3BbpLUeHaTa JOoCTaBKa 3a BCEKM AieH 3abaBa, HO He noBeye 0T 5 % (MeT Ha cTo) oT
CTOMHOCTTA Ha JoCTaBKaTa.

X1, POPCMAXOPHWN OBCTOATEJICTBA
Un. 13 (1) CtpaHnTe No HacToALLMA [OrOBOP He Ab/hKaT 06e3leTeHMe 3a NOHECEHW Bpean U 3aryou,
aKo MocnefHNTe ca NPUUYNHEHWN B Pe3yniTaT Ha HenpeogosiMma cuna.
(2) AKo cTpaHaTa, KOATO € cnefBasio Aa U3Nb/HW CBOE 3afb/DKEHWe MO JoroBopa e 6una B 3abasa, TA
He MOXXe Aia ce Mo30oBaBa Ha HenpeoaosiMma cuna.
(3) “Henpeogonnma cuna“ rno cMUChNa Ha TO3M A0roBOp € HenpeaBUAEHO W/WNN HenpeaoTBPaTUMO
CbOUTME OT U3BBHPELEH XapaKTep, Bb3HUKHA/IO C/ef, CK/I0UBAHETO Ha oroBopa.
(4) CrtpaHaTa, 3acerHata OT HeMNpeogosIMMa Cuna, € AbXHa fJa NpeanpueMe BCUUKWU [eNCTBUSA C
rpmkarta Ha f0o6bp CTONaHWH, 3a Aa Hamaan 40 MUHUMYM TMOHECeHUTe Bpean M 3arybu, KakTto u ja
yBe4OMU MUCMEHO Apyrarta cTpaHa B 7-4HeBeH CPOK OT HaCTbMBaHETO Ha Henpeogonnmara cuna. Mpu
HeyBeOMSABaHe B MOCOYEHUA B TMPESXOAHOTO M3pPeYeHWe CPOK Ce Ab/DKU  06e3leTeHne 3a
HacTbNWIMTE OT TOBa Bpegu. HenpeogonmmaTa cuna ce AokasBa OT 3acerHarara crTpaHa CbC
cepTUUKaT 3a hopcMaxop, m3gafeH No CbOTBETHUS pef OT KOMMETEHTHUS opraH B Abp)kaBaTta, B
KOATO ca HaCTbNUAM (hOPCMaXKOPHUTE 06CTOATENCTBA.
(5) Aokato Tpae HenpeogonMmarta Cuna, W3MNb/HEHMETO Ha 3aAb/DKEHMATA M CBbP3aHUTE € TAX
HacpeLLHW 3a4b/HKEHUA ce cnupa.
(6) He npegctaBnsBa “HenpeofonvMma cuna® cbbuUTWe, MPUUUHEHO MO HEOGPEXHOCT WM 4pes
YMULUIEHO [EeNCTBME Ha HAKOS OT CTPaHUTE WAW TEeXHW MPeACTaBUTENIN WU/WMAN CNYXUTENN, KakKTo n
HejocTMra Ha napuyHu cpegctesa Ha W3MNbJIHUATEAA n NEHEBHOTO 3ABEAEHUE -
BB3/NTOXKUTEN.

XIV. CMNOPOBE

Un.14. (1) Bu3HUKHaNUTe npe3 BPeMeTPAeHETO Ha JOroBopa CrnopoBe U pasHorsiacusa Mexxay cTpaHuTe
Ce peLlaBaT uype3 MPeroBopu Mexpay Tax. [locTurHatute [OrOBOPEHOCTM Ce O0(hOPMAT B MUCMeHa
(hopma 1 Ce MpeBpPbLLUAT B HEpasfesiHa yacT oT Jorosopa.

(2) B cnyyait Ha HenocTuUraHe Ha OroBOPEHOCT MO NPeAXOAHWUA YfeH, BCUYKWN CrOPOBE, NOPOLEHU OT
TO3W JOTOBOP WM OTHACALLM Ce [0 HEro, BK/IOYMTE/IHO CMOPOBETE, NOPOAEHU OT UM OTHaCALLN ce [0
HeroBoTO Tb/IKyBaHe, HeLeNCTBUTENIHOCT, HeU3Mb/IHEHNE WX NpeKpaTsBaHe LWe 6bhaT paspeLuaBaHui
criopef, 6BLArapcKMUTE MaTepuasiHA U NMPoLecyasiHA 3aKOHW OT KOMMETEHTHUA cbA Mo peja Ha IMK.

XV. CbOBLWEHNA
Un. 15. (1) Bcnukuy cbobLIEHUS MeXAy CTpaHMTe, CBbP3aHM C U3Mb/IHEHMETO Ha TO3M A0roBOp ca
Ba/IMAHW, aKo ca HarnpaBeHW B NMCMeHa hopma 1 ca nognmcaHn oT Ynb/IHOMOLLEHUTE MpeacTaBuTeNn
Ha U3MBJTIHUTENA vam TEUEBEHOTO 3SABEAEHWE - BB3/TOXKUTE.
(2) 3apaTa Ha CbObLLLEHMETO ce cMsTa:

\% JaTarta Ha rnpefjaBaHeTo - NPV PbYHO NpefjaBaHe Ha CbOOLLEHNETO;
S JaTarta Ha MoLLeHCKOTO K/1eiMMo Ha obpaTHaTa pasnucka - npy nsnpatiaHe rno nowara;
S flataTa Ha npuemMaHeTo - NpW M3npatiaHe No gakc unm e-mail.

(3) 3a BasigHW agpecy 3a nNpuemaHe Ha CbOOLLEHMS N 6AHKOBU CMETKW, CBbP3aHW C HacToALMA
[lOroBOp Ce CMATAT:

3A N3ANBJIHNTENA:

afpec. aagpec: ceno JloseH, yn. JlozeH Ne 6, Ten: 02 9631596, daxkc: 02 9631561, e-mail:
ecopharm@ecopharm.bg

6aHKoBa cMmeTKa, nocoyeHa oT N3MbJ/IHNTESA: BIC kog BNPABGSX
IBAN BG0O8BNPA94401021703710

SANTEYHEBEHOTO 3ABEAEHWE- Bb3/TOXKUNTE/:

rp. Codwmsa, yn. ,.bano mope* Ne 8, otgen ,,bBonHuuHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
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(4) TMpn npomsiHa Ha NocoYeHMst No an. 3 agpec MM 6aHKOBa CMeTKa CbOTBETHATA CTPaHa € A/TbXHa
[la yBeloMu Jpyrarta B TPUAHEBEH CPOK OT MpomMsHara.

XVI. OPYTIN YC/TOBWNA
Un. 16. (1) MNpaBata M 3afb/DKeHUATaA MO HACTOALWMA [OrOBOP He MoraT fa ce NPexBbpndar
elHOCTPaHHO Ha TpeTW fmua 1 rnofobHN akToBe He MopaxkjaT MNpaBHO [eicTBMe 6e3 MUCMEHOTO
cbrniacue Ha gpyrara cTpaHa, OCBeH B C/lydauTe Ha obesneyaBaHe (rapaHTvpaHe) Ha 3a4b/DKeHUS Mo
6aHKOBW KpeauTu.

(2) 3a HeypegeHMTe BbBMPOCM B HaCTOAWMSA [OroBOp Ce npwiara AecTBaw,oTo O6b/rapcko
3aKOHO/aTesCTBO.

XVIIL. NOAN3MNB/IHUTEJIN - HenpuaoXumo
(MPUNIO>KMMO Camo B C/lyyanTe, B KOWTO U36paHua 3a U3MbIHUTEN yYaCTHUK e MocoYunsl, Ye e
no/i3sa NoAM3MbIHUTENN, NPU CK/KOYBAHE HA PaMKOBOTO CropasyMeHue)
Un. 17. (1) NOAN3SMBNHUNTENINTE Tpabtea ga oTroBapAaT Ha CbOTBETHUTE KpUTepuKn 3a nogoop
cbobpa3Ho BMAa 1 fena oT Nopbykara, KOMTO Le U3Mb/HABAT, U 3a TSAX Ja He ca Ha/lLe OCHOBaHUA 3a
OTCTpaHsABaHe 0T npoLeaypara.
(2) NEYEBHOTO 3ABEAEHWME - BBb3J/TOXXWNTEJ n3uckea 3amsaHa Ha MOAN3MBbAHUNTE/,
KOWTO He 0TroBaps Ha ycnosusita no an.l.
(3) KoraTto yacTta OT mopbykarta, KoAaTo ce u3nbaHasa oT MOAMNI3MBb/IHNTE, moxe fa 6bae
npegageHa Kato otaeneH 06ekt Ha M3MBbJIHUTENA wam Ha JIEHEBHOTO 3ABEAEHWUE -
BBb3/TOXKWTEJ], nocnefHna 3annawa Bb3HarpaxaeHve 3a t1asmn yact Ha MO ANI3Mb/IHUTENA.
(4) PasnnawaHusiTa No an. 3 ce OcbliecTBABAaT Bb3 OCHOBA Ha WCKaHe, OTMpPaBeHO OT
noagn3NbAHNTENA po JIEUEBHOTO 3ABEAEHUWE - BbB3/TOXKWTEM  upes
N3MNB/THUTE/A, KOINTO € AnbXeH ga ro npeaocTaBy Ha Bb3NOXUTENS B 15-AHEBEH CPOK OT
noslyyaBaHeTO My.
(5) Kbm uckaHeto no an. 3 USMbJIHUNTEJTAT npefoctaBa cTaHOBULLE, OT KOETO Aa € BUAHO Janu
ocrnopBa nnawaHnATa Uan 4acT 0T TAX KaTo HeAb/DKUMMU.
(6) TEUEBHOTO 3ABEAEHWVE - BB3J/TIOXKWMTEJI nma npaBo fa OTKaxe niawjaHe no an. 3,
KOraTo UCKaHEeTO 3a MNJialllaHe e 0OCnopeHo, 40 MOMeHTa Ha OTCTPaHsABaHe Ha npuyMHaTa 3a 0TKasa.
(7) HesaBucumo ot usnonssaHeto Ha MOAU3MBJ/IHUTESIA oTroBopHOCTTa 3a U3Mb/IHEHWE Ha
porosopae HAa N3MbJIHUTENA.

XVII. 3AKTKOUYNTENHW PA3IMOPELBU
Un. 18. (1) Mpwu cbCcTaBssHETO Ha HACTOALWMSA [OroBOp Ce npeactaBuxa criegHNUTe JOKYMEHTU:
Yy JokymeHTM no un. 112 ot 3007,
Y Jexknapauns no yn. 55, an. 6 ot 3/IMXM (KoraTo e NpPUIoXMNMOo);
Yy [MapaHuuA 3a U3MbAHEHWE;
Yy TexHunyecko 1 LleHOBO npeanoXKeHue, HepasjesiHa 4yacT OT 40roBopa;
Yy Jeknapaumn no SMUATT.
(2) HacToawmAT goroBop ce CbCTaBu B TpU €4HO06pPa3HM eK3emnaspa Ha 6bArapcku esvk - eAunH 3a
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AH

Ne
LO1AAO1 Cyclophosphamide

LO1AAO6 Ifosfamide

MNpefnaraHn LLeHOBM NapameTpu

HaunH Ha
npunoXxeHune

napeHTepanHa

napeHTepanHa

3abenexka Mspka S£I

mg

mg

BanngeH

BanvgeH

Eg.ueHa 6e3
Aac

0,043933

0,078683

Ef.ueHa c
Anc

0,052720

0,094420

Heobxoau

m bpoin  O6uwa cT-1 6e3 O6La CT-TC

mMapkn Ha O4C
n3

1500000 65900,00

1600000 125893,33
191793,33

AAC

79080,00

151072,00
230152,00



h%
JlekapctBeHa
ATC INN
thopma
Cyclophosph
LO1AAO0L . napeHTepanHa
amide
LO1AAO6 Ifosfamide  napeHTepanHa

Heobxogum  Mspka
6poit mapkn  /mg,tab
Ha /13 I, ml/

1 (11 mAMim
1500000 mg
1600000 mg

O6ocobeHa nosuuna 1

3abene Cratyc
nnc

BanngeH

BasmgeH

N36paH PY

Aa

Ekochapm

pyn AL,
Buarapus

Ekogapm

pyn AL,
Buarapus

Konnuect
TbpProBCcKo B0
HanmeHoBa

aKTMBHO
Hue

BeLLecTBO
Endoxan 500
ENDOXAN 200

Hotoxan 2

HOLOXAN 1

HOLOXAN 1

OKoHuarte
MsioKa Ha HannueH B
P nnc
ornakoBKa
m 1 HannyeH B
g nnc
mg 10
1 HannueH B
9 nnc
g 1
g 1





