[OroBOP e
3A JOCTABKA HA NEKAPCTBEHW MPOAYKTU

AHec, . 20XK/. 1., B rp. Cothmsa, mexay:

YMBANMUapuya WNoanHa-WCYJNIMEA[, cbC cejanuvile M afpec Ha ynpasfieHVe B rp.
Codms, paioH ""O6opue™, yn. “"Bsno mope™ Ne 8, Ten. 9432215, cdakc 9432180, EMK 831605806,
npeacTaBnsBaHo oT npod. A-p Boiiko Meoprues KopykoB, A.M - WM3NbHUTENEH OUPEKTOP, HapuyaHo
no-gony 3a kpartkocTt ,,JIEUEBEHO 3ABEAEHWE - Bb3J/TIOXXWTEJT” oT efHa cTpaHa

"

~AAHCOH - Bl OO[ cbe cefanvile v agpec Ha ynpasneHue B rp. Pagomup - 2040, yn. ”Ortel,
Mancnin” Ne 26, Ten: 02 4519249, dakc 02 4519300. EMK 203612570 npeactaBnsBaHo oT CredhaH
BoXnHOB - ynpaBuTesn, ype3 Nb/HOMOWHMKA CeBaasivH MuUHYEB ¢ NbSHOMOLWHO Ne 1366/2019 r.,
HapwuyaHo no-gony 3a Kpatkoct ,,M3IMNbJ/IHWNTEJ1” oT gpyra cTpaHa,

Ha OcHoBaHMe u4n. 112 ot 3akoHa 3a obuwecTBeHUTe mnopbyku (30U), BbB Bpb3Ka C MPOBeAeH
BbTpeLleH KOHKYpeHTeH u36op no PamkoBo cnopasymeHue Ne P[-11-270 ce CK/IHOUM HacToALWMSA
[0roBop 3a CNefHOTO:

I. MIPEOMET N CPOK HA JOIOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BB3JIOXKWNTEJ Bb3nara, a NIMBIIHUNTENAT ce
3aib/KaBa fia U3BbpLUM JOCTaBKa Ha CNegHUTe NeKapcTBeHN NpodyKTu oT O6ocobeHa nosmumnsa Ne 1

Heobxoanm
ATC INN HauuH Ha npunoXkeHune Mspka 6poii

MSPKU
LO1BBQ6 Clofarabine napeHTepasiHa mg 1000

(2) OoroBopbT B/M3a B cuia OT gatarTa Ha MOAMUCBAHETO My OT ABeTe CTpaHW U € CbC CPOK [0
31.12.2021 r.

Il. LEH/ M OBLWA CTOMHOCT HA IOCTABKUTE NO AOMOBOPA
Un. 2. (1) LleHaTa Ha CTOKMTe MO 4.l e cbrnacHo LeHoBO npefnoxeHune Ha N3MBbJIHUTENA,
HepasjesiHa 4acT OT Jorosopa.
(2) LUeHaTa BK/IKOYBA CTOMHOCTTA Ha CTOKaTa, ONakoBKa, 3acTpaxoBka 1 TpaHcnopT go JIEHEBHOTO
SABEAEHWE - BB3/TOXWMTEJT npy MnMHMMANEH CPOK Ha roAHOCT He no-kpaTbK oT 40 % ot
0651BeHMs1 OT NMPOM3BOLAMTENA 3a JleKapCTBEHNTe NPOAYKTN UM He NOo-KpaTbK oT 20 % oT 06ABeHNs 0T
NPou3BOANTENA 32 BUONPOAYKTUTE N BMONOJ06HUTE NPOAYKTU. MUHUMANHUAT CPOK Ha FO4HOCT ce
onpefens KbM jaraTa Ha BCAKa [JOCTaBKa Ha JIeKapCTBEH MPOAYKT.
(3) O6LiaTa CTOMHOCT Ha AocTaBKUTE Mo aorosopa e Ao 45 016,76 neBa 6e3 Bkaw4deH AAC u o 54
020,11 neBa c Bk/ioyeH 44C.
(4) Uenata no goroBopa e rKcmpaHa, He NOAIEXM Ha MPOMSIHA 3a CPOKa Ha AecTBUE Ha A0roBopa,
OCBeH B c/lydauTe Ha 116 ot 30I1.
(5) B cnyyaid, ye npe3 BPeMETO Ha [eiCTBME HA CbOTBETHUS AOFOBOP CTOMHOCTTA, KOSATO c/iefBa aa ce
3annawa ¢ ny6nyHM cpeacTBa Ha JIeKapCTBEHN NPOAYKTU OT MO3UTUBHUS NeKapCTBEH CMUCHK CTaHe
Nno-HMUCKa OT [OroBopeHaTa, /leyebHOTO 3aBefleHUWe -  Bb3/I0XKUTeNn 6e3yc/ioBHO  3annalla
NeKapCTBEHMTE NPOAYKTU Ha Mo-HUCKaTa CTOMHOCT, CYMTaHO OT:

- jaTtata Ha B/M3aHe B Cwla Ha peweHWeTo Ha HaunoHanHuMa CcbBeT MO LUeHU W
penmbypcupaHe Ha nekapcTeeHUTe npogyktu ( HCLUPJIM);

- [aTaTa Ha akTyanusaumarta Ha No3nTUBHUA /IeKapCTBEeH CMUCHK Mo pefa Ha yn. 57, an. 1ot
Hapepnbata 3a ycnoBuATa, npaBwiata M pefja 3a perynmpaHe U peructpupaHe Ha LEeHUTe Ha
nekapcTBeHUTe nNpoaykty (HYMPPPL/IM) 3a nekapCcTBeHUTe MPOAYKTW C HamasieHa CTOMHOCT 3a
0MaKoBKa, M3uuncneHa Ha 6asa pethepeHTHa CTOMHOCT.



B cnyyauTe Mo MNpeaxofHOTO W3peyeHMWe, CTOMHOCTTA Ce Onpefenss KbM MOMeHTa Ha
JocTaBKaTa (NoAnvcBaHe Ha NpUeMo-npeaaBaTesieH NPOTOKON).

1. ycnosmna n HAYMH HA NMNALWAHE

Un. 3 (1) MnawaHeTo No HacToALMSA [OroBOpP Ce OCbLLeCTBABA Ype3 6aHKOB MPeBOS OT CTpaHa Ha
NNEYEBHO 3ABEAEHWE - BBb3/TOXXWMTEJ no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3NBbJTHNTENA.
(2) 3annaliaHeTo Ha CTOKMUTE MO LOroBopa ce M3BbPLUBA OT/IOXKEHO B CPOK A0 60 /wecTaeceTns/ feH,
cnej npeacrtaBsHe Ha CnefHUTE OOKYMEHTU:

1. [ocTtaBHa (hakTypa, CbCTaBeHa CbracHoO u3nckBaHuATa Ha 344C v MMN344C;

2. TlpuemartenHo-npeaasaTe/iHA NPOTOKONN;
(3) B cnyyaid, ye nocoyeHUTe B Y. 3, an. 2 JOKYMEHTW ca HepefoBHU WAN He ca KOMIJIEKTOBaHMU,
cbnTe ce spoiat Ha N3MbJIHUTENA ¢ npuemaTtenHo - npegasatesieH MPOTOKO/ 3a U3NpaBsHe
Ha HepefHocTuTe. CPOKBLT MO Y1.3, 1. 2. 3ano4ysa fa Teye OT jaTtaTa Ha NpeacTaBAHeTO Ha Noc/efHnsA
N3NCKYEM Ce JOKYMEHT.
(4) Mpun dakTypmpaHe Ha 3adABEHUTE KOJIMYECTBA SIeKapCTBEHU MPOAYKTU, MO BCAKa OTAe/HAa 3asBKa,
LeHaTa Ha ornakoBKa He cfnefBa fa HajBuvlaBa onpegeneHaTta B MO3UTUBHUA NEKApPCTBEH CMUCHK-
MpunoxeHne Ne 2, pegepeHTHa CTOMHOCT Ha OMakoBKa 3a CbOTBETHUS JIEKAPCTBEH MPOAYyKT. B
c/lydail Ha u3yucnsBaHe Ha CTOMHOCT MO-BMCOKAa OT pediepeHTHaTa CTOMHOCT Ha OrakoBKa 3a
CbOTBETHUSA /leKapCTBEH MPOAYKT, CTOMHOCTTa Ce HamasisiBa W 3an/jaila 40 CTOMHOCTTa Ha OrnakoBKa
onpegeneHa B No3UTUBHUA NTIEKAPCTBEH CNUCHLK- [NMpunoxeHue Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) TEHEBEHOTO 3ABEOEHWE - Bb3/TOXXWNTE/ 3aaBaBa HE0OX04MMUTE MYy KO/IMYeCTBa
¢ nucmeHa 3asBka fo W3MBJIHUTEMA. 3asaBkata ce BpbyBa JIMYHO CpeLwly MOAMNUC Ha
N3MBb/THNTENA vnn ynb/HOMOLLEHO OT HEro Nuvue nnam ce msnpawia ¢ npenopbyaHo MUCMO C
obpaTHa pasnucka, No (akc Uan No efleKTPOHEH MbT.
(2) Bcaka oTgenHa pocTtaBka, cnefBa ga 6bje AocTaBeHa B CPOK A0 7 Ka/leHAapHW [HU Chneg
nony4yasaHe Ha 3anBkata oT JIEUEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ n 3a KonnyectesaTa u
OMakoBKMUTe (CbOOPa3HO KOHKPETHUTE JIEKAPCTBEHW TMPOAYKTU, TMOCOYEHM B TEeXHUYECKOTO
npeanoXeHve Ha M3NbAHUTENS), TOYHO OMpeAesieHN B 3asBKarta. B cnyyaid, 4ye ce npasu Mbpsa
[l0CTaBKa OT JajeHa napTuaa Ha nekapcTBeH NpoAyKT, ce npeactasd CepTudmkar 3a 0cBO6OXAaBaHe
Ha napTugarta, msgafeH oT KeBampuuupaHo nuvue no 3J/IMXM Ha efeKTpoHeH HOCUTEeN WUan no
eNeKTPOHeH MbT Ha eNeKTPOHHaTa MoLla, MocovYeHa KaTo ajpec 3a KOPECMOHAEeHLUMUA, NPUAPYXEH C
npeBoj Ha 6bArapcky ek oT mpma, CKIYUuNa 4orosop ¢ MMHUCTEPCTBO Ha BbHLUHMUTE paboTy 3a
N3BbpLUBaHe Ha omuManHn NpeBoan. 36poeHnTe JOKYMEHTU ce NpeacTaBAT B CbOTBETHOTO 3BEHO,
onpefenieHo OT N1e4ebHOTO 3aBefeHMe - Bb3/IOKUTEN. [Mpy cneasaliy [OCTaBKU Ha JIeKapCTBEHU
NPOLYKTU OT CblliaTa NapTmaa, CePpTUPUKATBLT He Ce NpeacTaBs.
(3) B cnyyan Ha HeobxoguMmocT OT crewHa poctaBka, JIEHEBHOTO 3ABELEHUWE -
BBH3/TOXXKUTEJT nocovBa M3pPUYHO B 3asBKaTa, 4e € Heob6XoAuMMO aa 6bAe M3BbpLUEHA CrewHa
joctaBka. B To3u cnydain, goctaBkarta crefBa ja 6bje M3BbplleHa [0 6 yaca OT rosiyvyaBaHe Ha
3asBKata M 3a KO/nyecTBata M OMakoBkuUTe (CbOOPa3sHO KOHKPETHUTE JIeKapCTBEHW MPOLYKTH,
NOCOYEHU B TEXHUYECKOTO MPeL/I0KEeHME Ha U3NBHUTENSA), TOYHO OnpefesieHN B 3asBKara.
(4) N3ANBNHWNTENAT ce 3agb/hkaBa, B CPOK A0 1 paboTeH [eH, B c/iyyanTe No al. 2 U B CPOK o 1
yac, B C/lydauTe Ha an. 3, cfef, nojslydyaBaHETO Ha BCAKa 3asBKa fja yBefOMW MUCMEHO WA Mo iakc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJ] B cnyyali Ye He MOXe Aa M3BbpLUM JOCTaBKa WUin
B C/lyyall, Ye He MOXe [a crasu CpoKbT 3a M3BbpLUBAHe Ha [JocTaBKaTta, MpejMeT Ha KOHKpeTHaTa
3aABKa.
(5) Kbm patata Ha BCAKa [0OCTaBKa, OCTATbYHUAT CPOK Ha FOAHOCT Ha JIEKApPCTBEHUTE MPOLYKTU,
cnefsa fa 6bAe He No-manbk oT 40 % /dyeTupugeceT Ha CTO/ OT 065IBEHUSI OT MPOU3BOANTENS.
(6) Kbm gaTaTa Ha BCAKa focTaBKa OCTaTbYHUAT CPOK Ha roAHOCT Ha 6MonpogyKT nnn 6uonofobeH
NPOAYKT, cneaBa fa 6bae He no-ManbK oT 20 % /aBafeceT Ha CTO/ OT 0651BEHUSA OT NPOU3BOAUTENS.



(7) 3a konunuecTBa [OCTaBeHW M3BBLH 3asBKarta no un. 4, anl, TEYUEBHOTO 3ABEAEHWUE -
BBb3TOXWMTEJ] Hama 3ab/DKeHMe 3a nnaLlaHe.

(8) B cnyyvaute no un. 10, an. 7 OoT AOroBopa, CPOKLT Mo al. 2 1 3 3anoysa fja Teye OT gartara Ha
NMCMEHOTO cbrnacve Ha IEHEBEHOTO 3ABEAEHWME - Bb3JTOXKUNTEJ.

V. MACTO HA AJOCTABAHE
Un. 5. (1) 3a MACTO Ha gocTaBsAHe Ha CTOKWUTE MO TO3W A0roBOp Ce Onpejens crefHUS agpec: rp.
Codwmsa, yn. ,,bano mope” Ne 8, YMBA/ ,Llapuua MoaHHa-NCYN” EA/L - otgen ,,6oMHUYHa
anrteka”
(2) PuUCKBT OT criyvaiiHOTO MorvBaHe Wav NoBpexzaaHe Ha CTOKUTe npeMyuHasa Bbpxy JIEUEBEHOTO
SABEAEHWE - BB3/TOXWMTEJT oT MOMeEHTa Ha MpvemMaHeTo MM Ha MACTOTO Ha A0CTaBAHE C
npvemartenHo-npesasartesieH NPOTOKO/.

VI. AATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha JocTaBsAHe Ce cyMTa [arara, Ha KOATO CTOKWUTE ca AOCTaBeHU [0 afjpeca MocoYeH B
un. 5, an. 1, npu ycnosuaTta Ha un. 9, an. 2.

VII.3AAB/DKEHNA HA N3N BJTHNTENA
Un. 7. N3MbJIHUTENAT ce 3agbmkasa:
1 [a foctaBu CTOKMTE B [0OroBOPeHUA CPOK M aa rv npepage Ha JIEHEBHOTO 3ABEAEHWE -
BBH3/TOXXUTEJ.
2. Ja npepfafe CTOKUTEe, NakeTUpaHW N MapKupaHW B CLOTBETHUA BU[, KOMNYECTBO M KayecTBO Ha
MSACTOTO Ha JOCTaBsHe.
3. IMpn nognuceaHeTo Ha AOroBopa Aa npeacTaBu:
a) JOKYMeHTu o yn. 112, an. 1ot 30I1.
6) rapaHuuMAa 3a U3Nb/IHeHWe, B efHa OT opMmnuTe, onpegeneHn B un. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHM cnef U3TUYaHe CPOKa Ha JJOroBopa, KosiTo ce 0CBO6OXaaBa B CPOK A0 60 AHW cnef
N3Nb/IHEHWE Ha foroBopa. B cnyyai, Ye BaMAHOCTTa Ha rapaHumsTa nstuya npegm gorosopa ga obae
n3nbvnHeH, 3MNbJTIHUTENAT ce 3agb/mkaBa fa yAb/DKM CPOKa Ha Ba/IMAHOCT Ha rapaHuusaTa c
TOMIKOBA AHM, TakKa uYe rapaHuuMaTa ga rnokpusea o4akKBaHWA CPOK 3a U3MbJ/IHEHME Ha Jorosopa natc 60
OHW. TapaHuuMATa e B pa3mep Ha 3% OT cToiHOCTTa Ha gorosopa 6e3 44C v Bb3num3a Ha 1350,50
ne.a.
(4) [Oa poctaBsa neKapCTBeHW MPOAYKTW, KOUTO OTroBapAT Ha W3UCKBaHMATA Ha 3akoHa 3a
NeKapCTBeHUTe MPOAYKTU B XyMaHHaTa meguunHa (3/1IMXM) - pa nputexasaTt BaIMAHO paspeLleHue
3a ynotpeba B cTpaHaTta, nsgageHo no pega Ha 3JIMXM wnnn PernameHt (EO) Ne 726/ 2004 r. Ha
EBponeickua napnameHT n CobeeTta /un. 23, an.l Ha 3/TMNXM/.
(5) Oa pocTtaBs fleKapCTBeHU MPOAYKTWU, KOUTO ca BK/IOYeHU B punioxeHne Ne 2 Ha M03UTUBHUSA
NIeKapcTBeH CMUCHK.
(6) B cnyyait, ye ce npaBu NbpBa focTaBKa Mo gaZeHa napTuaa Ha eKapcTBeH NPOAYKT, Aa NpeacTass
CepTudmkat 3a ocBob6OXaBaHe Ha napTujaTta, u3gajeH oT KBanugpuumpaHo nuue rno 3J/IMXM Ha
eNEeKTPOHEH HOCUTEN WAW MO eNeKTPOHeH MbT Ha eNeKTPOHHAaTa nowia, Moco4yeHa KaTo ajpec 3a
KOPECMOHAEHUNA, MPUAPY>KEH C MNpPeBoj Ha Ob/rapcku e3vkK oT (upma, CKIKuuia [orosop C
MWHUCTEPCTBO Ha BbHLUHUTE paboTu 3a N3BbpLUBaHE Ha OPULNASTH NPEBOAN.

VIII. SAOB/DKEHNA HA TIEHEBHOTO 3ABEAEHWE - BH3NTOXUNTEN
Un. 8. TEHEBHOTO 3ABELEHWVE - Bb3/TOXWTE/ ce 3agb/mkasa:
1 [Oa nprveme gOCTaBEHUTe B CPOK N Ha MACTO CTOKW, CbOTBETCTBALLM NO BUA, KOSIMYECTBO U Ka4yecTBO
Ha OMMCcaHOTO B HaCTOALLMSA JOrOBOp.
2. [la 3annatu focTtaBeHUTE CTOKM MO pefa Ha Yil. 3 0T HaCTOALLMSA LOroBop.
3. Cnep NpuKoYBaHe M3MNbJIHEHMETO Ha AOroBopa fa 0cB060AM rapaHumsATa 3a u3nb/HeHWe, 6e3 fa
Ob/DKU NINXBU 33 CPOKa, Npe3 KOMTO cpefcTBaTa 3aKOHHO ca MPEecTOosA/IN Y Hero.



IX. MPMEMAHE N NMPEAOABAHE HA CTOKUNTE
Un. 9. (1) NMpuemaHeTo Ha CTOKNTE Ce M3BbPLUBA HA MACTOTO Ha [0OCTaBAHE MOCOYeHO B Y. 5, an. 1
(2) NSMBNHWNTENAT WM yNbAHOMOLLEH OT Hero npeactaBuTeNl W NpeacTaBuTeN  Ha
NEYEBHOTO 3ABEJEHWE - BDB3J/TIOXKWMTEJ/T nognuceat npuemaTenHo-rnpesaBaTesieH
NPOTOKO/, YAOCTOBEPSABALL, M0Nly4aBaHETO Ha CTOKMUTE.

X. KAYECTBO, TrAPAHLUNN N CPOK HATOAHOCT

Un. 10. (1) CTokuTe, NpefMeT Ha HacTOALLMSA JOTOBOP, C/efBa fa O0TroBapsT Ha U3UCKBAHUATA Ha ufl.
7,an. 4nbs.
(2) Kbm gaTaTa Ha focTaBKarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha JleKapCTBeHUTEe MPOAYKTU, cnefBa
fa 6bae He no-manbK oT 40 % /yeTMpngeceT Ha CTO/ OT 068BEHMSI OT NPOU3BOLUTESNSA.
(3) B cnyyali Ha gocTaBKa Ha /leKapCTBeHMSA NPOAYKT C MO - KPaTbK OT JOr0BOPEHUSA CPOK Ha FOAHOCT,
Ob/KMMaTa HeyCToMKa aa 6bae NpoMeHeHa, KaKTo criejsa:

0T 39,99% n0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

0T 29,99% a0 20% - 5 % BbpXYy CTOMHOCTTA Ha A0CTaBKaTa;

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

noa 10% - 10 % BbpXy CTOMHOCTTA Ha JoCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rofHOCT Ha 6uonpofyKT /6ronofobeH MPoAyKT, cnefsa Aa 6bie He Mo-
MasTbK 0T 20 %/aBafeceT Ha CTO/ OT 068BEHNA OT NPOU3BOAMTENA KbM JaTaTa Ha BCSKa AoCTaBKa.
(5) B cnyuaii Ha gocTaBKa Ha 6MonpoayKT/61monoao6eH NpoayKT C MO - KpaTbK OT A0r0BOPEHUS CPOK
Ha rogHoCT, Ab/DKMMaTa HeYCTOMKa e KaKTo criefga:

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

0T 9,99% 10 5 % - 4 % BbpXYy CTOMHOCTTA Ha [O0CTaBKaTa;

nof 5% - 6 % BbPXy CTOMHOCTTA Ha JoCTaBKaTa.
(6) NTEUEBHOTO 3ABEAEHWE - BBb3J/TIOXKWNTEJI MoXe fa OTKaXe NMpuemMaHeTO Ha CTOKUTE,
aKo B [eHA Ha TAXHOTO MPUCTUraHe WM NMpuemMaHe oCTaTbYyHWA CPOK Ha rOAHOCT € MO0 - MaTbK OT
onpefesneHusa B yn. 10, an. 2. v an. 4 MUHUMaUIEH CPOK Ha rOAHOCT.
(7) OoctaBkaTa Ha NeKapCTBeH MPOAYKT C OCTaTb4eH CPOK Ha roAHOCT rno-mManbkK OoT 10 Ha cTo oT
0651BEHNS OT MPOM3BOANTENS] N Ha BMONPOAYKT/6MoNoA06eH NPOAYKT C OCTaTb4eH CPOK Ha rogHocT
Nno-mMasibK OT 5 Ha CTO OT 065IBEHUA OT MPOU3BOAUTENA Ce M3BBLPLUBA CaMO C MUCMEHO Cbr/lacue Ha
NNEYEBHOTO 3ABEOEHWE - Bb3/TOXKWUTEJ] 3a KOHKPETHO KOJINYECTBO, OMpPeesieHo OT Hero.

Be3 m3puuHo nucmeHo cbriacme Ha JIEHEBHOTO 3ABEAEHWE - BBb3NIOXKWTEJ crokute
HAMa aa 6baat 3ansallaHun.

(8) NckaHeTo 3a MMCMEHO cbrnacue, B c/yyanTe Ha anl. 7, cnefsa fa noctbnu B JIEHEBHOTO
SABEAEHWE - Bb3/TOXXWUTEJ] B cpok fo 1 (eanH) paboTeH feH OT nosyyaBaHe Ha 3asiBKara.

(9) B cnyyanTe Ha cnewHn A0CTaBKM MOCOYEeHMTe B al. 3 1 al. 5 HEYCTOMKM He ce npunarar.

Xl. OTFTOBOPHOCT 3AHETOYHO M3MNbJ/IHEHNE. PEKTAMALUMN
Un. 11. (1) NTEYEBHOTO 3ABEAEHWE - BB3/TOXXWUTEJT moxe fa npeasssBa peknamauum
npeg N3MNBbJIHUTENA 3a:
a) KOJ/IMYECTBO N HEKOMI/IEKTHOCT Ha CTOKUTE WM TexHUYecKaTa JOKYMeHTauusa (ABHN HefocTaTbLm);
6) Ka4ecTBO (CKPUTWU HefoCTaTbLM):
- NPV JOCTaBsAAHE Ha CTOKW He OT [OrOBOPEHMS BUA, NMOCOYEH B un. 1;
- NpY KOHCTaTMpaHe Ha feeKTy npu ynoTtpeba Ha CTOKUTE.
(2) Peknamaumn 3a AABHW HefocTaTbUWM Ha CTOKUTe ce npasAT oT JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXKUTEJ], B MOMeHTa Ha MNpefaBaHETO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, NnognmcaH n ot
[IBETE CTpaHu.
(3) Peknamauun 3a CKpUTWU HefocTaTbLM Ce MPasAT Mpe3 Lenns CPOK Ha rofHOCT Ha [LOCTaBeHUTe
CTOKM, KaTo peksaMaumsaTa ce npuapy’xasa 3a4b/DKUTE/THO OT KOHCTATMBEH MPOTOKO/, U3fafeH oT
M3nbiHuTenHaTa areHumna 3a siekapcreara.
(4 NEYEBHOTO 3ABEOJEHUWE - BDB3JIOXKWTEJ/T e [OObXHO fa yBeAOMUW MUCMEHO
N3MBbJIHNTEJIA 3a ycTaHOBEHUTe feheKTU B 5 (NET) AHEBEH CPOK OT KOHCTATMPaHETO UM.



(5) B peknamaumnTe ce Nocoysa HOMEPbHT Ha AOroBOpPa, TOYHOTO KOSIMYECTBO Ha MOSTYHYEHUTE CTOKU C
TeXHUA napTuieH HOMEpP, OCHOBAHMETO 3a peKfiaMauMs M KOHKPETHOTO mckaHe Ha JIEHUEBHOTO
SABEAJEHWE - Bb3/TOXWUTE.

(6) B 5 (net) gHeBeH CpPOK OT nonydaBaHe Ha peknamaumata, N3MBbJIHUTENAT cnegsa aa
otroBopn Ha JIEHEBHOTO 3ABEAEHWE - BDB3/TIOXKUTEJT nNUCMEHO WM KOHKPETHO Aain
npuema peknamauusaTa uiv s 0TXBbP/IA.

(7) Npu peknamaums 3a asHu HegoctaTbun N3MBNHUTENAT e AnbXeH B CPOK OT 2 paboTHU LHU
OT Mo/lyyaBaHe Ha peKnamauuaTa 3a CBOA CMeTKa M PUCK [a [0CTaBM Ha MACTOTO Ha JocTaBsHe
KO/IMYECTBOTO /INMNCBALLW B OCTaBKaTa / HEKOMI/IEKTHU JOTOBOPEHN CTOKM.

(8) Mpu peknamauma 3a CKpUTWU HegocTatbum, B ciaydaln 4ve WIMBJAHUTENAT e npuen
peknamauusaTa, CbLMAT e AnbXeH B 10 (geceT) [AHEBeH CPOK OT MoJlyyaBaHeTo M Aa 3amMeHu
[JOCTaBeHUTe HeAO0roBOpeHW Mo BUf / Aed)eKTHN CTOKM 3a CBOSAA CMETKa M PUCK WX MO NpeLeHKa Ha
NEYEBEHOTO 3ABEAEHWE - BB3/IOXKWTEJT ga BbpHe CbOTBETHATA 4YacT OT 3arnfnareHara
LeHa, BeflHO C Ab/IKMMUTE NINXBU.

(9) N360pbT Ha NOCOYEHMTE MO-TOpPe Bb3MOXKHOCTM [ja Ce BbpPHE CbOTBETHATA YacT OT NATEHOTO WK
[a ce [JOCTaBAT HOBM CTOKM npuHagnexn Ha IEUEBHOTO 3ABEOEHUE - Bb3JTOXXWTEJ n ce
ynpaxHsBa 0T Hero noj gopmara Ha nucmeHo ysepomneHve o M3MNbJ/IHWUTEJIA, kato pa3xogute
M PUCKOBETE MO HOBOTO JoCTaBsAHe ca 3a cmeTka Ha N3N bJIHUTENA.

(10) CToknTe, nNpegmMeT Ha peknaMaumsa ce cbxpaHssaTr oT JIEUEBHOTO 3ABEAEHWUE -
Bb3NNOXXWMTEJ go ypexgaHe Ha peknamalunTe.

XIl. OTrOBOPHOCT MNP HEN3MBbJIHEHWNE
Un. 12. (1) 3a Hemsnb/HEHWE Ha 3ab/DKEHUATA CU MO HACTOALMA JOTOBOP C U3KJIHOYEHME Ha Te3n Mo
yn. 10, an. 2 un an. 4, UBMNBJIHUTENAT abmku Heyctoiika B pasmep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTAa Ha KOHKPeTHaTa 3asiBKa, HO He noBede 0T 10 % (geceT MpouUeHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asiBKa, KaKTO M 00e3lieTeHne 3a MPeTbpreHuTe [AeiCTBUTENHU Bpeau B Cly4dauTe,
KoraTto Te HaAXBbpAAT AOroBopeHaTa HeycToMka. B cnyvamte no un. 4, an. 3, nocoyeHata B
Npeaxo4HOTO M3peyeHMe HeycTonKa B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Mpocpoume, HO He
noseye oT 10 % (geceT NpoUEHTA) OT CTOMHOCTTA Ha KOHKPEeTHAaTa 3asBKa, KaKTo U 06e3lieTeHne 3a
NpeTbpreHnTe 4eNCTBUTENHN BPeAM B C/lydaunTe, KOraTo Te HagxXBbp/iAT LOroBopeHaTa HeyCcTomKa.
(2) Korato npu Hannuue Ha pexknamaunn, N3MbAHUNTENAT He n3nb/HW 3agb/DKeHUATa CUM Mo
pasgen Xl oT HacToAWMA [LOroBOP B CPOK, CbWMAT Ab/mku Ha JIEHEBHOTO 3ABEAEHWE-
BB3/TOXKWMTEJT HeycTolika B pasmep Ha 2 % OT LeHaTa Ha CTOKUTe, 3a KOMUTO Ca HarpaBeHU
peknamauuuTe.
(3) NEHEBHOTO 3ABELEHWE - BB3JTOXKXKWTEJ yposneTBopsABa MpPeTeHLUUTe CU OTHOCHO
HeM3Nb/IHEHMETO Ha [0roBopa, KakTo W 3a 3anjawaHe Ha HeycTOMKMTe OT CcTpaHa Ha
N3MBIHUNTENA KaTo 3aabprKa rapaHumsTa 3a U3nb/HeHre no Y. 7, an. 3, byksa “6” oT fgorosopa,
KaTto npegnpvema [eincTBMs 3a HEMHOTO ycBosiBaHe. B cnyuyaid, ye CTOMHOCTTA Ha rapaHumsTta 3a
N3MNb/IHEHME He MoKpmBa BCUYKM Ab/kuMu 0T U3MBJIHUNTENA HeycToiku, JIEHEBHOTO
SABEAEHWE - BB3/TOXWTEJT npuxsawia Ab/DKAMATE CYyMU OT HACPeLlHU MNalaHna KbM
N3MNBbJTHUTENA.
(4) Mpu Tpn NbTY BUHOBHA 3a6aBa Ha N3MbJIHUTEJIA, npogb/mkuna ¢ noseye OT MosioBUHATA OT
CpOKa 3a M3NbJIHEHME Ha CbOTBETHOTO 3aAb/DKEHMe, B pamKuTe Ha Tpu Meceya JIEHEBEHOTO
SABEAEHWE - BBb3/TOXKWUTEJ1 uma npaso fa npekpatyn forosopa efHOCTPaHHO C 15-AHeBHO
npean3BecTue.
(5) NEYUEBHOTO 3ABEAEHWVE - Bb3/TOXWTEJI nma npaBo ga npekpaTn efHOCTPaHHO 1 6e3
npeLv3BecTMe HaCTOALLMA JOr0OBOP B C/lyvail Ha CUCTEMHO HETOYHO M3MbJIHEHWE Ha 3afb/HKeHUsATa oT
N3MNBNHUNTENA wn npegaseHV noBede OT TPWU peknamauuu B paMKuUTe Ha TpU Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJ no peaa Ha rnasa X1.
(6) B cnyuaii, ye no oTHoweHne Ha N3MBJTHNTEA HacTbnAT obcTosiTenicTBaTa no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a obuwecTBeHUTe nopbykn, JIEHEBHOTO 3ABEAEHWE-
BBH3/TOXKNTEJ/T uma npaBo fa npekpaTu eAHOCTPaAHHO HaCcToAWMA [0roBop, 6e3 MUCMEHO
npeam3BecTme 1 6e3 Aa Ab/MKN HEYCTONKN.



(7) MNpn Hemsnb/iHEHMe Ha 3aAb/DKeHWeTo cu no 4n.3, an2, JIEHEBHOTO 3ABEAEHWE -
BBb3/TOXXUNTEN abmkn Ha USMBTHNTEA HeycTolKa B pasmep Ha 0.1% (Hyna usno 1 einH Ha
CTO) OT LleHaTa Ha n3BbpLLEHaTa JOoCTaBKa 3a BCEKW AieH 3abaBa, HO He rnoseye OT 5 % (NeT Ha CcTo) oT
CTOMHOCTTA Ha I0CTaBKaTa.

X1, ®OPCMAXOPHWN OBCTOATENCTBA
Un. 13 (1) CtpaHnTe No HacTOALLMA LOrOBOP He AbsKaT ob6e3leTeHMe 3a NOHECEHW Bpean 1 3aryou,
aKo MocnefHnTe ca NPUYNHEHN B Pe3yiTaT Ha Henpeogomma cuna.
(2) AKo cTpaHaTta, KOSITO € cnefBao Aa U3Nb/HW CBOE 3af4b/DKeHMe Mo Jorosopa e 6una B 3abasa, TA
He MOXXe fja Ce M0o30BaBa Ha HernpeoaosiMma cuna.
(3) “Henpeogonnma cnna” no CMMUCb/a Ha TO3M LOroBOP € HernpeaBUAEHO U/MNU HenpeaoTBpPaTUMO
CbOUTME OT U3BBHPELEH XapaKTep, Bb3HUKHA/IO C/ef, CKIK0UYBAHETO Ha Joroeopa.
(4) CrpaHaTa, 3acerHata OT HeNpeofonMMa Cuia, € ANbXKHa Aa npeanpueMe BCUUKW [eNCTBUA C
rpmkara Ha fo6bp CTOMaHWH, 3a Aa Haman 40 MUHUMYM MOHECeHUTe Bpeau M 3arybu, Kakto u ja
yBeLOMM MUCMEHO ApyraTta cTpaHa B 7-4HeBeH CPOK OT HaCTbMBAHETO Ha HenpeogonmMmarta cuna. Mpu
HeyBeOMsABaHe B TMOCOYEHUA B MNPeAXOLHOTO W3PEYEHMEe CPOK Ce Ab/DKU  06eslieTeHne 3a
HacTbNWAMTe OT ToBa Bpeaun. HenpeogonumaTta cuna ce fJokKasBa OT 3acerHarara cTpaHa CbC
cepTUdUKaT 3a (hopcMaxkop, M3fafeH Mo CbOTBETHMA pef OT KOMMETEHTHWUSA OpraH B fbp)kasarta, B
KOSITO Ca HacCTbNWUIM POPCMaXKOPHUTE 0BCTOATE/NCTBA.
(5) Aokato Tpae HenpeojonMMaTa cwna, M3MNbAHEHWMETO Ha 3afb/DKEHUATa U CBbp3aHUTE C TAX
HaCpeLLHW 3a4b/HKeHNA ce cnupa.
(6) He npeactaBnsBa “Henpeojonuma cuna” cbouTMe, MNPUYMHEHO MO HEOPEXHOCT Wan upes
YMULUIEHO JEeNCTBME Ha HAKOS OT CTPaHUTE WU TEXHW NPeACTaBUTENN W/WAN CRYXUTENN, KakKTo n
HefocTMra Ha napuyHu cpeactesa Ha W3MNbJIHUTEAA n NTEYHEBHOTO 3ABEAEHUE -
BBH3/TOXKUTE.

X1V. CINOPOBE

Un.14. (1) Bb3HMKHaNUTE Npe3 BPEMETPAEHETO Ha [0roBopa CrnopoBe M pasHoriacus Mexay cTpaHuTe
Ce pewlaBaT 4pe3 MNperosopu Mexpgy TaAx. [MocTUrHaTuTe [OroOBOPEHOCTU Ce OPOPMAT B MUCMeHa
(hopmMa 1 ce NMPeBPLLUAT B HepasjenHa vacT oT Lorosopa.

(2) B cnyyali Ha HenocTMUraHe Ha JOroBOPeHOCT MO NPeAXOAHMS YfieH, BCUYKWN CMIOPOBE, NOPOAEHN OT
TO3W AOroBOP WM OTHACALLW ce [0 Hero, BKNKYUTENIHO CropoBeTe, NOPOoAeHM OT UK OTHacALLM ce A0
HEeroBOTO Tb/IKyBaHe, HeAeCTBUTENIHOCT, HEM3Mb/IHEHME UMW MpeKpaTsaBaHe LWe 6baaTt pasperuaBaHu
cropef 6bLArapcKMTe MaTepUanHA 1 NPOLECYasIHM 3aKOHM OT KOMMNETEHTHMS C¢bA No peaa Ha MK,

XV. CbOBWEHNA
Un. 15. (1) BcMUKM CbOOLLEHUA MeXAY CTpaHuTe, CBbp3aHW e M3NbJAHEHWETO Ha TO3U [OroBop ca
Ba/IN[HM, aKo Ca HarnpasBeHW B NMUCMeHa opma M ca NOAMUCAHWN OT YMb/IHOMOLLEHUTE MPeACTaBUTeNN
Ha USMNBbJTHUTENA nam NTEYUEBHOTO 3ABEAEHWE - Bb3J/TOXKUTE/.
(2) 3a paTa Ha cbOoO6LLEHMETO Ce cMsATa:

S fartata Ha npegaBaHeTo - Mpu PbYHO NpeAaBaHe Ha CbOOLLEHMETO;
L)) JaTarta Ha MoLLEeHCKOTO K/1eMMOo Ha obpaTHaTa pasnucka - npuv usnpatiaHe ro nowara;
S JaTaTta Ha npuemMaHeTo - Npu u3npatyaHe rno gaxkc umv e-mail.

(3) 3a BaMaHWM agpecu 3a MNprveMaHe Ha CbOOLLEHMS U 6GAHKOBM CMETKW, CBBbP3aHW C HacTOALLUS
JIOroBOp ce cMATaT:

3A N3MNBTHUTENA:

agpec: rp. Pagomup, yn. ”Otey, Mancnin” Ne 26, Ten: 02 4519249, cakc 024519300, e-mail:
tenders@danhson.b2

paHKoBa cMeTKa, rnocoyeHa ot UIMBbJIHUTENA: BIC: UNCRBGSF
IBAN: BG47UNCR70001522341862

SATEYEBHOTO 3ABEAEHWE- Bb3/TOXKUTE:

rp. Codgwmsa, yn. ,,bsno mope” Ne 8, otaen ,,bonHnyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
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(4) Mpwn npomsaHa Ha NocoyeHMs Mo an. 3 agpec WM 6aHKOBa CMETKa CbOTBETHATA CTpaHa e [A/TbXKHa
[a yBejoMu gpyrata B TPUAHEBEH CPOK OT NMpoMsiHaTa.

XVI. OPYTW YCNOBWA
Un. 16. (1) lNpasBata M 33Ab/DKEHMATA MO HACTOALMA [OrOBOP He Morat fa Ce MpPexBbprsarT
eJHOCTPaHHO Ha TPeTU NMua M NoJo6HM akToBe He MOopaXKAaT MpaBHO fAelicTBUE 6e3 MUCMEHOTO
cbrnacue Ha gpyrata cTpaHa, OCBeH B c/lydauTe Ha obe3nedaBaHe (rapaHTUpaHe) Ha 3afb/HKeHUs no
6aHKOBU KpeauTu.
(2) 3a HeypegeHMTe BbBMAPOCM B HaCTOAWMA [OrOBOP Ce npwuiara [encTeBawioTo 6barapcko
3aKOHOAaTesNCTBO.

XVIIL. NOoAN3MBbIHNTETN-HeENpUNoXnmo
(MpMNO>KMUMO camMo B c/iydyauTe, B KOUTO M36paHUA 3@ U3NBAHNUTEN YyH4aCTHUK e MOCoUMN, Ye Lie
nosi3Ba MoAM3MbAHUTENN, NPU CKKOYBAHE HA PaAMKOBOT O CropasyMeHue)
Un. 17. (1) NOAN3MABIHUNTEJINTE Tpsa6sa fa 0TroBapsT Ha CbOTBETHUTE KpUTepun 3a nogoéop
cbobpasHo BUAa 1 ena oT nopbyKara, KOWUTO LLe U3Nb/HABAT, U 3a TAX 4a He ca Ha/lMLe OCHOBaHUSA 3a
OTCTpaHABaHe OT npoueaypara.
(2) NEYEBHOTO 3ABEAEHWE - Bb3JIOXXWNTEJ] nsmckea 3amaHa Ha MOAN3MbJ/IHUTEN,
KOWTO He 0TroBaps Ha ycnosumsaTa no an.l.
(3) KoraTto yacTtTa OT nopbykara, KoATo ce usnbaHasa oT MOAN3MB/IHUTEN, moxe fa 6bae
npegageHa Kato otgeneH 06ekt Ha M3MBbJIHUTENA wam Ha JIEHEBHOTO 3ABEAEHWE -
BBb3/TOXXWTEJ, nocnegHna 3annalla Bb3HarpaxaeHue 3a tasn vact Ha Mo N3N b/IHUTENA.
(4) PasnnawaHmATa no an. 3 Cce OCbLecTBABAaT Bb3 0OCHOBA Ha WCKaHe, OTMpaBeHO OT
noagn3Nb/HNTENA po JIEUEBHOTO 3ABEAEHUWE - BbB3TOXWTEJT  upes
N3MBNHWNTENSA, KONTO e ANbXeH fJa ro npefoctaBM Ha BbL3NOXKUTENS B 15-AHEBEH CPOK OT
nosly4aBaHeTo My.
(5) Kbm nckaHeto no an. 3 UMbJIHUNTEJTAT npefocTtaBa cTaHOBULLE, OT KOETO Aa € BUAHO Janu
ocrnopBa nallaHuATa Uar 4acT OT TAX KaTo HeAb/HKUMU.
(6) TEUEBHOTO 3ABEAEHWE - BB3J/IOXKWTEJT uma npaBo fa OTKadke nawaHe no an. 3,
KOraTo MCKaHeTo 3a rsiallaHe e 0OCropeHo, 40 MOMEHTA Ha OTCTPaHsABaHE Ha NnpuymHara 3a oTKasa.
(7) HesaBnucumo ot um3nonssaHeto Ha MOAVNIMB/IHUTE/IN oTroBopHOCTTa 3a M3Nb/IHEHME Ha
porosopa e Ha U3MbJ/THNTENA.

XVII. 3AKNTKOYUNTENHW PA3IMOPEABU
Un. 18. (1) Mpwn cbCTaBAHETO Ha HACTOALLMA JOTOBOP Ce NpeAcTaBuxa ClefHNTe JOKYMEHTHU:
Yy JokymeHTun no un. 112 ot30I7,

S Jeknapauus no un. 55, an. 6 ot 3/IMXM (kKorato e NPUIOXKNMO);
S [TapaHLUnA 3a U3NbHEHWE;
S TexHu4yecko n LleHOBO npepnoxkeHune, HepasjesiHa 4acT 0T 40roBopa;

S Jeknapaumn no SMUIT.
(2) HacTtoawmAaT foroBop ce cbCTaBu B TpY €4HO06pPa3HM ek3eMnispa Ha Ob/rapcku esvk - eAnH 3a

3anueHa uHpopMaIHs

3ann4eHa
MHpOpMaLUs

Sanuena nHdopmarus
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MpegnaraHn LEeHOBU napamMmeTpu

Heob6xoaum
HaunH Ha 3ab6enexk En.ueHa 6e3 . AH O6uwacT-TC
ATC INN Msapka Cratyc En.ueHa c 4A0C 6poii MApKU Ha .
npuioXeHue a aac n3 Fill aanc
mg BanugeH 45,016757 54,020108 1000 45016,76 54020,11

LO1BB0O6 Clofarabine napeHTepas/iHa
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ofarabine napeHTepasiHa m anuaeH . m
P P 9 A Aa Operations (ROW) Alvogen 20 ml B MNJIC

Genzyme Europe B.V.,
He
HuaepnaHgnsa





