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OOIMECTBEHMTE NOPBUKH, CE CKIIKOYM HACTOSILLIMST JOrOBOP 3a IOCTABKA MEX/Y:

~EKODAPM” EOOJ], ¢be cenanue rp. Codust 1574, azapec Ha ynpasiieHue Oy.i.
~Yepuu Bppx™ 14, 611. 3, EMK 130390053, npeacrapassaHo ot [letwbp ['puropos Benes, kato
M3ITBJIHMTEIL HO JI0TOBOP 3a O0LeCTBEHa 10pbUka, Hapuuad [TPOJJABAY u

“MHOI'OITPO®HIIHA BOJIHULIA 3A AKTUBHO JIEYEHUE - JOBPHUY”
Al rp. ToGpuy, cbe cenanuuie u aapec Ha ynpasienue: rp. Jlo6puu, ya. “Tlanaiior Xurtos™
Ne 24, texn. 058/ 600 160, daxc: 058/600 414, e-mail: oblb@bergon.net, BYJICTAT:
124141302, npeacrasnsiBano ot JI-p Mapusu Usanos AHanuner — Msnbinurenen upektop
Ha 1pyxecTBoTo, HapuyaHa KVITYBAU.

CTPAHHUTE CE CTIOPA3YMSIXA 3A CJIEAHOTO:

IMPEAMET HA JOI'OBOPA U LIEHU
I.(1) TlponapausT nponasa Ha KynyBaua JIEKapCTBCHHUTE MPOAYKTH, OMUCAHU MO~

A0y, 3a KOMTO € nojan odepra B npouejypa 3a Bb3JIaraHe Ha OBICCTBEHA nopbyKa
AoroeapsiHe 6e3 o0saBIeHKE:

Oboc | Memxnynapo | Jlekapers | Pedepen Miapka/Koauu | Koan Teproseko | Croiino
o0eH AHO eHa popma THa €CTBO HA 4eCcTB HAHMEHOBR., CT 32
a HENATEeHTHO CTOHHOC AKTHBHOTO 0 10 KOJIM4Y.B ONAKOBK
O34 | HAMMEHOBAH T3a JIEKAPCTBEHO | amp.,T ONaKOBKa a Ge3
LHs ue /INN/ DDD/ BELUECTBO ad.L | JAC
Ne Tepaner 1
THYeH ‘
Kype |
L Carboplatin-Teva
! | . lution for ! ‘ 10 m <
481 (| Carboplatin | 30MMHON for ) 1260 " g L 100 | 10mg/ml - 15ml | 17.41
infusion ml-15 ml .
conc.sol. inf, X 1
powder for Dacarbazine 200 mg
529 Dacarbazine | solution for 0,04436 200 mg 130 powder for solution 134.20
‘ injection for injection x 10
| |

(2) LleHoBHTE NpeVIOKEHUS HA NIPO,1aBaya ca MOCOYEHH B NPeIXONHATa alTUHES.

(3) IlporHosnata CTOMHOCT Ha J0CTaBKaTta, MOCOYEHH B JOKYMEHTALMATA 3a
o0LIeCcTBEeHA TIOPbYKA M B Tadauuara no an. | He NMOpaxaaT 3aIb/KeHte 3a KyIyBaya Ja ru
3aKYINH B NIOCOYEHUS 00eM,

CPOKOBE M HAUYMH HA TLUTAIAHE

2. CpokbT Ha HacToAumMa 1oroBop ¢ 11 (eauHazeceT) Mmeceua OT fatarta Ha
N0ANUCBaHETO My. JIOroBOPBT IMpoAb/KaBa ACHCTBUETO CH A0 CKIIOUBAHETO HA JIOTOBOp ¢
ApYT M3N'BJAHUTEN C/Ie] MPOBEKAAHE Ha OOLIECTBEHA NIOPLYKa.

3. llocouennte B unm. | JeKapcTBEHM RPOAYKTH 1ue ObJaT AOCTABAHU OT
NpoaaBaya Ha KynyBaya B CPOK /10 24 (1BaJeCeT U YeTHUPH) Yaca cllel 3asBIBAHETO UM.

4. lp/okimaTta Ha npojaBaya cyma 110 BCsKa OTAeNHa JOCTaBKa 1ie Obje iareHa
OT KyIyBaua 1o GaHKoBaTa cMeTKa Ha npojaeada B cpok 10 60 (wecTaecer) KaJleHAApHU JHH
CJ1eA M3/1aBaHETO Ha PaKTypa OT Npoaapaya.
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5. CPOKBT Ha rOHOCT Ha JOCTABEHUTe JIEKapCTBEHN MPOAYKTH TpsibBa ja e He
Mo-KpaTbk oT 60 (wectaecer) % oT 061IATa FONHOCT KM MOMEHTA Ha J(OCTARKaA.

MACTO HA MU3ITBJIHEHUE U [IPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MACTO Ha JOCTaBsiHE Ha JICKApCTBCHUTE NPOAYKTH ce onpenets “MBAJI-
Hobpuu™ AT rp. JIoGpuu, ya. “Ilanaitor Xutos” Ne 24, 3Beno ,.5onnuuno anreka”.

7. CobcTBenocTTa BbPXY NOCTaBAHMTE NCKAPCTBEHH NPOAYKTH M PUCKBT OT
MBJAHOTO MM 9acTMYHOTO MM NOTMBaHE NpPEMUHABa BbPXY KynyBaya OT MOMEHTA Ha

[IPUEMAHETO MM Ha MACTOTO HA ROCTaBsiHE C HpueMo-npenaBpareiaeq [IPOTOKOT UK Apyr
pPaBHO3HAUECH AOKYMEHT.

[IPABA U 3AIIbJIDKEHUS HA [TPOJJABAYA

8. TlpoaaraubT € ambken ma nocraes JICKAPCTBEHH NPOAYKTH, KOUTO HMMAT
Pa3peHICHNe 3a ynotpeda niM yI0CTOBEpEHHE 3a PETHCTPaLMA Ha JCKAPCTBEHU TIPOJAYKTH NO
wi. 23, an. | or 3JHIXM wu OTrOBapAT Ha M3UCKBAHMATA 34 Ka4yecTBO, 0e30MacHOCT WU
eukacHocT no 3JIIXM;

9. llenata Ha nekapcTBeHMTE NpONYKTH TpsidBa Na OTroBaps Ha cleaHUTe
U3HUCKBAHMUS:

9.1. Tpeanaranara uena Ha -ICKApPCTBCHUTE MPOMYKTHU, KOMTO Ca BKIIOYCHH B
[lo3utuBHus nekapctBeH crimcbk u 3anjailanu ¢ nyGiMvHu CPE/ICTBA, Ja He e M0-BUCOKA OT
peryinpanata nena no Ilpunoxenne Ne 2 or IUIC, nocouena B KOJIOHa M (CTOMHOCT Ha
OTAKOBK4, U31HCIIEHA Ha 0a3a pepepeHTHa CTOMHOCT 3a AeMHUpaHATa JHEBHA 103a).

9.2. llpemnaranata niena Ha ICKapCTBEHUTE NPOAYKTH, W3BBH Te3u no T. 10.1., na
Hie ¢ No-BUCOKa OT npefenHaTa (MakCHMannaTa NMpojakHa LieHa Ha ApedHO), nocoueHa B
Peructbpa Ha makcumannure NIPONAXHH LIEHHU Ha JIeKApCTBEHUTE NpPOLYKTH, OTIyCKaHU Ge3
-ICKAPCKO MPEUCaHue ¥ MaKCUMAIHWTE MPONAKHM LEBH Ba JICKapDCTBEHUTE NPOAYKTH,
OTIYCKaHH N0 s1ekapeko npeanucanue (Petuetsbp Ha NpEACTHUTE UEHHM).

10. B cayuaure, korato PpONaBavYbT  N0CTaBs  JIEKAPCTBEHH MPOIYKTH,
CHAbPKALLM HAPKOTHUHM BELIECTBA, TE3H JIEKAPCTBCHH NpOAYKTH TpsibBa 1a OTroBapsAT Ha
M3UCKBaHUsTa Ha 41, 68 or 3KHBII.

Il. TlpojapaubT e atbkeH na uwizage s CpoK dakTypa 3a mocraBeHuTe
JEKapCTBEHHU MPOJIYKTH.

[TPABA M BAITBJDKEHUS HA KYITYBAUA

12.(1). Kynysaubt nma MpaBo Ja nposepsABa KOJMYECTBOTO Ha BCSKAa OT/EHA
AOCTABKA, KaTO NpH yCTAHOBABAaHE HA HECHLOTBETCTBHE € JUTHIKEH Ja yBeJOMM NpoJaBaya B
CpOK OT 24 yaca.

(2). Tpu ycTaHOBABaHe Ha HECHOTBETCTBME B Ka4eCTBOTO Ha JOCTABEHUTE
-ICKapCTBCHU NPOAYKTH KyMyBa4YbT € JUIBKEH 12 YBELOMHU npozaasaua B cpok ot 24 uaca.

(3). HechoTBeTCTBHETO Ha KOMMUECTBOTO M Ka4€CTBOTO C€ YyCTaHOBSBA ¢
HPOTOKO1, ChCTABEH OT KOMHCHSI, ChCTaBEHA OT [IbKHOCTHHUTE JHLA Ha KynyBaya.

(4). B cayuaii, ue nponaBaubT B CpOK /10 24 uaca cies yBeJOMSABAaHETO 110 al. |
W/MIM 2 OCHOPH ITMCMEHO HEChOTBETCTBUETO Ha KauecTBOTO, TOH MOXe 1a McKa npoBepkaTa
MY OT yI'bJIHOMOLIEHA 1abopaTopus.

I3. KynyBausT e anbien 1a 3annaru YrOBOpCHATa LieHa B pa3Mepa, N0 HaYMHA U
B CpOKa, OMPE/IC/ICHH B HACTOALLLHSI I0TOBOP.

14. KynysaubT moxe 1a passammu AI0rOBOpA, aKo B PE3y.JITaT Ha OOCTOATEICTBA,
BB3HUKHAIIN CJICNL CKITIOYBAHETO MY, HE € B ChCTOSIHUE 1A M3ITBJIHH CBOMTE 3a0bJIKEHUS.

HEYCTOMWKU
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15.(1). Tlpn 3abaBa ma nocrtaska or CTpaHa Ha npopaBaya ¢ nomeue ot 24
(f1BajeceT u veTupnu) uaca, KYNyBaybT uMa npaBo na mosyuu HEYCTOliKa B pasmep Ha
34KOHHHS JTUXBEH MPOLEHT OT CTORHOCTTA Ha 0CTABKATA 3a BCCKH J1eH 3a0aBa.

(2). Ilpu ycraHoBsiBane Ha HECLOTBETCTBME B KOJIMYECTBOTO, npoaaBausT e
ATBKEH J1a 10CTaBM JIMIICBAILIOTO KOJHYECTRO fIph Clie/iBaluaTa NOCTaBKA, a NP MOWCKBAHE
OT CTpaHa Ha KynyeBada B CPOK OT 24 vyaca. Ilpn Hensnbanenue na Topa 3aIbJKEHUE
KYNyBadsT uma npaBo jJa Mojyuum Heycroiika B PasMep Ha 3aKOHHMS JUXBEH MpPOUEHT OT
CTOHHOCTTA Ha JOCTABKATA 3a BCEKH JIeH 3a6apa.

(3). Ilpu ycraHoBsBane Ha HechoTBeTCTBUE B Ka4e€CTBOTO, NMPOAABAYDBT € AIbiKEeH
Aa J0CTaBH .1€KapCTBEHU NMPOAYKTH ¢ YFOBOPEHOTO Ka4yeCTBO MpHU ClieBaliaTa 0CTaBKa, a
lpY MOUCKBAHE OT CTpaHa Ha KymyBaua B CPOK OT 24 waca. IIpu Heu3mbiIHeHME Ha Topa
3a[b/KCHUE KyNyBa4ybT MMa IIpaBo ja TIOJIy4M HEyCTOWKa B pasMep Ha 3aKOHHHUS JIUXBEH
[IPOUCHT OT CTOMHOCTTA Ha JIOCTABKATA 32 BCEKHM JIeH 3a6apa.

(4). B cnyyaure no anumen 2 u 3, aKo MpoJaBaubT He AOCTABH ZIOTOBOPEHOTO,
KynyBadbT WMa NpaBO Aa 3aKylmM HEOBGXOJUMUTeE MY JICKapCTBEHW HPOAYKTH OT Apyr
AOCTaBUMK, KaTo pasiuKaTa Mexay LeHara o /I0TOBOPA U ICHCTBUTEITHO 3aNNaTeHara LueHa e
3a CMETKa Ha IPOJiaBada u Ce yALpiKa OT CleaBaIloTO ABJDKMMO NTalnaHe.

16.(1). Ipu orkasz wua fIpO/laBaya 1a [OCTaBH 3asBEHUTE My JIEKapCTBEHU
NPOLAYKTH MM ripy 3abaBa noseue or 7 (cenem) nHHM, KynyBaubT Mma NpaBo 1a noayuu
HEYCTOHKa B pasmep 5 (net) % OT CTOMHOCTTa Ha JI0CTaBKaTa 3a BCEKM Cilyvaii Ha OTKa3 Wiin
3aKOHHUA JTUXBEH NPOLEHT OT CTOMHOCTTA HA M0CTABKATA 33 BCEKM JIeH 3a0aka, W 1a 3aKynu
HEOOXOAMMUTE My JleKapcTBeHH IIPOAYKTH OT APYr JOCTABYMK.

(2). B cnywaute no npeaxonnara anvues pasiiMkaTa MEXAy LieHaTa Mo J0roBopa
M JICHCTBMTE/IHO 3aILIaTEHaTa LEHa € 33 CMeTKa Ha fpoAaBava 10 U3THYAHETO HA CPOKA Ha
ACHCTBHE HA JOrOBOpPa MM 10 CKAKYBAHETO Ha HOB JIOrOBOp 3a OOLIECTBEHA NMOPBYKA ChC
CbILUS NTPEIMET.

(3) OtkazwbT Mo an. | ce YAOCTOBEpsiBA MUCMEHO OT MpOJaBaya, a B cllydyaure,
KOrato NOCICAHMAT HE M3MPATH MMCMO 33 OTKA3, CHIUUST Ce peanonara, ako € U3TeKba 7-
AHCBHUA CPOK OT MOMEHTA Ha 3alaBara.

17.(1) Ilpu nocraBka Ha JICKApCTBCHU NPOAYKTH, CPOKBT Ha FOAHOCT Ha KOUTO e
[TO-KpaTbK OT CPOKa Ha 4. 5, U3NMBAHUTENST ABIKH Ha BB3IIOKHTENS HeyCTOlKa B pasmep,
KaKTo cleasa;

l.Mp1 nocTaBka cbe Cpok Ha rOTHOCT OT 59.99 10 50 % ot obwus CPOK Ha
FOAHOCT — 3 % (NeT NpOLEHTa) BbPXY CTONHOCTTA Ha JI0OCTaBKara;

2.MPH 10CTAaBKA CBHC CPOK Ha FOAHOCT OT 49.99 10 40 % ot obwms cpok Ha
roanoct — 10 % (aecer npouenTa) BbPXY CTOWHOCTTA Ha 10CTaBKATa;

3.1IpH 0CTaBKA ChC CPOK HA FOAHOCT OT 39.99 10 30 % ot 0bwms CpPOK Ha
roanoct — 30 % (Tpuaecer npouexra) BbPXY CTOMHOCTTA Ha 10CTABKATa;

4.0pK 10CTaBKa CbC CPOK HA FOAHOCT OT 29.99 10 20 % ot obwms cpok Ha
roAHocT — 60 % (wecTaecer npouenTa) BbDXY CTOHHOCTTA Ha OCTABKATA;

5.Mpy JIOCTaBKA ChC CPOK HA FOAHOCT noa 20 % ot oSiuus CpoK Ha rogHoCT —
90 % (neBetmecer TIPOLEHTA) BbPXY CTOMHOCTTA Ha OCTABKATA.

(2). docraekata Ha JICKapCTBEH MPOAYKT ChC CPOK HA FOHOCT N0-Kpatbk ot 40 %
OT 00LUMSA CPOK Ha FOJHOCT ce M3BbPLIBA CaMO CJIC MOTHBMPAHO PELUEHUE HA PLKOBOAMTE,IS
Ha KynyBada 3a KOHKPETHOTO KOJMUYECTBO. Bes M3PUYHOTO NUCMEHO CBIIIACHE Ha
PHROBOAMTEIN HA KyMyBa4a N1EKapCTBEHUTE MPOLYKTH He ce 3aIulaliaT Ha nmpojasauya.

18. Kynysaubt uma npaso na ucka ole3lueTeHre B Mbiien pa3Mmep Ha BpexuTe,
KOMTO € NPEeTBPIIAN B pesyITaT Ha 3a6aBeHaTa /MK HEKAYeCTBEnATa J10CTaBKa,

19. Ilpu 3abaea Ha nnawane ot CTpaHa Ha KynyBauva, MOCACAHMAT JIBJKU Ha
fipo1aBava HEYCTOMKA, B pa3Mep Ha 3aKOHHATA JTHXBA.
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[IPEKPATSIBAHE HA JTOTOBOPA
20. oroBopwT ce npekparssa
[. ¢ u3THYaHe Ha CPOKa, 3a KOHTO € CKIIIOYEH, OCBeH B CllyyauTe 1o 4. 2, u3.
BTOPO.
2. IIPH CUCTEMHO HEU3ITbJIHEHUE Ha AOCTAaBKUTE Ha JICKAPCTBCHU HPOAYKTH MO
KOJIMYECTBO W/MIH Ka4e€CTBO OT CTpaHa Ha npojapaya;
3. OT KymyBauya, ako B pesyaTar Ha OGCTOATE/CTBA, BL3HUKHAIM e
CKJIFOUYBAHETO MY, HE € B ChCTOSIHHE HAa U3N'BJIHKU CBOUTE 3a0b/IKCHUS.

JAPYI'U YCJIOBUS

21.(1) Crpanute no AOroBopa HE MOraT Ja ro M3MeHsT, OCBEH B ciydaure,
NpeaBuaAcHU B uil. 43, an. 2 ot 30I1.

(2) B cayuait, ue no Bpeme Ha aeiicTBHe Ha AOroBoOpa, CTOMHOCTTA Ha AOCTABAH
-ICKAPCTBCH NPONYKT, onpejeseHa no pena na HapeaGara 3a peryjiMpaHe v peructpupane Ha
HEHUTE Ha JICKApCTBEHHTE HPOAYKTH, YCNOBUATA, NPABMIATA U KPUTEpUUTE 3a BK/IOYBAHE,
MPOMEHH /WM M3KJTIOUBAHE HA JIEKAPCTREHU [IPOAYKTH OT NO3UTUBHMUS JIEKAPCTBEH CITUCHK
M YCIOBUATA U pesla 3a paboTa Ha KOMUCUATA 110 LeHH M peumOypcupate wim no pena ua
ApYI HOPMATHBECH aKT, CTaHe NO-HUCKA OT J0roBOpeHaTa, KYTNyBa4bT 3aI/1a1la JeKapcTBEHUs
IPOAYKT 110 NO-HUCKATA LieHa, OT AaTaTa Ha BJIM3aHeTO B CUJIa Ha peulenreTo Ha KoMucusara
10 LeHKU 1 penMOypcupaHe Ui Ha apyr perynaropex opras.

22. CTpanure no joroBopa e peluaBaT BB3HUKHAIUTE MO MIMBIHEHUETO
CIIOPOBC 110 B3aMMHO ChIJIACHE, @ AKO TOBA € HEBB3MONKHO MO pena na I'TIK npen pogoso
KOMIIETEHTHUS Cb B Ip. J[oOpuu.

23. 3a BCHYKM HEYPEICHU MO HACTOSAL{MS AOTOBOp BBNPOCH LIE ce Npuiarar
pasnopendure na 3011, 33]1, T3 u Apyrute oTHOCKMHU HOPMATUBHH aKTOBE.

24.(1). 3a Banuanu aapecu 3a NPUEMAHE HA ChOOLUEHHMSA, CBbP3AHH ¢ HACTOSLIMS
AOrOBOP €€ CMATAT aJipecuTe, NOCOYEHH B HAYAIOTO Ha JOroBOpa.

(2). llpu npomsua Ha naHHUTE MO [IpeAXonHaTa anuHes, ChbOTBETHATA CTPAaHA ¢
ATBAKHA 14 yBCJOMH JIpyrata B TPU/IHEBEH CPOK OT NPOMSIHATA.

le/l CbCTaBSHC HA HACTOSILUSAT AOroBOp C€ npeacraBuxa CJICAHUTE HAOKYMCHTH:
1. CBHJCTCHCTB& 3a CBbAUMOCT Ha npeacrasasaBalluTe jiMLa.

Hactosumusar gorosop ce cherasu B TPU €IHOOOPA3HM eK3eMILIApa, eauH 3a
npoiaBaya M JBa 3a KyIyBaya.

[TPOJIABAY: ! KVITVBAU:
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