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3a ygacTHe B Ipoleaypa Ha forosapsae 0e3 IpeaBapUTeTHO 00SBICHHUE C IIPSIMET:
»wldocraBka Ha jekapcerseH npoaykr ¢ INN Palonosetron 3a Hy:xaute Ha ,, Kommniaexcen
onkojiornveH nearsp — [lnosaus” EOO/¢

YBAXKAEMH JAMHU U T'OCIIO A,

Ha ocroBanme wi. 64, an. 2 ot I1II30I1 BEB BpB3ka ¢ wi. 79, ain. 1, 1. 4 ot 30I1, Bu otnpasame
HACTOAINATA ITOKaHa 33 y4acTHe B IpoLeAypa Ha JOToBapsHEe 0e3 IpeABapHTeNHO OOsBIICHHE 3a
JOCTaBKa Ha JIEKAPCTBEH IMPOIYKT C MEXKIYHAPOIHO HEIaTeHTHO HauMeHoBanue Palonosetron

MoTHBH 3a H360p Ha pouegypaTa:

Hanune e xumoresara Ha wi. 79, an. 1, T. 4 ot 3akoHa 3a obmectBeruTe nopbuku (30I1), xosTo
JIaBa IIpaBO Ha BBH3JIOKUTENUTE @ Bh3NaraT OOIMECTBEHN OPHYKH Upe3 Ipoleaypa Ha JoropapsHe 0e3
NpeaBapuTeaHO 00sSBIeHNME B CIy4auTe, KOrato € HeoOXOJUMO HEOTJIOXNKHO Bb3JlaraHe Ha IOphYKara
HOpaIy U3KITIOYUTENHH OOCTOATEICTBA U HE € BB3MOXKHO Aa OBJAT CIa3eHH CPOKOBETE, BKIFOYUTEIHO
CBbKpaTeHHTe, 3a OTKpHTa, OrpaHMYeHa IpOLeAypa HIJIH ChCTe3aTelHa Ipolenypa C JOroBapsHeE;
obcTogTencTBara, ¢ KOUTo ce 000CHOBaBa HAIMUMETO Ha HEOTJIOXKHOCT, HE TpsgOBa Na ce OBJDKAT Ha
BB3JIOKUTEIIS.

B HacTOsmus Ka3yC TOBa H3KIIIOYUTETHO OOCTOATENICTBO € MaHAEMHATa, IIPEIU3BHKAHA OT
Koponapupyca, KOeTo Cb3[jaRa IPEYKH IIPH JOCTaBKa HA JICKAPCTBCHH IIPOAYKTH B IEJHA CBAT,
BKITFOUHTENHO JekapcrBenus nponayktT ¢ INN Ondansetron. ToBa oT cBosg cTpaHa Hajara He3a0aBHO
TOPEOITUCAHNS JIEKAPCTBEH IMPOYKT fa ObJE 3aMEHEH C IpyT aHAJIOTHYEH JIEKapCTBEH NIPOIYKT.

ITopany H3I0XKEHHUTE T0-Tope 0OCTOATENCTBA, BB3IOKUTEIAT pelaBa 1a IIpoBejie Ipoleaypa Ha
moropapsiHe 6e3 mpeaBapuTeNIHO 00sBIeHHE HAa OCHOBaHue uil.79, an.1, .4 ot 3011

1. Bo3noxkuaren: YnpaesureaaTr Ha ,Kommiekcen oHKkojorandeH neHTop — Ilnosans”
EOO/, EYK 000463379, cbe cefanuiue 1 aapec Ha yrupasnexue B rp.Jlnosaus, 6yn.“Bacun Ampunos”
Nol5A, Ten. 032/641 536, dhake 032/644 388.

2. Bux ma nponexypara: Ha ocroBarme wi. 79, an. 1, 7. 4 ot 3011 Beanoxurenar oTkpusa
mpolexypa Ha HOroBapsiHe 0e3 IpenBapUTEeNHO OOSBICHHE C IIPEIMET: ,JlocTaBka Ha JieKapCTBEH



npoaykT ¢ INN Palonosetron 3a ny:;aute Ha ,,Komiuiexcen oHkojsioruded neHtsp — Ilnosaus”
EOOJ*.

JlocTaBKkuTEe HA TOPEONHCAHMS JIGKAPCTBEH IPOAYKT, MPEeIMET Ha HACTOALIOTO OroBapsHE ca
cbobpazno Texnuuecka cnerudukamnus - [pmroxkerue Nol, u ¢ o6ma mporrosna croitHocT 30 833,33
7B, (TPUAECET XUIISAIM OCEMCTOTUH TPUIECET U TPH JIeBa U TpUAeceT 4 Tpu ctoturkH) 6e3 JJIC.

Onpenenenns GHUHAHCOB IPOTHO3EH pecype € 3a 6 (1ecT) Mecela.

JloroBop®T 3a Bh3Narade Ha o0IIeCTBEHATA TOPHUKa IMe ObIe CKII0UeH Ha Ipe/loxkenara obma
CTOWHOCT OT YYaCTHHKA 3a KOJIWYECTBOTO JIEKApCTBEH IIPOIYKT 3aJI0XKEHO B TexHudeckara
crenrdukarms. CTOHHOCTTa Ha JOTOBOpA € MaKCUMAaIHA U BKJIIOUBA BCHUKH IUIAINAHHS KbM OBASIIAA
m3nsiaanTel. CTOMHOCTTA He € 00BBp3BaINa 3a CTPAHUTE, KaTO BB3JIOKUTENAT HMa [IPaBo, B 3aBUCHMOCT
OT HYXIHUTE CH, ia He Bb3Jiara JOCTaBKY 3a [A1aTa CTOHHOCT Ha IOTOBOpa.

Korato u30paHuAT 3a H3NBIHATEN YYaCTHHK € IIOCOYHJI, 4e IIPH H3NBIHEHHMETO Ha IIOphYKaTa
1€ IOJI3Ba IIOAU3IIBIHATEN/H, ¥ YacTTa OT IOPbUYKaTa, KOATO Ce M3IBIHABA OT HAaJeH ITOAU3ITBIHUTEI,
MOxe 1a Oble TpefaneHa KaTo OTAENeH 00eKT Ha H3IBIHUTENS MM Ha BB3JOXKHUTENS, BE3IOKHTENAT
3aIIalna Bh3HAIPAXKICHHE 32 Ta3W YacT Ha MOTU3NBIHUTENA. Y CIOBHATA M H3MCKBAHMATA, TP KOHUTO
Ce OCHINECTBSBAT PA3ILIAMAHUATA, Ca ChIJIACHO IIPOEKTA Ha JOTOBOD.

M3MEHEHHE HA IEHU

ITo Bpeme Ha AelCTBHE Ha JIOrOBOpa CKIIFOYEH CJIe]] IPOBEXkKIaHE HA HAcTOAIAaTa OOIIeCTBEHA
IOpBYKa, TIPY HaMaJisiBaHe Ha pedepeHTHATa CTOMHOCT 3a €AMHUNIA MAPKa OT JEKApPCTBEHOTO BEINECTBO
B ITO3WTUBHMS JIEKAPCTBEH CIIUCHK, JIOCTABCHHUTE JICKAPCTBEHH IIPOIYKTH Ce 3alUlaliaT Ha [0-HUCKaTa
IleHa, CYMTAHO OT JiaTaTa Ha PEIIeHNeTo Ha KOMECHATa. HoBaTa IeHa e IpeACTaBIisiBa ChOTHOIICHHE,
KaTo Ce 3ara3Ba pasjinKara MEeXIy IIbPBOHAYAIHO MpeIIoKeHaTa 0T YIacTHUKA I[eHa U pedepeHTHATa
CTOMHOCT, KOATO € Oria akTyaiHa KbM MOMEHTA Ha ITofaBaHe Ha odeprara, Ipy ycloBHe, 9e U30paHusT
3a M3IIBJIHHUTEI YYaCTHUK € HPEeUTOXKII IO-HUCKA IIeHa OT pedepeHTHATa CTOMHOCT 33 €AMHMIA MsIpKa
OT JIEKapCTBEHOTO BemlecTBO B IlO3WTHBHHSA JNEKapcTBeH CHHCHK. HoBaTa IleHa ce NPOMEHS
AaBTOMATHYHO, CUMTAHO OT JaraTa Ha IpoMsHaTa Ha IeHaTa B 1 103UTHBHUSA IEKapCTBEH CIUCEHK.

[To BpeMe Ha neliCTBHE Ha OrOBOpa CKIFOYEH CJel NMPOBEXKIAHE HA HAcTOsINaTa oOIIecTBEHa
TOpPBUKa, ITPY yBeTN4aBaHe Ha ped)epeHTHaTa CTOMHOCT 3a €IMHUIIA MIPKa OT JIEKAPCTBEHOTO BEIIECTBO
B IT03UTHBHMUS JIEKAPCTBEH CITUCHK, JISKAPCTBEHUTE IPOAYKTH IpeaAMET Ha ZOCTaBKa IIE ce 3alljamar Ha
mo-Bucoka IeHa. Cpluara Ime MNpeACTaRiIiBa CHOTHOIIEHHWE, KaTo c€ 3ala3Ba pa3jIiKaTa MEXIy
IIHPBOHAYATHO PEUIOKEeHATA OT YYACTHHKA IleHa ¥ pedepeHTHaTa CTORHOCT, KOATO € OMia aKTyanHa
KbM MOMEHTa Ha mojaBane Ha odeprara, IIpH YCIOBHe, Ye M3OPaHUAT 32 H3IBIHATEN YYacTHHK €
IPEIUIOKIUIT II0-HHUCKA [I€Ha OT pedepeHTHaTa CTOMHOCT 38 IUHHAIA MAPKa OT JIEKAPCTBEHOTO BEIECTBO
B [103UTHBHASA JIEKapCTBEH CIUCHK. [[py HacThIIBaHE HA MOCOYECHUTE 00CTOATENCTBA, M3NBIHATENS 1O
JOrOBOpa TNpENCTaBs Ha BB3MOKHUTENA HOKYMEHTH H3[ANeHH OT IIPOM3BOAMTEIL/BHOCHTEINS,
yIOCTOBEPSBAIIH HEBB3MOXKHOCTTA 3@ JOCTaBKa Ha JIGKAPCTBEHHTE INPOIYKTH Ha IThPBOHAYAIHO
JIOTOBOPEHHTE LeHu. Hoparta IieHa ce MpOMeHs aBTOMATWYHO, CUMTAHO OT Jarara Ha IpOMsHaTa Ha
1ieHarta B [T03UTHBHHUS JIEKApCTBEH CHHCHK.

3. Kpurepuii 3a onenka :

O61mecTBeHaTa MOPHYKA Ce Bh3/lara Bs3 OCHOBA Ha ,,AKOHOMHYECKH Hall-m3rogHa odepra” mo
KpUTEpHil 3a BB3JIaraHe ,Hai-HHCKa IeHa” 3a Bcsgka obocobena mo3unms. Ilox ,Haii-Hucka nena”
cirenBa a ce pa3dupa Hali-HUCKaTa odeprpaHa 1eHa 3a equauna Msapka ¢ JUJIC.

4.MscTo u xata 3a npoBekIaHe Ha gorosapsiHero: Odepra 3a ydacTue ce I1OAaBa B
3anegatad Hempo3paueH WMk g0 08.04.2020 roa. go 16:30 yaca, B AIMMHUCTpaTHBHATA Crpajia Ha
,KoMriekces oukoiormdeH meHtbp — IDioBmuB” EOO/, maxomsama ce B rp.llmoBmus, Oyn.“Bacun
Anpnio” NelSa. Bepxy mimka y9acTHHKHT OCOYBa cleJHaTa HHQOpMaIys: HauMEHOBAHNE; afgpec 3a
KOpeCnoHAeHIHs, TenedoH, hakc U eIeKTPOHEH aipec, KaKTO M HAHMEHOBAHHETO Ha IOPBYKATA.

Jorosapsanero me ce nposene Ha 09.04.2020 roa. B 10.00 uaca B crpana Ha aqMUHHCTPALUATA
Ha ,,Komiutekcen onkonoruder neutsp — [Inopmus” EOOMY, naxomsama ce B rp.Ilnosous, Oymn.“Bacui
Arnpunor” NelSA.

B mpouieca Ha goroBapsiHe e 0baaT 00CHKAaHH yCIOBUATA HA JOTOBOPA, BBIPOCH, CBEP3aHH C
TEXHHYECKOTO MPEAIOKEHHE 32 H3INBJHEHHEe Ha IOpPHYKaTa, CHIVIACHO IIPUIIOXKEHATa TEXHMYIECKA
crienuuKanys, KakTo 1 GropxeTa Ha obIecTBeHaTa IOphUIKa.



B noroeapsHeTO clieBa Jia yuacTBa 3aKOHHHS MPEACTABUTEI WM HAUICKHO YIIHIHOMOIIEHO/H
JIVILIE FUTH JIMLA ¢ HOTAPHATHO 3aBEPEHO IIBIHOMOIIHO.

5. Msicto Ha m3nbJjIHeHHe: MACTO 32 M3NBJIHEHHE Ha HAacTOodIaTa npouneaypa € ,,Kommnnexcen
onkonoruueH 1neHTHp — Imopnus” EOO/I, bonnuyna anteka, basza Il - naxomsma ce B rp. [lnoBaus,
Oyn.“An. Crambommiicku” Ne 2A;

6. HanckBanus Ha BB310KATENAT KbM JHYHOTO CHCTOSHAE H KPHTEPHH 3a noadop:
3a yuacTHHKA He TPaOBa aa ca Hajuue ofcrosiTesicTBara Mo WS4 1 4. 55, an. 1, 1. 1,4 m
5 ot 3011, ocBen B ciyuanTe nmo 41.56 ot 3011
3a JoKa3BaHe JIMIICATa Ha OCHOBAHMATA 33 OTCTPAHSABAHE YYACTHUKBT IPH IONIMHCBAaHE Ha
JIOTOBOpA NpecTaBs okyMenTture 1o wi.58 ot 30IL

BB3/10:KHTEIAT ONpeIess 0 OTHOMEHHE HA Y9aCTHHUHNTEe KPHTEPHH 3a 10A00p, KOUTO ce
OTHACAT JI0 FoAHOCTTA (IPAaBOCHOCOOHOCTTA) 32 YIPAasKHABaHe Ha NpodecHoHaNHa AEifHOCT 110 1.
60 ot 30II, a umenHo:

- YyacTHunnTe TpAOBA Ja IMpUTeXKaBaT Paspenieniie 3a Mpou3BOICTBO/TEPrOBHS Ha €Ap0o/BHOC
Ha/C JIEKApCTBEHH MPOAYKTH, H3aaneHo oT VIAJI unu oT perynaTtopeH oprad Ha Ipyra AbpKaBa WICHKA
pa EC, cermacmo I'maBa mesera THproBus Ha €ApO C JIEKAPCTBEHHM NPOAYKTH H IOCPEAHUYECTBO B
obnactra Ha JeKapcTBeHUTE NpoayKTH oT 3JIIXM;

JIOKyMEHTH 3a [0Ka3BaHe TOAHOCTTa (IpaBOCHOCOOHOCTTA) 3a YIpakHABaHE Ha
npodecnoHaHA JEHHOCT:

- Hanuume Ha Bamuamo PaspenreHue 3a IIPOU3BOACTBO/TBPrOBHS Ha €Xpo/BHOC Ha/C
JIeKapCTBEHHU MpOMyKTH, m3aneHo oT MAJI unu oT perynaTopeH OpraH Ha JIpyra AbpXKapa 4WiICHKA Ha
EC, coriacHo I'maa nesera THproBus Ha €Ipo ¢ JEKapCTBEHH MIPOIYKTH U IOCPEIHUYIECTBO B 00MacTTa
Ha JekapcTBenuTe mponyktd ot 3JIIIXM — mpenctass ce mopn ¢opMara Ha 3aBEepEHO OT yYacTHHKA
KOHIUe.

IIpu mommmcBaHe Ha JOroBOpa YYacTHHKBT IIPeJCTaBs IOKYMEHTHTE 3a CBOTBETCTBHE C
MTOCTaBEHUTE KPUTEPHU 32 oA0op.

7. N3uckBaHus KbM NOITOTOBKA HA TEXHHYECKO H IEHOBO NMPEIJI0KEHHE.

7.1. Texuudecko MpeIoKeHHe - IPEICTaBsA ce 32 BCAKA OT 000cobeHHTE NMOZHUMH, 33
KOHTO YYaCTHHKBT N0AaBa odepra.

- TexHwuecKo mpelioKeHNE 3a M3IBIHEHHE Ha MOpPBUKATA B CHOTBEICTBHE C TEXHHYECKATa
cnenubukaiys Ha BRIIOKUTENL — OOpasem Nel, B KOeTO y4YaCTHMKBT ClefBa Ja JeKiapupa
rocodeHuTe B obpazeria 06CTOATEINICTBA.

7.2. IleHOBOTO MpeAIoXKeHHe Ha YIacTHUKA, TpsiOBa Jia ce u3roTBU chIyacHO - Obpasen Ne2,
Hepas[eliHa 9acT OT JOKYMEHTAIUATa 33 YyJacTHE U ce NPENCTaBd Ha XapTHEH HOCHTEN 32 BCAKA eqHa
obocofena mosmius. [Ipy w3rotBiHe Ha odeprara, KaHaumaTuTe TpsibBa aa ce chobpasaT ¢
TeXHPYeckaTa crenubukanus Ha Be3noxurens.

[pennmoxenuTe HeHH B IieHOBaTa odepra cieiBa a ca B OBIrapcKy JieBa.

I[Npemtaranara IieHa 3a JiekapcTBeH npoxykT o Obpasen Ne2 criexsa na 6bJe HE IO-BUCOKA OT
LieHaTa, U3UMClIcHa Ha 6a3a pedepentHa cToftHocT 3a DDD TepaneBTudeH Kypc, IOCOYeHa B aKTyaTHUA
ITo3uTHBEH JIEKAPCTBEH CIIMCHK, KBM JIaTtaTa Ha II0JaBaHeTo Ha odepTara.

HacrosmuTe u3nckBanus ca ¢cbobpazHo wi. 70, an. 11 ot 3011, cpriacHo KOHTO, KOraTo UEHHUTE
Ha CTOKHTE HJId YCIYTUTE, MpeaMeT Ha oOINecTBeHa IOphyKa ca ODEKT Ha perylupaHe, yJacTHUINTE
MOTaT Jja IpeIaraT pa3IidHy LEeHH, caMo KOraTo TOBAa HE HapyllaBa IOJIMTHKATa Ha peryjMpaHe Ha
T€3U [CHHU.

Ipenmoxkenata neHa B ,,J{eHORO mpemmoxeHue” 3aXBKUTEHO BKIIOYBA BCHYKH pa3sXxold 3a
HU3IBJIHCHUC Ha INOpbhUKaTa.

8. l'apanumsaTa 32 H3ITLJIHEHHE HA JOroBopa ¢ B pasMep Ha 1% (eqHO Ha CTO) OT CTOHHOCTTA
Ha jorosopa 6e3 JJIC. Corioacuo wi. 111, an. 5 ot 3011, rapannusara Moxe Ja Obe IpelcTaBeHa B
enHa oT cleauuTe GopMu 110 u360op Ha M3GPaHMA 32 U3IBIHATEN: NapHdHA cyMa, OaHKOBA rapaHiHs 3a



HU3IIBJIHCHHAC Ha JOTrOBOP HIH 3aCTpaxOBKa (SaCTanOBaTeJ'[Ha nonnua), KOATO o0e3eyaBa

H3IIBJIHCHHCTO YPE3 ITOKPUTHE HAa OTTOBOPHOCTTA HA U3IBIHUATCIIA.
HpH IPpCACTAaBAHES HaA rapaHiiisg 3a U3IBJIHCHUC, 10 H36paHaTa OT UBIIBJIHHTECIA d)OpMa, chaiarta

CIACABA Ja € B ChOTBCTCTBHC C YCIIOBHATA U H3HUCKBAHUATA OT IIPOCKTA Ha JOroBopa.
y‘laCTHI/IK’bT, OOpECaeICH 3a U3IBIIHHATECI, H36Hpa caM (bopMaTa Ha rapaHiusaTa 3a H3NBJIIHCHHUES,
Koraro I/I36paHI/IHT HU3NBIIHHATCI € OﬁG}IPIHCHI/IC, KOCTO HC € HOPHAHYECKO JIHIC, BCEKH OT
CHAPYKHHUIHUTE B HCTO MOXE JIa € HapCAUTEII 110 OaHKoOBaTa rapaHiyusa, CbOTBETHO BHOCHUTEI Ha CyMarta

II0 rapaHnyAaATa Uiy TUTYJIP Ha 3aCTpaxoBKaTa.
YcnosusaTa u CPOKOBETEC 3a 3adbpPKaHC HUITA ocBOOOKIABaHE Ha rapaHnusara 3a U3IBJIHCHUC CC

YpekKAaT B IOTOBOPA 3a OOIECTBEHA TIOPHUKA.

9. Crabpixande Ha opepTaTa:

BB310KUTEIST H3HCKBA IIPEACTARIHE Ha:
- TexHMUecKo MpeIoxKeHne — U3roTBeHo no O6pazer; Nel chIIacHO U3UCKBAHUATA IIOCOYEHH B

HACTOSIIATa IOKAaHa;
- IlernoBo mpemmosxkeHue - u3rorseHo o O6paserr Ne2 crriiacHO M3MCKBaHMUSATA NIOCOUEHH B

HacToAIOara IoKaHa,

Ipunoxenus:
1. TIpunoxenue Nel — Texauyecka crieruduxanus;
2. O6pazen Nel — TexHH4YECKO NPEIOKEHHE 3a U3IIBIHEHNE HA IOPHYKATA,;

3. Obpasen; Ne2 — IIeHOBO IpeaJIOXKCHHUE;

op < ITnosous“ EOOI]




