JIOTOBOP Ne 1

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTHYEH HEHTDBHP - CTAPA 3AT'OPA” EOO/, cbc
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
elHa CTpaHa
U
-, MAPMHUT IOHAP'ITEI[” EOOJ, cwc cemanuiie u aapec Ha ympasienue rp. Codus, xK.K.
Munanocr 1, 6ok 16, Bx. I, e1.2, an.77, ten.: 0898536762, dhakc: 02/8623116 Brucano B TP Ha
AB ¢ EMK: 175185877, N1.Ne mo 3/1/1C: BG175185877, npeacraBnsiBaHo OT ﬁopnaH MuHueB
Hxynes, HapuuaHo 3a kpaTkocT B Jorosopa JOCTABYHUK ot npyra crpana,

Bb3 ocHoBa Ha kiacupaHe Ha JJOCTABYMKA B orkpurta mnpouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2018-
0003, u3Bbpiiero ¢ Pemenne Ne 96/01.06.2018r. Ha Ynpasurens na ,,KOL] - Crapa 3aropa ”
EOO/] ce ckiroun HACTOSIIMS TOTOBOP 3a OOIIECTBEHA MOPBHYKA 3a JIOCTABKa Ha JICKAPCTBEHU
NPOAYKTH (Hapu4aHu OOIIO U MOOTAETHO ,,ipoayKTh”’) 3a Hyxkaute Ha Bb3JIOKUTEJISA npu
CJIEIHUTE YCIIOBUS:

I. MIPEIMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bb3nara, a JOCTABUHUKBHT npueMa Ja JOCTaBs Ha
BB3JTOKUTEJIA nponyktu, mo neHd M KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosums goroBop, a BB3JOXHUTEJIIAT ce 3agpmxaBa na My
3amiamia IeHaTa, ChbIilaCHO YCJIOBHUSATA Ha HACTOSIIMS JOTOBOp. Taka 3ammMcaHuTe KOJUYECTBA
ca ,,konuyecTBa 10 v He 3aabkaBaT Bb3JIOKUTEJISA na ru 3asBU, MOJAYYd U 3aIU1aTH, T
KaTo T€ 3aBUCAT OT OCHUTYPEHOTO (prHAHCHpaHe, Opos Ha MAMEHTUTE, MEIUIIMHCKATa Tepanus
u Ap. Bb310XKuTENAT HE MOXKE Ja 3asBH, IMOJIYYHU U 3aIJIaTH MTOBEYE OT 3alHCaHUTE KOJIMYECTBA.

2. JlekapCTBEHUTE NPOAYKTH, CJIEIBA Ja OTTOBApAT HA W3MCKBAHMATA, IIPEISBCHH C
IIPUIOKUMOTO 3aKOHOJATENICTBO Ha P.bwarapus u EBpomneiickus Cbro3, C OCTaTbUEH CPOK Ha
roJHOCT He mo-Manko oT 60 %, a 3a cneunduuHu OMOIOTMYHU JIEKAPCTBEHU MPOAYKTH - HE
MO-MaJKo OT 25 % OT oTOeNs3aHMs Ha OTIAKOBKATA.

JlekapcTBeHUTE MPOIYKTH CjellBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Wiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonuuecTBoTO Ha J0CTaBAHMTE MpoaykTH ce onpeneis o Bh3JIOKHUTEJIS upes
3asiBKH, KOUTO CE€ U3BBPIIBAT MUCMEHO. 3asiBKUTE ce u3npamar Ha aapec Codus, yia. Boprono
Ne 47, Bx. B, er.3, an.14, na e-mail agpec: marmit_united@abv.bg, a Te3u mo ¢dakc Ha Te.:
02/8623116 B 3asBkaTa Bb310XKHUTEISAT YTOUHSIBA OMTAKOBKHUTE, B KOMTO CJIE/IBA Ja C€ JIOCTABSAT
JIEKapCTBEHUTE MPOJAYKTH choOpa3Ho nocoueHuTe B [103UTHBHUS J€KapCTBEH CIUCDHK.
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II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBH4™ 15, 6omHnuHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:304.
1o 14:00u.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBIJIACHO JCWCTBAIOTO 3aKOHOAATEJICTBO B bhiarapus 3a
THPTOBLIM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen JJIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnokenne Ne 1 kbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammamia yroBopeHara IieHa MO OaHKOB TBT C IUIATEKHO
HapexxaaHe, pascpoueHo a0 30 auu cnen mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHusT MEX]y CTPAHUTE O JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u31ajieHaTa oT Hero akTypa.

5. llennte ca ¢ukcHpaHW W HEMOJIEKAT Ha TPOMSHA 3a CpPOKAa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHUBHUS JIEKapCTBEH CIMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B HEro pedepeHTHH cToiHOocTH. Korato OblIe HamaseHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WKW ObIe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIOTO 3aKOHOIATENICTBO C MPUTEXKATEsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3moXUTensaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pElIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HeiliHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMKDBT e ckiarouna JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETo, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTriI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3M'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOSTO C€ U3IbIHABA OT MOAUIBIHUTEI, MOXKE /1a Oblie
npenagena karo otneneH obektr Ha JOCTABUUKA wmu nwa BbB3JIOKUTEJIA,
BB3JTOKUTEJIAT 3amnama Bb3HArpaXKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTEN.
[InamaneTo ce ocChIIECTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAMU3IBJIHUTENS M0
BB3JIOKUTENS Ype3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEeJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM HckaHeTo mo npeaxoaHara TouKa JI0CTaBUMKBT MPECTaBs CTAHOBHUIIE, OT KOETO
Jla € BUJHO J1ajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJKUMU.

9. Bp3noxxutensaT uMa mpaBo Ja OTKaXe IJIallaHe Mo T.7 KOraTo HCKAHETO 3a IJIallaHe €
OCIIOpPEHO, 10 MOMEHTa Ha OTCTpaHsBaHE HA MPUYMHATA 33 OTKAa3a.

IV. IIPABA U 3BAABJI’KEHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e mnexen na npueme gocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBHSA M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTBamoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni

JIOTOBOP/IOTOBOPY 32 TOAM3IBIHEHWE, paboTaTa HAa TOAU3NBJIHHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucherBuero Ha JOCTABUMKA u noau30bIHATES.
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2. BB3JIOKUTEJIAT e miexeH na IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
HAYMH Ha IUIalaHe.

3. Ja msuckBa or JOCTABUMUKA na ckimoud ¥ Ja My HPEACTaBU JOTOBOPH 3a
MOAU3ITBIHEHUE C TIOCOYCHUTE B opepTaTra My NOAU3IMIBIHUTEIIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na gocrau Ha BB3JIOXHUTEJISA 3asBenute
JICKapCTBEHH MPOJYKTH B CPOK 10 5 (met) pabotHu nuu ot 3asBkata Ha Bb3JIOXKUTEJIS.
HocraBsiHeTo ce ochIiecTBsABa B paboTHHU aHH, OT 07:304. 10 14:00 yaca.

2. JOCTABYHUKDBT e mapxeH aa moeme 3a CBOsSl CMETKA Pa3XOAHTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDBT otropaps 3a KaueCTBOTO Ha JJOCTABEHUTE MPOAYKTH 32 LEIUS UM
cpok Ha rogHocT npu yciosue, ue Bb3JIOKHUTEJIAT cnas3sa ycinoBusiTa 3a CbXpaHEHHUE.

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu MO AOrOBOPA, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAY€CTBEHO U B IBJEH 00EM 3aJbJDKEHHSTa CH M0 HEro, KakTo U 4e MOJabpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTIOTOBOP/AOTOBOPU 3a MOAM3IIBIHEHHE C MOCOUYEHUTE B odeprara My
MOAM3IBIIHUTENN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATa 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOSALIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-1HEBEH CpOK OT CKJIIOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
W3IBIHCHN M3UCKBaHUATA Ha 41.66, aim.2 m an.11 30I1.

6. Jla mpemoctaBs npu MouckBaHe WH(OpMAIHS 3a IMJIAIAHUATA CH 10 JTOTOBOPUTE 3a
MOIU3ITbIIHEHHE.

7. Jla cna3sa ctpukTtHO wi.115 30I1.

V1. PEJ] 3A IPEJABAHE U IIPUEMAHE HA U3ITBJIHEHUETO

1. IlpuemaneTo Ha JoOcCTaBKaTa Cc€ U3BbpIIBA OT OINPEAEIEHM OT CTpaHa Ha
BB3JIOKUTEJIA n JOCTABYUKA nuna.

2. IlpmemaneTo Ha JOCTaBKaTra Ce YAOCTOBEpsABAa C TOJMNKMCBAHE OT JIMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPAaHEH NpelaBaTeIHO-NPUEMATEeNIeH IMPOTOKON U (akTypa 3a
HEHUHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmouni JOTOBOP/IOTOBOPH 3a TOJU3IBIIHCHHE,
paborara Ha mnomusnbiaHuTEnHTe ce npuema oT BB3JIOXUTEJIA B mpuchcrBuero Ha
JOCTABYMKA u nogu3mbIHUTEIS.

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a HeW3IIBIHEHUE HA 33TBJDKCHUSITA CH 110 HACTOSIIIHS JOTOBOP HEM3MpaBHATa CTpaHa
IBJDKU Ha W3MpaBHATa CTpaHa oOe3lIeTeHHEe B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CpoKa Ha
3a0aBaTa WM HEU3IIBJIHCHHETO BHPXY CTOMHOCTTA Ha 3a0aBsTHOTO WJIM HEU3ITBIHEHOTO.

2. [Ipu HeW3MBITHEHNE HA CPOKOBETE 32 JOCTABKa, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JOCTABYMKA, onpenensHeTo WM B OTKIOHEHHME OT JEWCTBAIIOTO
3aKOHO/ATENICTBO WJIM KOTaTo HaJBUIIABaT MOCOYEHUTE IIeHW B [lo3UTHBHUS JeKapCTBEH
ciucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Ouio obe3meTeHus (3a IpeThbPIeHN BPEIH, 32 HEU3ITBIHEH TOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).

3. B ciyuaii Ha mocTaBka Ha JIEKApPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT nbmxu HEYCTOMKA KAKTO Clle/Ba:

- cpok Ha 2oonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na docmaskama;
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- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha 2o0Hocm nood 20 % - 5,00 % evpxy cmoiinocmma Ha docmaskama;
- npu 0ocmaska Ha cneyugpuuen buorocuyer 1eKapcmeen npooyKm cbC CPoK HA 200HOCM
noo 25.00 % - neycmotiika om 2,0 % eéwvpxy cmoiinocmma Ha docmaskama.
4. Ilpu wnecnazBane Ha cpokoBere 3a jgoctaBka JOCTABUYUMKDBT pbmxu Ha
BB3JIOKUTEJISA Heycroiika B pasMep Ha 1% Ha JIeH BbpXY CTOMHOCTTAa Ha 3asIBEHUTE
JIeKapCTBEHU MPOAYKTH 3a BCEKHU JeH 3a0aBa, HO He rnoBeue oT 30% OT CTOWHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHEHUE Ha JIOTOBOpa B pa3Mep Ha 527,27 aB. (IeTCTOTHH JBajeceT M celeM JieBa M
ABajeceT M ceaeM cTOTHHKH) B nomyctumara ot 3OIl ¢opma, mpencraBnsBama 2 % oT
croitHocTTa My 6€3 JIJIC.

2. BB3JIOXKHUTEJIAT uma npaBo aa 3aJbp)Ku Ta3u TapaHus U Jja ce pa3lopean ¢
Hes, KaTo ce YJOBJIETBOPH OT NBbJIHMA i pa3mep NpH HEU3NbIHEHHWE HAa KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, nmpou3Ttiuyaliy oT 10roBopa W/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTAaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsABa UCK 3a pa3sinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO McKaHe Ha JlocTaBunka, 0e3 1a IBJDKH JIMXBa WIM 00€3IIETEHHE 32 BPEMETO JI0 TOBA
0CcBOOOXK1aBaHE.

IX. JOIBJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTAaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHU MPOJYKTH, a 3a CKPUTH HEJOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctraBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTE TPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIrIacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u30bJIHU 33BKSHUETO CH IO MPEAXOJIHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAllaHETO, a aKo IUIAIlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKIIAMUPAHUTE MTPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBOp®HT ce mpeKpaTsiBa:

a) ¢ U3TUYAHE CPOKA HA IOTOBOPA;

0) 1Mo B3aUMHO MIMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;

B) C pa3BaJIIHETO My IO pefa Ha wi.87 ot 33/1;

T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJIU TMPEKpaTsIBaHe
Ha pa3pelIeHUeTo WM yI0CTOBEPEHNUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;

n) npu ycioBusiTa Ha pazaen VI 1.2 ot To3u qorosop;

e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAU3BECTHE, AKO HE € B CbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpEIBUIEHU 00cTosATeNncTBa. B TO3M ciyuail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHUS MEXKTy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKa u
0100peHu OT Bb310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;

x) nmopaau HeBb3MOKHOCT Ha [IOCTABUYMKA 32 u3nbJIHEHUETO MY;

3) or BB3JIOKHUTEJISA Ge3 npeausBecTre npu Bb3HUKBAHE Ha OOCTOSITENICTBATA
1o 4i1.118 30I1 wmm 1o un.119, an.2 3011,

n) ot BB3JIOKUTEJSA 6e3 npeausBecTue, KOoraTo Bb3 OCHOBA Ha HEBEPHH
nanau ot JOCTABYHUKA e npuiioxkeHo U3KIII0UeHHE M0 4i.4 0T 3aKOHA 32 MKOHOMUYECKUTE
1 (MHAHCOBUTE OTHOIIICHUSI C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKITH ¢ MpedepeHnnaieH
JTaHBUCH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE NEHCTBUTEIHU COOCTBEHUIU W €
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CKJIIOYEH JI0rOBOp ¢ Hero. B To3u ciyuait He ce Bpblla rapaHiusaTa 3a U3IbIHEHUETO MY, HE Ce
3ariamaTr M3BbpUIEHUTE AceiHOCTH, a monydeHute miamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cclydail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHUS;
i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO

ObJle CKIIIOYEH JOTOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3aBaHe Ha LleHTpasieH opraH 3a NOKYIIKH B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-0aronpusITHA
OT T3 IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusi KPUTEPUI 3a OLICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXKIAT 4Ype3 B3aMMHH IPErOBOPU
Mexny Tsx. [Ipu HemocTurane Ha cCiopa3yMeHHe, Te peniaBaT cropa 1o chaeOeH pel.

5. 3a BCHMUYKM HEYpeJeHU B TO3M JOTrOBOp BBIIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIOTO 3aKOHOAATEIICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €HMH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYMUK:

“KOLI - Crapa 3aropa” EOO/] »Mapmut FOnaiiten” EOO/]

VYupaBuren: /1 / cver wn2uui23 om 3300 YupaButel: / 1 / cver ui2 uui.23 om 33011
/n-p I1. Ynnuarupos/ [Nopnan Txynes/
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MpunoxeHue Ne 1
kbm [Jorosop Ne 1 ot 02.07.2018r.

"Mapmut FOHanTten" EOO[

O6oco Mpeanoxena | lNMpeanoxeHa
MexayHapoaHo MputexaTten Ha
Ne no| 6eHa nekapcTBeHa KONM4ecTBO LieHa 3a LieHa 3a o
ATC kof HenaTeHTOBaHO MspKa O6Lwa cTonHocT THProBCcko HaMeHOBaHWe | pas3peLuMTesniHOTO
pen | nosuy, Hanmenosanme / INN / dopma o eavHuua mspka | on./amn./cdn. ¢ aa ynoTpeba
ns Ne cBkn. 40C Bkn. 44C
1 2 8 4 5 6 7 8 9 10 11 12
1 | 60 | LO1XX17 |Topotecan nepopanka popua | Mg 600 52.72700 527.27 31636.20 Hycamtin caps. 1mg x 10 Novartis
' ’ ’ y ps.1mg Europharm Limited
O6wa cyma c AAC: 31636.20 ns..
BDB3JIOKUTEJI: JOCTABYHUK:

“KOIl - Crapa 3aropa” EOO/J]

praBI/ITeJ'IZ /1 / ceri. wi.2 u w23 ot 33JI0

/n-p 1. Yunuarupos/

"Mapmut IOnaiiten' EOO/L

ynpaBI/ITeJ'II /1 / ceri. wi.2 u w23 ot 33JI0
/Wopnan Jlxynes/




JIOTOBOP Ne 2

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTHYEH HEHTDBHP - CTAPA 3AT'OPA” EOO/, cbc
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
elHa CTpaHa
U

»MEJIEKC* OO/, cbc cemanumie u aapec Ha ympasienue rp. Codus 1138, p-u
Mnanoct, x.k. ['opyomsue, yn. ,,CamokoBcko moce™ Ne2JI, Tem.: 02 9175545, dakc: 02
9175538. Bnucano B TP ma AB ¢ EUK: 131268894, MJI.Ne o 34JIC: BG 131268894,
npeacrabisiBano ot a-p Emun Anexcanapos JlaneB - YmpaButen, Hapu4aHO 3a KPAaTKOCT B
norosopa JJIOCTABYMK ot npyra crpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMUKA B oTkpura mnpouemypa 3a Bb3JlaraHe Ha
o011ecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmmectBenute nopbuku 00731-2018-
0003, uspbpieHo ¢ Pemenne Ne 96/01.06.2018r. va Ynupasurens Ha ,,KOL[ - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS JOTOBOP 3a OOIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4IaHHU OO0 U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKHUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJIMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHd U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbibkaBa ga My
3aruiaila LeHarTa, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca ,,konumdectBa 10 1 He 3aabikaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA Tepaus
U 1p. BB310KuTEIAT HE MOXKE Ja 3asBH, IMOJTYYH W 3aIIaTH MTOBEYE OT 3alMCAaHUTE KOJTMYECTBA.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe MOo-MajKko oT 60 %, a 3a crenupuuHud OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE MPOIYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uium
YIOCTOBEPEHUE 3a pErucTpalnms CcboOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuyecTBOTO Ha J0CTaBSHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3asBKH, KOMTO C€ HW3BBpIIBAT NMHUCMEHO. 3asBKUTE ce u3mpaumar Ha azapec rp. Codwus, yi.
CamoxoBcko moce, Ne2JI, TII ,,bOUJIA®, er.5, Ha e-mail agpec: office@medex.bg, a Te3u no
dakc Ha Ten.: 02 917 5538. B 3asBkara BB3JI0KUTEIAT yTOUHSABA OMAKOBKUTE, B KOUTO CJIEABA
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Jla ce JOCTaBsAT JIEKapCTBEHUTE MPOIYKTH ChOOpa3HO MmocoyeHuTe B [103UTHBHUS J1eKapCTBEH
CIIUCBHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrostHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:304.
1o 14:00q.

III. HEHH, PEJIl U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBIJIACHO JCWCTBAIIOTO 3aKOHOAATEJICTBO B bhiarapus 3a
THPTOBLIM Ha €IPO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen JJIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnoxenne Ne 1 kbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammama yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxnaHe, pascpoueHo 10 30 auu cnen mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHusT MEX]y CTPaHUTE O JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAaHKOBAaTa
cmetka Ha JIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJIEKAT Ha TPOMSHA 3a CpPOKAa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHBHUS JIEKapCTBEH CIMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B Hero pedepeHTHH cToiHOocTH. Korato OblIe HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObJe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXKUTeNnsaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pEHIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HeHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTrI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3MBJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETU IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOATO C€ U3IbIHABA OT MOAUIIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obektr Ha JOCTABUHUKA wmm nwa BB3JIOKUTEJSA,
BB3JTOKUTEJIAT 3amnama Bb3HArPpAKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce oOcChIIECTBABA Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAU3IBJIHUTENS M0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEeJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JI0CTaBUMKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO J1ajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa mpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKaHEeTO 3a IJIallaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYMHATA 33 OTKAa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOKHUTEJIA

1. BB3JIOKUTEJAT e mnmexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HA MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
JIOTOBOP/IOTOBOPY 32 TOAM3IIBIHEHWE, paboTaTa HAa TNOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwhctBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e piexeH Aa IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa or JOCTABUMKA pna cxiiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE C TTIOCOYCHUTE B opepTaTa My MOU3IBIHHTEIH.

V. IIPABA U 3AJBJIKEHUA HA JOCTABUUKA

1. JOCTABUYUKDBT e mnbxen ga gocraBu Ha BB3JOXKUTEJISA 3asBenute
JIEKapCTBCHH TPOJYKTH B CPOK 10 5 /mer/ padoTHu auu ot 3asBkara Ha BB3JIOKHUTEJIS.
JlocTaBsiHETO ce OChIeCTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABEHHUTE MPOYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHCTOSIHHE Ja
W3MBIHA KAa4€CTBEHO U B IBJCH 00EM 3aqbJDKEHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprara My
MOAN3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
THU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€IHO C JI0KA3aTEJICTBO Y€ ca
HM3IIBJIHCHHN U3MCKBAHUATA Ha 4i1.66, an.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(pOPMAIMS 32 TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBIHCHHE.

7. Ja cmas3Ba ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JOCTaBKaTa Cce€ WU3BBPIIBA OT OINpeAeNeHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce€ YJOCTOBEpsiBA C TMOJNUCBAHE OT JuUIaTa IO
mpeaxogHaTa TOYKAa Ha JBYCTPaHEH IpellaBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO M3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOrOBOP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomgusmbaHuUTenUTe ce npuema ot BB3JIOKUTEJISA B npucbcTBHEeTO Ha
JJOCTABUYMKA u oau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33BJDKEHUSTA CU 110 HACTOSIIUS JONOBOP HEU3MpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa OOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WK HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WJIM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HAa CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTHUPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAILOTO
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3aKOHOJATEJICTBO MJIM KOTaTo HAJBHIIABAT TOCOYCHHTE IeHW B [lO3UTHBHHS JIEKapCTBEH
criucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Onio o6e3meTeHus (3a MpeThbPIeHN BPEIH, 32 HEU3ITBIHEH TOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).
3. B ciyuaii Ha mocTaBKa Ha JIEKApPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxu HEYCTOMKA KAKTO Clle/Ba:
- cpok Ha 2cooHocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbTr ocurypsisa B mnon3a Ha BB3JNOKUTEJIS rapanmus 3a m0o0po
U3IBJIHEHHE Ha JoroBopa B pasMep Ha 54661.13aB. B nmomyctumara ot 30I1 ¢opwma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOKHUTEJIAT uma npaBo Aa 3aJbp>Ku Ta3u TapaHUs U Jja ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHMUS W pa3Mep NMpU HEU3NbIHEHHE Ha KOETO M Ja € OT
3agbiokeHusTa Ha JIOCTABUYHMKA, npou3Ttiuyaliy oT I0roBopa U/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HEIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3JinKaTa HaJ TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 /1a IBJDKH JIMXBa WIM 00€3IIeTeHHE 32 BPEMETO JI0 TOBa
0cBOOOXK1aBaHE.

IX. JOIIbJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQpPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctaBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTE TPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIrIacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuaii, e JOCTABUUKDT He u3NbJIHU 33JbKCHHETO CH IO MPEAXOJAHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAIlaHETO, a aKo IUIAlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKIIAMUPAHUTE MTPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBop®bT ce mpeKkpatsiBa:

a) C U3TUYaHE CPOKA HA JOTOBODPA;
0) 1Mo B3aUMHO MMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;
B) C pa3BaJIIHETO MY M0 pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CHUIIBaHE WJIU TPEKpaTsIBaHe
Ha pa3pelIeHUeTo WK yI0CTOBEPEHHUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycinoBusiTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAU3BECTHE, AKO HE € B CbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpEIBUICHU 00OcTosATeNncTBa. B TO3mM ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHHUSI MEXKIy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKka u
0/100peHu 0T Bb310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3mbJIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

u) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHUE 10 Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla TapaHIuaTa 3a U3IBIHCHHETO MY, HE Ce
3ariamaTr M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
ObJle CKIIIOYEH JOrOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3naBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-01aronpusITHA
OT TE€3HU IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPHUI 3a OLICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTuraHe Ha Criopa3yMeHHe, Te peniaBaT cropa 1o chaeOeH pe.

5. 3a BCHMUKM HEypeJeHU B TO3M JOTrOBOp BBIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIIOTO 3aKOHOAATEICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOLl - CTAPA 3AI'OPA” EOOJ »MEJIEKC“ O0J

VYupaBuren: /1 / cver un2uun23 om 331 YrupaButen: /1 / cver wn2uun23 om 3301
/n-p I1. YnmmaTHpOoB/ /n-p Emun lanes/
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" MEOEKC" O0[

MpunoxeHue Ne 1
kbMm [orosop Ne 2 ot 02.07.2018r.

Obocobe MpepnoxeHa MpeaonoxeHa
Ne no Ha Mexaynapoato neKkapcTBeH KONMMYecTBO LeHa 3a LeHa 3a Mputexaren Ha
N ATC koA |HenaTeHTOBaHO HaMMeHOBaHue MsipKa O6La cTonHocT | TbproBCKO HAMMEHOBAHUE | Pa3pELUMTENHOTO
peqn | nosuums /INN/ a opma 0o eavHuua mspka | on./amn./dn. ¢ 33 vioToe6a
Ne c Bkn. 40C Bkn. 4AC ynotp
1 2 3 4 5 6 7 8 9 10 11 12
i Aranesp, solution for injection, Amgen Europe
1 2 | Bo3xA02 Darblep°et'" alfa/300 eperepania | meg | 36000 2.74740 824.22 98 906.40 300mcg,o,sﬁ; pask:1 pre.filled B.V.,
mcg syringe with needle guard HuaoepnaHausa
) o Lo18A0A |p napenTepania Pemetrexed Sandoz, Sandoz
emetrexed 500 mg dopma mg 250 000 033988 16994 84 97000 Powder for concentrate for GmbH ABCTleﬂ
solution, 500mg, Pacu:1 ’
Armisarte, concentrate for A . PT
3 9 | Lo1BAO4 |Pemetrexed 1000 mg neperepensa | 'mg | 300 000 0.88800 888.00 266 400.00  |solution for infusion, 25mgimi - | C.ovis Sroup PTC
P! ehf., UcnaHgus
40ml, Pack:1
Nordic Pharma,
4 15 | Lotscss | Tegafur uracil nepopania |y 2016 7.51500 631.26 15150.24 | 1€YySUNO, capsule hard, Xonanaus,
/20mg/5,8 mg/15,8 mg/ topua 20mg/5.8mg/15.8mg Pack:84 AndersonBrecon
\ UK\
Vinorelbin Actavis, Axtasuc E
5 18 | L01CA04 |Vinorelbine reprerama | mg | 30000 1.09440 54.72 32832.00  |Concentrate for solution for ot Al
e pusi
infusion, 50mg, Pack:1
acenrenam Paclitaxel " Ebewe", Ebewe Pharma
infusion, 6mg/ml 16.7ml, Pack:1 KG, Austria
7 > Lo1cDo2 |D napenTepantia T0|r.\exa,(.:oncc-=_~ntrate for KRKA, d.d.
ocetaxel 80 mg bopwa mg 80000 0.55550 44 .44 44 440.00 solution for infusion, 20mg/ml CroBeHus
4ml, Pack:1
Carboplatin
. i Actavis Group PTC
8 30 LO1XA02 |Carboplatin napenTeparnta m 324 000 0.12240 18.36 39 657.60 Actavis,Concentrate for
P thopwa g solution for infusion, 10mg/ml ehf., Ucnanaus
15ml, Pack:1
aberTenanHa Vectibix, concentrate for Amgen Europe
5ml, Pack:1 vial HwpepnaHausa




Meaxin, Film coated tablet,

KRKA, d.d.

.. nepopanHa
10 43 LO1XEO1 |Imatinib bopma mg 2160000 0.01249 149.88 26 978.40 100mg Pack:120 CroBeHs
Erlotinib Sandoz, Fiim
.. 993,00 coated tablet, 100mg, Pack: 30 Sandoz d.d
11 47 LO1XEO3 |Erlotinib nepoparua m 900 000 0.33100 ! 297 900.00 . ’ .
hopwma g 1489,50 Erlotinib Sandoz, Fim Slovenia
coated tablet, 150mg, Pack: 30
Caprelsa, Film coated tablet, Genzyme Europe
12 53 | LO1XE12 |Vandetanib nepopema@ | mg | 324000 1.06400 g;%’gg 344736.00  |100mg, Pack: 30 B.V,,
’ Caprelsa, Film coated tablet, HMﬂepnaH,u,Mﬂ
300mg, Pack: 30
Hal Eisai
. . alaven, solution for M facturi
13 64 LO1XX41 |Eribulin | Mg 528 824.00000 725.12 435072.00 |injection, 0.44mg/ml 1vial x 2ml, Ltdarg%aecﬂ;:ggo
Pack:1 KpancTtso
Zarzio, solution for injection/
. . i i Sandoz
14 70 LO3AA02 napeTeparHa ) ) . . infusion, 30MU (60 MU/ml) - 0.5ml
Filgrastim(30 MIU/0.5 ml) bopya amp 1000 27.88000 27.88 27 880.00 Pack:t pre-filled syrings with GmbH, Ascrpis
needle safety guard
Nelﬂasta, solution for Amgen Europe
15 71 L03AA13 |Pegfilgrastim naperTepanta | mg 864 237.50000 1425.00 205200.00 |iniection, 10mg/ml - 0.6ml Pack:1 B.V.,
opma pre-filled syringe with needle T —
safety guard AEP A
) L Amgen Europe
16 77 MOSBX04 Denosumab/120 mg/ 1.7 473968 mg 115 200 4.47700 53724 515 750.40 Xgeva, solution for injection, B.V.,
ml/ 120mg/ 1,7ml Pack:1 Huaepnanaus
. i ified- Mundipharma
17 82 NO2AA08 nepopariHa . _ _ DHC Continus, Modified
Dehydrocodeine bopua mg | 4320000 0.00768 34.56 33177.60 reloase tablet, 90mg. Pack:50 GmbH, AscTpus
Oxycodone
18 | 83 |nNozaass |hYdrochloride/Naloxone nepopania | g | 480000 0.06400 32.00 30720.00  |1argin, Prolonged release Mundipharma

hydrochloride 10 mg/5
mg

tablet, 10mg/5mg - Pack:50

GmbH, Asctpus




Oxycodone
hydrochloride/Naloxone nepopantia Targin. Prolonged rel Mundipharma
19 84 NO2AA55 600 000 0.06400 64.00 8 400.00 gin, Prolonged release
hydrochloride 20 mg/10 topwa mo 3 tablet, 20mg/10mg - Pack:50 GmbH, AscTtpus
mg
i KRKA, d.d.
20 86 | NO2AX52 + nepopasa . . _ _ Doreta, Film coated tablet, ,
Tramadol+ Paracetamol bopwa tabl 24000 0.18400 11.04 4 416.00 37.5mg/325mg  Pack:60 CrioseHns
Victanyl, Transdermal patch, | Actavis Group PTC
21 88 N02ABO3 (Fentanyl 50 mcg/h nnactup mcg/h 150 000 0.09360 23.40 14 040.00 50 megh Pack:5 ehf., Vicnanavs
Victanyl, Transdermal patch, | Actavis Group PTC
22 89 N02AB03 |Fentanyl 75 mcg/h nnactvp mcg/h 150 000 0.09504 35.64 14 256.00 75 megh Pack:5 ehf., Vicnanavs
Victanyl, Transdermal patch, | Actavis Group PTC
23 90 N02ABO3 (Fentanyl 100 mcg/h nnactup mcg/h | 300 000 0.09504 47.52 28 512.00 100 megh Pack:s ehf., Vicnanavs
nepopania Vellofend, sublingual tablet, | ~ P<en“Hv Gapwa
24 94 N02AB03 |Fentanyl copma mcg 383040 0.09500 50.54 36 388.80 » Sublingual tablet, | gy qrapus EOOOp
sublingual tablets/ 133mcg, Pack:4 Bbnrapus
. nepoparta Stivarga, Film coated tablet,
25 101 LO1XE21 |Regorafenib chopua mg 40320 1.52650 5129.04 61 548.48 40mg, Pg:k:, 3%28 Bayer AG, lepmanus
O6wa cyma c AAC: 3279667.92 ns.
BB3JIOKUTEJ: JOCTABYHK:
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VYnpasuren: VYnpasuren:

[ 11/ cven ur.2 uun23 om 3311
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JTOTOBOP Ne 3

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTHYEH HEHTDBHP - CTAPA 3AT'OPA” EOO/, cbc
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
elHa CTpaHa
U

,,POLI BBJITAPUSA” EOO/, cbc cenanumie u aapec Ha ynpasienue rp. Codus 1618,
K.k Manactupcku nuBaau — 3aman, yi. bsuto mose Nel6, Tten.: 02 818 4444, dakc: 02 859 1199,
Brucano B TP Ha AB ¢ EMK: 131279951, U/I.Ne mo 3IJ1C: BG 131279951, npencraBnsBano
oT Meronuss YanukoBcku u EBrenuit Hukonmaes HukonoB - VYmnpaBuTenu, Hapu4aHo 3a
kpatkocT B forosopa JJOCTABYMK ot npyra crpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkputa mnpoueaypa 3a Bb3JlaraHe Ha
o0I1ecTBeHA MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmmectBenute nopbuku 00731-2018-
0003, uzpbpieno ¢ Pemenne Ne 96/01.06.2018r. va Ynpasurens Ha ,,KOL[ - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS JOTOBOP 3a OOIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4IaHHU OO0 U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKHUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJAMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHd U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbibkaBa ga My
3aruiaila 1eHara, ChIJIaCHO YCIOBUATA HA HACTOALIMUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca ,,konumdectBa 10 1 He 3aabikaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T€ 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA TepaTus
U 1p. BB310KuTEIAT HE MOXKE Ja 3asBH, IMOJTYYH W 3aIIaTH MTOBEYE OT 3alMCAaHUTE KOJTMYECTBA.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe Mo-MajKko oT 60 %, a 3a crenupuuHu OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE MPOIYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uium
YIOCTOBEPEHUE 3a pErucTpamus CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuyecTBOTO Ha J0CTaBSHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3as1BKHM, KOUTO C€ U3BBPIIBAT MUCMEHO. 3asBKUTE ce m3npamiaTt Ha aapec rp. Codus 1618, x.x
Manactupcku  JmBagum — 3amax, ya. bsamo  mome  Nel6, wa e-mail  anpec:
bulgaria.orders@roche.com, a te3u mo ¢akc na ten.: 02 859 1199. B 3asBkara Bu3noxkurensr
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YTOYHsABA OIIAKOBKHUTC, B KOUTO CJICABa Aa C€ AOCTABAT JICKAPCTBCHHUTC IPOJYKTHU C'bO6p33HO
rnmocoueHute B [lo3uTHBHUS JICKApCTBCH CIIMCBK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeiictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:30u.
1o 14:00q.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCWCTBAIIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen [JIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnokenne Ne 1 KkbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammama yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxaHe, pascpoueHo 10 30 auu cnen npexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHus MEX]y CTPaHUTE IO JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJICKAT Ha TPOMSHA 3a CpPOKAa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHBHUS JIEKapCTBEH CIMCHK HE Morar jaa 0bjaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B Hero pedepeHTHH cToiHOocTH. Korato Oble HamasieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObIe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEIsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXKUTeNnsaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pEHIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HeHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTrI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3MBJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETU IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOATO C€ U3IbIHABA OT MOAUIIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obektr Ha JOCTABUHUKA wmm nwa BB3JIOKUTEJSA,
BB3JTOKUTEJIAT 3amnama Bb3HArPpAKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce oOcChIIECTBABA Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAU3IBJIHUTENS M0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEeJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JI0CTaBUMKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO J1ajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa mpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKaHEeTO 3a IJIallaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYMHATA 33 OTKAa3a.

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA

Crpanuna 2 ot 5



1. BB3JIOKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUYUHUKA
MPOJYKTH, aKO CHIIUTE OTTOBAPSAT Ha MOCOUYEHUTE B TO3HM JOTOBOP YCIOBUSA U HU3UCKBAHUSTA
KbM TSX IpeAsiBeHu oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckimrounn
JIOTOBOP/IOTOBOPH 32 TMOAM3MBIHEHUE, padoTaTa Ha NOIU3NBIHUTEIUTE C€ MpUeMa OT
BBb3JTOKUTEJIA B npuckerBuero Ha JOCTABUHUKA v noau3nbiIHUTENS.

2. BB3JIOXKUTEJIAT e nobxeH Aa MiaTH IeHAaTa ChIIaCHO YTOBOPEHUTE CPOK U
HAYMH Ha IUIallaHe.

3. Ja wmsuckBa or JOCTABUYUMUKA na ckimoun U Aa My NPEACTaBH JOTOBOPHU 3a
MOAM3ITBIHEHUE C TIOCOYCHUTE B oepTara My HOAU3IMIBIHUTEIIH.

V. IPABA U 3AABJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na gocrau Ha BB3JIOXHUTEJISA 3asBenute
JICKaApCTBCHH MPOAYKTH B CPOK 10 5 /met/ pabotHu nuu ot 3asBkata Ha Bb3JIOKUTEJIS.
HocraBsiHeTo ce ochiecTBsABa B paboTHHU aHH, OT 07:304. 10 14:00 yaca.

2. JOCTABYUKDT e mopxeH aa moeme 3a CBOsS CMETKa Pa3XOAHWTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckianga Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDBT otropaps 3a KaueCTBOTO Ha JJOCTABEHUTE MPOAYKTH 32 LU UM
cpok Ha rogHocT npu yciosue, ue Bb3JIOKHUTEJIAT cna3sa ycinoBusiTa 3a CbXpaHECHHUE.

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu MO AOIOBOPA, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAY€CTBEHO U B IBbJEH 00EM 3aJbJDKEHHSTa CH MO0 HEro, KakTo U 4e MOAabpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTOTOBOP/AOTOBOPU 3a MOAM3IIBIHEHHE C MOCOYEHUTE B odeprara My
MOAM3IBIHUTENN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATA 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOALIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-1HEBEH CpPOK OT CKJINOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
M3IBIHCHN M3UCKBAaHUATA Ha 41.66, aim.2 m an.11 30I1.

6. Jla mpemoctaBs npu MouckBaHe WH(OpMAIHS 3a IMJIAIAHUATA CH 110 JTOTOBOPUTE 3a
MOAU3ITbIIHEHHE.

7. Jla cna3pa ctpukTtHO wi.115 30I1.

V1. PEJ] 3A IPEJABAHE U IIPUEMAHE HA U3ITBJIHEHUETO

1. IlpuemaneTo Ha JocCTaBKaTa Cc€ U3BbpIIBA OT OINPEAEIEHM OT CTpaHa Ha
BB3JIOKUTEJIA n JOCTABUYUKA nuna.

2. IlpmemaneTo Ha JOCTaBKara Ce YAOCTOBEpsABAa C TOJMKMCBAHE OT JMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPaHEH NpeJaBaTeIHO-NPUEMATENIeH IMPOTOKON M (akTypa 3a
HEHHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmounii JOTOBOP/IOTOBOPH 3a TIOJU3IBIIHCHHE,
paborara Ha nomusnbiaHuTenHTe ce npuema oT BB3JIOXUTEJIA B mpuchcrBuero Ha
JOCTABYMKA u nogu3mbIHUTEIS.

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a HeW3IIBIHEHUE HA 33TBJDKCHUSITA CH 110 HACTOSIIIHS JOTOBOP HEM3MpaBHATa CTpaHa
IBIDKU Ha W3MpaBHATa CTpaHa oOe3lIeTeHHEe B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3MIBJIHCHHETO BbPXY CTOMHOCTTA Ha 3a0aBsTHOTO WJIM HEU3ITBIHEHOTO.

2. [Ipu HeW3MbITHEHNE HA CPOKOBETE 33 JOCTABKa, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JIOCTABYMKA, onpenensHeTo MM B OTKIOHEHHME OT JEHWCTBAIIOTO
3aKOHOAATCJIICTBO HJIM KOrato HaaBHUIIaBAT ITOCOUCHUTEC IICHHU B HOBI/ITI/IBHI/IH JIeKapCTBeH

Crpanuna 3 ot 5



ciucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U J1a Oniio obe3iieTeHus (3a IpeThbpleHn BPEeIn, 32 HEU3IbIHEH JOTOBOP, MPOMYCHATH
IIOJI3U U APYTH).
3. B ciyuaii Ha gocTaBKa Ha JIEKapCTBEH MPOIYKT C MO-KPaThK OT JOTOBOPEHUS CPOK Ha
rognoct JOCTABYUKDBT nbmxu HEYCTOMKA KaKTO ClIeBa:
- cpok na 2coonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma Ha docmaskama;
- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2o0Hocm nood 20 % - 5,00 % evpxy cmoiinocmma Ha docmaskama;
- npu 0ocmaska Ha cneyugpuuen buorocuyer 1eKapcmeen npooyKm cbC CPOK HA 200HOCM
noo 25.00 % - neycmotiika om 2,0 % eéwvpxy cmoiinocmma Ha docmaskama.
4. Ilpu wnecnazBane Ha cpokoBere 3a jnoctaBka JOCTABUYUMKDBT pbmxu Ha
BB3JIOKUTEJISA Heycroiika B pasMep Ha 1% Ha OeH BbpXY CTOMHOCTTAa Ha 3asIBEHUTE
JIeKapCTBEHU MPOAYKTH 3a BCEKHU JIeH 3a0aBa, HO He rnoBeue oT 30% OT CTOWHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHGHUE Ha J0roBopa B pasMmep Ha 187614,53aB. B pomyctumara ot 3OIl ¢opwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U Ja C€ Pa3IoOpeau C
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHHUS W pa3Mep MPU HEH3MBIHEHHE HAa KOETO W Ja € OT
sanpmkeHusTa Ha JJOCTABUMKA, npousTryaniy oT J0roBopa W/l OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOXKUTEJIAT
IpesBsiBa UCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2019r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 Ja ABJDKM JIMXBa WK 00e3IEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOXKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamanuy 3a sBHU HEAOCTAThLU B 15 THEBEH CPOK OT
JIOCTaBKaTa Ha JICKapCTBEHU MPOJYKTH, a 3a CKPUTH HENOCTAThIM - Mpe3 Ielus CPOK Ha
rogHOCT Ha joctaBeHuTe npoayktd. B tozu cnywait JOCTABYMKDBT nonmens
peKJIaMUpaHuTe MPOAYKTH C HOBH, KaYECTBEHH TaKMBa B CPOK, ChIilacHO pasnen V, 1.1 Ha
HACTOALLMS AOIOBOD.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aAbHKEHUETO CH IO NPEIXO0JHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIAHETO, a aKO IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOJYKTH OT CIIEABAILN JOCTABKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 110 B3aMMHO MUCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MYy 10 pena Ha Wwi.87 ot 33/];
I') C BPEMEHHOTO HJIM OKOHYATEeTHOTO OTHEMaHe, 00€3CHIIBaHEe HMIIH MpEeKpaTsBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha eapo Ha JOCTABUYUKA;
1) 1pu ycnosuarta Ha paszaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqtHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B CHCTOSIHHE J1a
U3IIBJIHSABA CBOUTE 3aJbJDKEHUS MOpaM HEmpeABHIEHH oOcTtosATencTBa. B To3u ciyuail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BBpPIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaau HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

u) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHUE 10 Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla TapaHIuaTa 3a U3IBIHCHHETO MY, HE Ce
3ariamaTr M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
ObJle CKIIIOYEH JOrOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3naBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-01aronpusITHA
OT TE€3HU IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPHUI 3a OLICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTuraHe Ha Criopa3yMeHHe, Te peniaBaT cropa 1o chaeOeH pe.

5. 3a BCHMUKM HEypeJeHU B TO3M JOTrOBOp BBIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIIOTO 3aKOHOAATEICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJIL: JOCTABYHK:

“KOLl - CTAPA 3AI'OPA” EOOJ »POLI BBJII'APUS” EOO/

VYuopaButen: /1 / cver w2 uwi23 om 3301 YnpaButenu: /11 / cver ur2 uun23 om 33711
[ n-p T1. Yunuurupos / L

[ Metomust Yagukoscku /
/ 1T / cven. yi.2 u yn.23 om 3311

2
[ EBreunii Hukomos/
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" Pow Bbbnrapua” EOOOQ

MpunoxeHue Ne 1
kbm [Jorosop Ne 3 ot 02.07.2018r.

O6oco MpepnoxeHa MpeanoxeHa
MexayHapoaHo MputexaTen Ha
Ne no| G6eHa nekapcrtee LieHa 3a LieHa 3a .
ATC kog HenaTeHToBaHO MsipKa | KonmM4ecTBO 4O O6wwa ctoHocT | TbProBCKO HaMMEHOBaHUE | pa3peLunTenHoTo 3a
pea | nosuy, HauveHosanve / INN /| H@ dopma eovHMUa msipka | on./amn./dn. ¢ noToeba
nst Ne cBkn. A0C Bkn. 44C ynotp
1 2 B 4 5 6 7 8 9 10 1 12
o | s | Loixcos IT napestepania Herceptin, Powderfor | Roche Registration
rastuzumab 150 mg bopwa mg 144 000 6.64024 996.04 956 198.40 concentrate for solution for | Limited, O6eanHeHo
infusion, 150mg x 2 Kpanctso
. . Roche Registration
2 | 34 | Loixcos |Trastuzumab 600 mg | wperepanca | o 324 000 5.37086 322252 1740160.80  |Herceptin, solutionfor |} iteq Opeaumero
/5 ml opma injection, 600mg/5ml x 1 K
parncTeo
. naperTepanta Avastin, concentrate for RO_Che Registration
3 36 LO1XCO07 Bevaclzumab 100 mg dopma mg 168 000 5.36604 536.60 901 488.00 solution for infusion, 25mg/ml lelted, OGeﬂ,MHeHO
4ml x 1 KpancTtso
. napexTepania Avastin, concentrate for ROPhe Registration
4 37 LO1XCO07 BevaCIZLImab 400 mg topma mg 720 000 5.36142 2 144.57 3 860 226.00 solution for infusion, 25mg/ml lelted, O6e,ﬂ,|/|HeH0
16ml x 1 Kpanctso
HaberTebANA Perjeta, concentrate for Roche Registration
5 39 LO1XC13 Pertuzumab P P mg 50 400 14.17686 5954.28 714 513.60 solution for infusion, 420m lelted, OGeﬂ,MHeHO
opma s g
x1 KpancTtso
Kadcyla, concentrate for
solution for infusion, Roche Registration
6 | 40 |Lotxcis |TFaStuzumab napeepan | g 45000 36.09384 gggg’gg 162422100  |'60mg/émi x1 Limited, OBeavHeHo
emtansine , Kadcyla, concentrate for

solution for infusion,
100mg/5ml x 1

Kpanctso




) Roche Registration
55 | LO1XE15 |Vemurafenib nepoparnka | o |5 160 960 0.20460 2749.88 105595302  |Zelboraf, Fimcoated || ;iteq OBeaumero
opma tablet, 240mg x 56 K
pancTeo
. Roche Registration
65 | L01Xx43 |Vismodegib nepopaa | mg | 151200 2.31570 972595 35013420 |EMvedge, capsulehard, || imited, Ogeauneno
mg x KpancTtso
Roferon - A solution for
T s Pow Bbnrapus
73 | L03ABO4 (Interferon Alfa-2a | ™5oera™ | My 7200 7.49600 22.49 53 976.00 injection pre-flled EOON, Bunrapns
syringe+needle, 3 MIU x 1
O6wa cyma c AAcC: 11256871.92 ns.
BB3JIOXUTEJL: JOCTABYMK:
“KOII - Crapa 3aropa” EOO »POII BBJT'APUSA” EOO
p P
VYnopasuren: / 11/ even wn2 wun.23 om 33711 VYmpasurenu:
[ 11/ cven un2 uun23 om 3311
/ n-p I1. YanuHTHpOB / L

/ Meronust YagukoBcku /

/ T/ cvon un2 uur23 om 33711
2

/ EBrennii Hukoimos/




JIOTOBOP Ne 4

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTHYEH HEHTDBHP - CTAPA 3AT'OPA” EOO/, cbc
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
elHa CTpaHa
U

L,PEMEIN TPEWJIUHI” OO/, chc ceianumie M anpec Ha YIpaBICHHE
rp. Ilnesen 5800, yn. I'eopru benkoBckm Nel8-20, Ttem.: 088573 4907, daxc: 02443 7111
Brucano B TP na AB ¢ EMK: 202318167, JI.Ne mo 3/1/1C: BG202318167, npencraBnsiBaHO OT
Keko KekoB JKekoB - Ympasuten, HapuuaHo 3a kpatkocT B goroBopa JOCTABUYHUK ot
Jpyra cTpaHa,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMUKA B oTkpura mnpouenypa 3a Bb3JlaraHe Ha
o011ecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmmectBenute nopbuku 00731-2018-
0003, u3Bbpiieno ¢ Pemenne Ne 96/01.06.2018r. va Ympasurens na ,,KOL[ - Crapa 3aropa”
EOO/I ce ckitouM HACTOSALIMS JOTOBOP 3a OOIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4aHHU OOIIO U MOOTAEITHO ,,ipoaykTh”’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHd U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbibkaBa ga My
3aruiaila LeHara, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYeCTBa
ca ,,konumdectBa 10 1 He 3aabikaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA Tepaus
U 1p. BB310KuTEIAT HE MOXKE Ja 3asBH, IMOJIYYH W 3aIIaTH MTOBEYE OT 3alMCAaHUTE KOJTMYECTBA.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe MOo-MajKko oT 60 %, a 3a crenupuuHud OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE MPOIYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uium
YIOCTOBEPEHUE 3a pErucTpalnms CcboOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuyecTBOTO Ha J0CTaBSHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3asiIBKM, KOMTO CE€ M3BBPIIBAT MUCMEHO. 3asBKUTE ce m3mpamar Ha anapec rp. [lnesen 5800,
ya. I'eopru benkoBcku Nel8-20, na e-mail agpec: iskrenkirov@remedytrading.eu, a Te3u 1o
dakc Ha Ten.: 02 443 7111 B 3asBKkaTa BB3M0KUTENAT yTOYHSABA ONMAKOBKUTE, B KOUTO CJIE/IBA

Crpanuna 1 ot 5


mailto:iskrenkirov@remedytrading.eu

Jla ce JOCTaBsAT JIEKapCTBEHUTE MPOIYKTH ChOOpa3HO MmocoyeHuTe B [103UTHBHUS J1eKapCTBEH
CIIUCBHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA IOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeiictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:30u.
1o 14:00q.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCWCTBAIIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen [JIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnokenne Ne 1 KkbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammama yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxaHe, pascpoueHo 10 30 auu cnen npexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHus MEX]y CTPaHUTE IO JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJICKAT Ha TPOMSHA 3a CpPOKAa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHBHUS JIEKapCTBEH CIMCHK HE Morar jaa 0bjaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B Hero pedepeHTHH cToiHOocTH. Korato Oble HamasieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObIe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEIsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXKUTeNnsaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pEHIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HeHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTrI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3M'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOATO C€ U3IbIHABA OT MOAUIIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obektr Ha JOCTABUHUKA wmm nwa BB3JIOKUTEJSA,
BB3JTOKUTEJIAT 3amnama Bb3HArPpAKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce oOcChIIECTBABA Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAU3IBJIHUTENS M0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEeJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM HckaHeTo mo npeaxoaHara TOUKa JIOCTaBUMKBT MPECTaBs CTAHOBUIIIE, OT KOETO
Jla € BUJHO J1ajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa mpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKaHEeTO 3a IJIallaHe €
OCIIOpPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHE HA MPUYMHATA 33 OTKAa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOKHUTEJIA

1. BB3JIOKUTEJAT e mnmexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HA MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
JIOTOBOP/IOTOBOPY 32 TOAM3IIBIHEHWE, paboTaTa HAa TNOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwcrBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e piexeH Aa IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wusuckBa or JOCTABUMKA na ckiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE C TTIOCOYCHUTE B opepTaTa My MOTU3IBIHATEIH.

V. IIPABA U 3AJIBJIKEHUA HA JOCTABYUKA

1. JOCTABUYUUMKDBT e mnbxen ga gocraBu Ha BB3JIOXKUTEJISA 3assenute
JIEKapCTBCHH MPOAYKTH B CPOK 10 3 /Tpu/ pabotHu auu ot 3asBkata Ha Bb3JIOKHUTEJIS.
JlocTaBsiHETO ce OChIeCTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOoJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABCHHUTE MPOIYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHCTOSIHHE Ja
U3MBIHN KAa4€CTBEHO U B IBJCH 00EM 3aqbJDKEHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprara My
MOAN3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€HO C JI0KA3aTEJICTBO Y€ ca
HM3ITBJIHCHHN U3MCKBAHUATA Ha 4i1.66, ain.2 u an.11 30I1L.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(POPMAIMS 32 TUTAIIAHUSTA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBJIHCHHC.

7. Ja cmas3Ba ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JoOCTaBKaTa Cce€ WU3BBPIIBA OT OMNpeAeNeHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce€ YJOCTOBEpsiBA C TMOJNUCBAHE OT JuUIaTa IO
mpeaxogHaTa TOYKAa Ha JBYCTPaHEH IpellaBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO M3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarouna AOroBOpP/IOTOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomgusmbaHuUTenUTe ce npuema ot BB3JIOXKUTEJISA B npucbcTBHEeTO Ha
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOHMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHMTA CU 110 HACTOSIUS JOMOBOP HEU3NpaBHATA CTPaHa
IbJDKM Ha M3IpaBHATa CTpaHa OO€3LIETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HAa CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTHUPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAILOTO
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3aKOHOJATEJICTBO MJIM KOTaTo HAJBHIIABAT TOCOYCHHTE IeHW B [lO3UTHBHHS JIEKapCTBEH
criucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jia Ouio obe3meTeHus (3a IpeThbPIeHN BPEIH, 32 HEU3ITIHEH OTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).
3. B ciyuaii Ha mocTaBka Ha JIEKapPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxu HEYCTOMKA KAKTO ClieBa:
- cpok Ha 2coonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na docmaskama;
- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbTr ocurypsisa B mnon3a Ha BB3JNOKUTEJIIS rapanmus 3a mo0po
U3IBJIHEHHE Ha JoroBopa B pasMep Ha 39221,20aB. B npomyctumara ot 30I1 ¢opwma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOKHUTEJIAT uma npaBo aa 3aJbp)Ku Ta3u TapaHUs U Jja ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHMUS W pa3Mep NMpU HEU3NbIHEHHE Ha KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, nmpou3tiuyaiiy oT I0roBopa U/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3JinKaTa HaJ TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 /1a IBJDKH JIMXBa WIM 00€3IIeTeHHE 32 BPEMETO JI0 TOBa
0cBOOOXK1aBaHE.

IX. JOI'bJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQpPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctaBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTe TMPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIrIacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u3NbJIHU 330BKCHHUETO CH IO MPEAXOJAHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAlIaHETO, a aKo IUIAlaHETO € Beue
U3BBPIICHO J1a IPUXBAaHE CTOWHOCTTA HA PEKJIIAMUPAHUTE MTPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBop®bT ce mpekpatsiBa:

a) C U3TUYAHE CPOKA HA JOTOBODPA;
0) 1Mo B3aMMHO MMCMEHO CIIOpa3yMEHNE Ha CTPAHUTE;
B) C pa3BaJIIHETO My 110 pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJIU TPEKpaTsIBaHe
Ha pa3pelIeHUETo WK yI0CTOBEPEHUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycioBusiTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ eqnoceAMUYHO MTPEAN3BECTHE, AKO HE € B CbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJM HEMpEIBUICHU 00cTosATeNncTBa. B TO3M ciydail ce
ypexaar (UHaHCOBUTE B3aMMOOTHOIIICHHUS MEXKIy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKka u
0100peHu 0T Bb310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3nbJIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

u) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHUE 10 Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla rapaHIuaTa 3a U3IBIHCHHETO MY, HE Ce
3ariamaTr M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
ObJle CKIIIOYEH JOrOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3naBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-0aronpusITHA
OT T3 IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPUI 3a OIICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTUraHne Ha Criopa3yMeHHe, Te peliaBaT cropa 1o chaeOeH pel.

5. 3a BCMUYKM HEYypeJeHH B TO3H JOrOBOp BBIIPOCH C€ Npuiarat pasmnopeadure Ha
JIENCTBAIIOTO 3aKOHOAATEICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOLI - Crapa 3aropa” EOO/] .PEMEJH TPEUJAHI” OO]]

VYupaBuren: /1 / cver un2uun23 om 331 YrupaButen: / 1/ cver un2 uur23 om 33711
/m-p T1. YnnuarHpoBs/ /’Kexo XKekos/
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" Pemegu Tpenguur" 00

MpunoxeHue Ne 1
kbM [Jorosop Ne 4 ot 02.07.2018r.

Oboco MpeanoxeHa MpeanoxeHa
MexayHapoaHo MpuTtexaTten Ha
Ne no| 6eHa nekapcTBeHa KONMYeCTBO LeHa 3a LeHa 3a .
ATC koa HenaTeHToBaHO Msipka O6Lwa cTonHoCT TbproBcko HAaMMEHOBaHME | pPa3pPeLuMTESTHOTO
peq | nosuy Hanmenosanme / INN / dopma ao eavHuua msapka | on./amn./dn. ¢ aa ynoTpe6a
nsa Ne c skn. A40cC Bkn. 4OC
1 2 3 4 5 6 7 8 9 10 11 12
. 144450 Sandostatin Lar 3o0mg x 1| Novartis Pharma
1 3 H01CB02 |Octreotide napeHTepanta popma m 3600 48.15000 ’ 173340.00 .
9 963,00 Sandostatin Lar 20mg x 1 GmbH
2 | so | LO1XEO7 |Lapatinib nepopansagopwa | mg | 2100000 |  0.10700 3745.00 22470000  |Tyverb 250mg x 140 Novarlis Pharma
3 51 | LO1XE09 |Temsirolimus napewTepanna opma | Mg 3600 51.60000 1548.00 185760.00 Torisel 30mg x 1 Pfiser Ltd.UK
Everolimus/5 mg, 10 6258,00 Afinitor 10mg x 30 Novartis Pharma
4 52 LO1XE10 ’ nepoparHa opma m 43 200 20.86000 ’ 901152.00 ..
mg/ 9 3129,00 Afinitor 5mg x 30 GmbH
5 | 59 |LOIXE11 |Pazopanib nepopanvagopua | mg | 4 320 000 0.20100 4824.00 868320.00  [Votrient 400mg x 60 Novag';g’:arma
O6wa cyma ¢ AAc: 2353272.00 ns.
BBH3JIOXKUTEJL: JOCTABYUK:
“KOII - Crapa 3aropa” EOO/J] ,PEMEJIM TPEMJIUHI” OO0/
VYupasuren: / T/ cven wn2 wun23 om 3301 VYupasuren: / 1/ cven wn2 u w23 om 3301

/n-p I1. Ynnuurupos/

/Kexo Xekos/




JIOTOBOP Ne 5

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIINIEKCEH OHKOJIOTUYEH HEHTBHP - CTAPA 3ATOPA” EOO/, cse
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
eIHa CTpaHa
U

,,EI71 EH/JI AU ®APMA BBJII'APUSA” EA/, che cenanuiie 1 apec Ha yrnpaBieHUE
rp. Cobus 1271, p-u Hanexma, Oyn. Poxxern Ne24, ten.: 02 810 3990, daxc: 02 810 3993,
Brucano B TP va AB ¢ EMK: 131107072, U/{.Ne mo 31/1C: BG 131107072, npencraBisiBaHO
OT A-p AnekcaHabp AnekcanapoB MapuHoB — V3ObIHUTENEH IUPEKTOpP, HApUYaHO 3a
kpatkocT B forosopa JJOCTABYMK ot npyra crpana,
Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkputa mnpoueaypa 3a Bb3JlaraHe Ha
o0I1ecTBeHA MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmectBenute nopbuku 00731-2018-
0003, uzpbpieno ¢ Pemenne Ne 96/01.06.2018r. va Ynpasurens Ha ,,KOL[ - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS JOTOBOP 3a OOIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU9aHHU OO0 U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJAMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHd U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbibkaBa ga My
3aruiaila 1eHara, ChIJIaCHO YCIOBUATA HA HACTOALIMUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca ,,konumdectBa 10 1 He 3aabikaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T€ 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA TepaTus
U 1p. BB310KuTEIAT HE MOXKE Ja 3asBH, IMOJIYYH W 3aIIaTH MTOBEYE OT 3alMCAaHUTE KOJTMYECTBA.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe Mo-MajKko oT 60 %, a 3a crenupuuHu OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE TMPOMYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeda uiu
YIOCTOBEPEHUE 3a pErucTpamms CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuuecTBOTO Ha J0CTaBsHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3adBKH, KOMTO C€ H3BBPLIBAT MHCMEHO. 3asBKUTE ce u3mpamar Ha aapec rp. Codus, KB.
Crynentcku rpaxa, yi. ,Ilpod. Anekcanmbp @on* Ne2, Bx.b, er.7, ma e-mail anpec:
irena.kunova@adpharma.com, a te3u o ¢dakc Ha ten.:02/ 8103993. B 3asBkara Bu3moxxurenst
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YTOYHsABA OIIAKOBKHUTC, B KOUTO CJICABa Aa C€ AOCTABAT JICKAPCTBCHHUTC IPOJYKTHU C'bO6p33HO
rnmocoueHute B [lo3uTHBHUS JICKApCTBCH CIIMCBK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeiictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:30u.
1o 14:00q.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCWCTBAIIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen [JIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnokenne Ne 1 KkbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammama yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxaaHe, pascpoueHo a0 30 auu cnen mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHus MEX]y CTPaHUTE IO JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJIEKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHMBHUS JIEKapCTBEH CIHMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B Hero pedepeHTHH cToiHOcTH. Korato Oble HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WM ObJe AOTOBOPEHA OTCTHIIKA IO
pena Ha NEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEIsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXKUTensT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pEHIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HeiiHaTa mpoMSsHa.

6. Koraro JIOCTABUYUMUKDBT e ckiarouna JOTOBOP/IOTOBOPH 32 MHOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpimiBa OKOHYATEIIHO IUIANIAHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTriI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3MBJIHEHUTE OT TAX pabdOTH, KOUTO ca IPUETU IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOATO C€ U3IbIHABA OT MOAUZIIBIHUTEI, MOXKE /1a Oblie
npenagena karo otneneH obektr Ha JOCTABYUUKA wmm nwa BbB3JIOKUTEJIA,
BB3JTOKUTEJIAT 3amnama Bb3HArpaKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce ochlIeCTBIBAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAMU3IBJIHUTENS M0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM HckaHeTo mo npeaxoaHara ToOuKa JI0CTaBUMKBT MPECTaBsl CTAHOBUIIIE, OT KOETO
Jla € BUJHO J1aJii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa MpaBo Ja OTKaXe IJIallaHe Mo T.7 KOraTo HCKAHETO 3a IJIAllaHe €
OCIIOpPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYMHATA 33 OTKAa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOKHUTEJIA

1. BB3JIOKUTEJAT e mnmexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HA MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
JIOTOBOP/IOTOBOPY 32 TOAM3IIBIHEHWE, paboTaTa HAa TNOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwhctBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e piexeH Aa IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa or JOCTABUMKA pna cxiiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE C TTIOCOYCHUTE B opepTaTa My MOU3IBIHHTEIH.

V. IIPABA U 3AJBJIKEHUA HA JOCTABUUKA

1. JOCTABUYUKDBT e mnbxen ga gocraBu Ha BB3JOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOJYKTHU B CPOK 10 2 /nBa/ padorHm aHM oT 3asBkata Ha BB3JIOKUTEJISA.
JlocTaBsiHETO ce OChIeCTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABEHHUTE MPOYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHCTOSIHHE Ja
W3MBIHA KAa4€CTBEHO U B IBJCH 00EM 3aqbJDKEHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprara My
MOAN3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
THU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€IHO C JI0KA3aTEJICTBO Y€ ca
HM3IIBJIHCHHN U3MCKBAHUATA Ha 4i1.66, an.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(pOPMAIMS 32 TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBIHCHHE.

7. Ja cmas3Ba ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JOCTaBKaTa Cce€ WU3BBPIIBA OT OINpeAeNeHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce€ YJOCTOBEpsiBA C TMOJNUCBAHE OT JuUIaTa IO
mpeaxogHaTa TOYKAa Ha JBYCTPaHEH IpellaBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO M3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOrOBOP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomgusmbaHuUTenUTe ce npuema ot BB3JIOKUTEJISA B npucbcTBHEeTO Ha
JJOCTABUYMKA u oau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33BJDKEHUSTA CU 110 HACTOSIIUS JONOBOP HEU3MpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa OOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WK HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WJIM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HAa CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTHUPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAILOTO
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3aKOHOJATEJICTBO MJIM KOTaTo HAJBHIIABAT TOCOYCHHTE IeHW B [lO3UTHBHHS JIEKapCTBEH
criucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Onio o6e3meTeHus (3a MpeThbPIeHN BPEIH, 32 HEU3ITBIHEH TOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).
3. B ciyuaii Ha mocTaBKa Ha JIEKApPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxu HEYCTOMKA KAKTO Clle/Ba:
- cpok Ha 2cooHocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbTr ocurypsisa B mnon3a Ha BB3JNOKUTEJIS rapanmus 3a m0o0po
U3IBJIHEHHE Ha JgoroBopa B pasmep Ha 8090,12aB. B gomyctumara ot 3O0I1 ¢opwma,
npencranisBama 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JOXKHUTEJIAT uma npaBo aa 3aJbp>Ku Ta3u TapaHUs U Jla ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHUS W pa3Mep NMpU HEU3NbIHEHHE HAa KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYUHMKA, nmpou3Ttiuyaliy oT I0roBopa W/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3sinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 1a IBJDKH JIMXBa WIM 00€3IIeTEHHE 32 BPEMETO JI0 TOBA
0CcBOOOXK1aBaHE.

IX. JOIbJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTAaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHHM MPOJYKTH, a 3a CKPUTH HEJOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctaBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTE TMPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIriacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u3NbJIHU 33BKCHHETO CH IO MPEAXOJIHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAIIaHETO, a aKo IUIAIlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKIIAMUPAHUTE MIPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBOp®bT ce mpeKpaTsiBa:

a) C U3TUYaHE CPOKA HA JOTOBODPA;
0) 10 B3aMMHO MIMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;
B) C pa3BaJIIHETO My IO pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJTU TPEKpaTsIBaHe
Ha pa3pelIeHUeTo WK yI0CTOBEPEHNUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycioBusTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ eqnoceAMUYHO MTPEAU3BECTHE, AKO HE € B ChbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpEIBUIEHU 00cTosATeNncTBa. B TO3M ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHHUSI MEXKIy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKa u
0100peHu OT BB310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3bJIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

) ot BB3JIOKUTEJIS 6e3 mpeausBectue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHnE 1o Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla TapaHIaTa 3a U3IBIHCHHETO MY, HE Ce
3aruiamaT M3BbpUICHUTE AciHOCTH, a onydeHute minamanus o JJOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATAa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHUS;

i) BB3JIOKUTEJIAT npekpatsiBa 10oroBopa ¢ €IHOCEIMUYHO MIPEAU3BECTHE, aKO
ObJle CKIIIOYEH JO0TOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEeIMET MO peaa u
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3aBaHe Ha LleHTpasieH opraH 3a NOKYIIKH B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMATO KJTay3H ca MO-0aronpusITHA
OT TE€3HM IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPUI 3a OIICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT cropa 1o chaeOeH pe.

5. 3a BCHUYKM HEYypeJeHU B TO3M JOTrOBOp BBIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIIOTO 3aKOHOAATEIICTBO.

JIoroBOpHT ce€ ChCTaBU B J[Ba €IHOOOPA3HU €K3EMIUISPA, IO €HMH 3a BCSIKA CTpaHa.

BbB3JIOXKUTEJIL: JOCTABYMUK:

“KOL - CTAPA 3AT'OPA” EOOJ »EH EHJI I ®APMA BbJTAPUSA“ EAJ]

YupaBuren: /1 / cver un2uui23 om 331 W3nbiautenen JupexTop: / 1 / cven un2 uun.23 om 3311
/n-p I1. YnmmaTHpOoB/ /n-p Anexkcanabp MapuHoB/
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MpunoxeHune Ne 1
kbm [orosop Ne 5 ot 02.07.2018r.

" En eng On Papma bbunrapusa " EAL]

O6oco MpennoxeHa | lMpeanoxeHa
MexayHapoaHo MpuTtexaTen Ha
Ne no| G6eHa NlekapcTBeHa LeHa 3a LeHa 3a -
ATC koa HenaTeHToBaHO MApPKa |KoNnm4yecTBO A0 O6u4a CTOUHOCT T'prOBCKO HanmeHoBaHune pas3pewnTenHoTo
pen | nosuy, Hanmenosanme / INN / dopma eavHuua mspka | on./amn./dn. ¢ aa ynoTpeba
ns Ne c Bkn. 4AC skn. 4AC
1 2 3 4 5 6 7 8 9 10 1 12
Yervoy 5mg/mi concentrate for
solution for infusion, 1 vial 10ml ( .
6738.78 Bristol Myers
1 | 44 |LO1XC 11|lIpilimumab napestepanka bopua | Mg 2400 134.77560 28955 12 323 461.44 50mg ) Squibb Pharma
! Yervoy 5mg/ml concentrate for EEIG
solution for infusion, 1 vial 40ml (
200mg)
OpdiVO concentrate for
1079.64 solll.ltlon for infusion 10mg/ml - Bristol Myers
2 103 | LO1XC17 [Nivolumab napeHTepanka popma mg 6 000 26.99100 2699 '10 161 946.00 4m . Squibb Pharma
’ Opdivo concentrate for EEIG
solution for infusion 10mg/ml -
10ml
O6wa cyma c AAC: 485407.44 ns..
BB3JIOKUTEJL: JOCTABYHK:

“KOI - Ctapa 3aropa” EOO/J]

VYnpasuren:

/n-p T1. YunmuHrupos/

[ 11/ cven wr2 uun23 om 3311

,EW EHJI I ®APMA BBbJTAPUSI“ EAJ]

WsneiauTenen Jupexrop:

/ 11/ cven wn2 uun23 om 331/

/n-p Anekcannbp MapuHOB/




JIOTOBOP N 6

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOI'MYEH HEHTDBP - CTAPA 3AT'OPA” EOO/, cwc
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
€/IHa CTpaHa
U

»CO®APMA TPEUJIAHI™ AJl, chc cenanuie u aapec Ha ympasierue rp. Codus

1756, yu. ,,JIpuezap Cranues* N5, Copapma busznec Tayspc, Crpama A, et.12, ten.: 02/ 81 33
660, daxc: 02/ 81 33666, Bnucano B TP ma AB ¢ EUK: 103267194, U.Ne no 3JIJIC:
BG103267194, mnpencraBnsBaHo ot Humutsp [eoprueB [umutpoB - W3nbiaHUTENCH
Hupekrtop, upe3 MBan Xemes HaueB — IIbnHomomuuk ¢ mbiaHoMomiHo per.Ne5350 ot
08.09.2017r. na Hortapuyc B paiion P.C. Codus ¢ per.Ne400 na HK , HapuyaHO 32 KpaTKoCT B
norosopa JJIOCTABYMK ot npyra crpana,
Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkpura mnpoueaypa 3a Bb3JlaraHe Ha
o011ecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmectBenute nopbuku 00731-2018-
0003, uspbpieno ¢ Pemenne Ne 96/01.06.2018r. va Ynupasutens Ha ,,KOL[ - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS AOTOBOP 3a OOIIECTBEHA MOPHUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4aHHU OOIIO U MOOTAEITHO ,,ipoaykTh”’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUSI:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykru, o 1eHu U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbikaBa ga My
3aruiaila LeHara, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca ,,konumdectBa 10 1 He 3aabibkaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T€ 3aBUCAT OT OCHTYPEHOTO (prHAHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA Teparus
U 1p. Bb310XKuTeNnAT HE MOXKe J1a 3asBU, OJyYHU U 3aIUIaTy MTOBEYE OT 3alMCaHUTE KOJINYECTBa.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe Mo-MajKko oT 60 %, a 3a crenupuuHud OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko OT 25 % OT oTOens3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE MPOMYKTH CJelBa Ja MPUTEKABaT paspelieHue 3a ymnorpeda uium
YIOCTOBEPEHUE 3a pErucTpamus CcboOpa3HO ompeaeseHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE NMPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuyecTBOTO Ha J0CTaBsHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3as1BKHM, KOUTO CE€ M3BBHPIIBAT MUCMEHO. 3asBKUTE ce m3mnpamar Ha aapec rp. Codus 1756, yi.
,»JIpuezap CranueB” Ne5, Cocdapma busnec Tayspc, Crpama A, er.12, Ha e-mail
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anpec: helpdeskhs@sopharmatrading.bg., a te3u mo ¢axc na ten.: 02 8133785. B 3asBkara
BB3JI0KUTENSIT YTOYHSABA OIIAKOBKUTE, B KOMTO CIIEABA Ja C€ JOCTaBAT JIEKAPCTBEHUTE
IPOIYKTH ChOOpa3HO MocoueHUTE B [T03UTHBHUS JIEKAPCTBEH CIHMCHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. JloroBopsT uMma cpok Ha aeiicteue ot 24.06.2018r. mo 23.06.2019r.

2. Msacro Ha wusmbIHeHWe Ha mopbukata ¢ rTp.Crapa 3aropa, ym. ,JI-p Tomop
CrosHoBHuu™ 15, 6omanuHa anreka Ha ,,KOL[-Ct.3aropa“ EOO/] Bceku paboten neH ot 07:304.
10 14:00u.

ITII. HEHUH, PEJI 1 CPOKOBE HA PA3IIJIAIIIAHE

1. Ilenute ca oOpa3yBaHU CBIJTIACHO ACWCTBAIIOTO 3aKOHONATENCTBO B bbarapus 3a
THPrOBIHU HA €IpO M BKJIIOYBAT BCUYKWA HAYUCIICHUS, TaHBIU, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJIS ¢ Bxmouen [/IC.

2. BB3JIOKHUTEJISAT 3amnama Ha JJTOCTABYMKA croitHoCcTTa Ha JOCTaBEHUTE
MPOJIYKTH MO 1IeHH, TocoueHu B [Ipunoxkenue Ne 1 kbM HAcCTOSAIIUS T0TOBOP B CbOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOKUTEJIST 3amnama yroopeHara IieHa 1O OaHKOB BT C IJIATEXKHO
Hapexxnaane, pascpoueHo no 30 muu crmen mpexacraBsHe or JOCTABYUUKA nHa daktypa,
noanucana o Bb3JIOKHUTEJISA.

4. Bcuukd TUTalaHusi MEXIy CTPaHUTE IO JIOTOBOpA III€ C€ M3BBPINBAT MO OaHKOBaTa
cmetka Ha JIOCTABYMKA, nocoyeHa B U3aeHaTa OT HEro (akTypa.

5. llenute ca QukcupaHu W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JCWCTBHE Ha
noroBopa. [Ipoaykrure, BkitoueHU B [103UTHBHUS JIEKapCTBEH CMHCHK HE MOrar Ja Obaar ¢
IIEHU, TO-BUCOKM OT 3allMCaHWTe B Hero pedepeHTHU croitHOocTH. Korarto Obme HamarneHa
[eHaTa Ha MpoaykTa 1o [lo3UTHBEH NeKapCTBEH CMHUCHK WK OB AOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lI€HAaTa Ha MPOAYKTAa CTaHE MO-HUCKA OT JOTOBOpeHaTa, Bb3I0XKUTENSAT ro
3aruialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO PEUICHHE Ha
KOMIIETEHTHHSI OpPTaH 3a HeifHaTa IpOMsIHa.

6. Korato JJOCTABUYUUKDBT e ckirouns JOroBOP/IOTOBOPH 3a TOAU3IBIHCHHE,
BDB3JIOKUTEJIAT wusBbpiiBa OKOHYATENHO IUIalllaHe KbM HEro, clieJ] Karo Obaar
MpECTaBeHU JIOKa3aTeJICTBa, e JOCTABUUKBT e 3aIUIaTHII Ha
MOIU3ITBITHUTEIIS/TIOAU3ITBITHUTEIIUTE 32 M3MBIHEHUTE OT TAX padOTH, KOUTO Ca MPUETH IO
pella Ha 1IoroBopa.

7. Koraro wactra oT mophyKaTa, KOSTO C€ U3IMBIHABA OT MOAUZIBIHUTEI, MOXKE 13 OblIe
npenanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BB3JIOXKUTEJSA,
BDB3JIOKUTEJAT 3annama Bb3HArpaKIEHUE 3a Ta3W dYacT Ha MOJIU3IBJIHUTEIS.
[InamaneTo ce OChIIECTBSIBA Bb3 OCHOBA Ha HMCKaHE, OTHPABEHO OT MOIU3IBIHUTENSA 0
BB3JIOKUTENS Ype3 JIOCTAaBUMKA, KOWTO € JUIBXKEH Ja o MPeloCTaBU Ha BB3JIOKUTENS B 15-
JTHEBEH CPOK OT IMOJy4aBaHETO MY.

8. KbM HckaHeTo mo mpeaxoHara To4Ka JOCTaBYUKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO ]I OCIIOPBA IUIAIAHUATA WA YaCT OT TAX KaTO HEIBJKUMH.

9. Bp3nmokutensaT uMa mpaBo Ja OTKaxe IUIAIIaHe Mo T.7 KOraTo UCKAHETO 3a IJIAIIaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsABaHE Ha NMPUYMHATA 33 OTKa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOXKUTEJIA

1. BB3JIOKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUHUKA
MPOJYKTH, aKO CHIIUTE OTTOBAPAT HA MOCOUYEHUTE B TO3HM JOTOBOP YCIOBUSA U HU3UCKBAHUSATA
KbM TSX TpeAsiBeHU oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckimrounn
JIOTOBOP/IOTOBOPH 32 TMOAM3MBIHEHUE, padoTaTa Ha NOIU3NBIHUTEIUTE C€ MpUeMa OT
BBb3JTOKUTEJIA B npuckerBuero Ha JOCTABUHUKA v noau3nbiIHUTENS.

2. BB3JIOXKUTEJIAT e mobxeH Aa MiaTH IIeHAaTa ChIIaCHO YTOBOPEHUTE CPOK U
HAYMH Ha IJIalaHe.

3. Jla usuckBa or JOCTABUYUMUKA na ckimoun U Aa My NPEACTaBH JOTOBOPHU 3a
MOAM3ITBIHEHUE C TIOCOYCHUTE B oepTara My MOAU3IMIBIHUTEIIH.

V. IPABA U 3AABJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na pocrasu Ha BB3JIOXKHUTEJISA 3asBenute
JICKapCTBCHH MPOAYKTH B CPOK 10 5 /mer/ pabotHu nuu ot 3asBkata Ha Bb3JIOKUTEJIS.
HocrtaBsiHeTo ce ochiecTBsABa B paboTHU aHH, OT 07:304. 10 14:00 ygaca.

2. JOCTABYUKDT e mapxeH Ja moeMe 3a CBOSl CMETKA Pa3XOAHUTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDBT otropaps 3a KaueCTBOTO Ha JJOCTABEHUTE MPOAYKTH 32 LENIUS UM
cpok Ha rogHocT npu yciosue, ue Bb3JIOKHUTEJIAT cnas3sa ycioBusiTa 3a CbXpaHECHHUE.

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu IO AOIOBOPA, Y€ € B CHCTOSHUE JAa
M3MBJIHU KA4€CTBEHO U B IbJEH 00EM 3aJbJDKEHHSTa CH M0 HEro, KakTo U 4e MOJabpikKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTOTOBOP/AOTOBOPU 3a MOAM3IIBIHEHHE C MOCOYEHUTE B odeprara My
MOAM3IBIHUTENN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATa 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOALIMS JOTOBOP M Jla MPENOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-gHEBEH CpOK OT CKJIIOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
M3IBIHCHN M3UCKBAaHUATA Ha 41.66, aim.2 m an.11 30I1.

6. Jla mpemoctaBs npu MouckBaHe WH(OpMAIHS 3a IMJIAIAHUATA CH 110 JTOTOBOPHUTE 3a
MOAU3ITbIIHEHHE.

7. Jla cna3sa ctpukTtHO wi.115 30I1.

V1. PEJ] 3A IPEJABAHE U IIPUEMAHE HA U3ITBJIHEHUETO

1. IlpuemaneTo Ha JocCTaBKaTa C€ U3BbpIIBA OT OINPEACIEHM OT CTpaHa Ha
BB3JIOKUTEJIA n JOCTABYUKA nuna.

2. IlpmemaneTo Ha JOCTaBKara Ce YAOCTOBEpsABAa C TOJMKMCBaHE OT JIMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPAaHEH NpelaBaTeIHO-NPUEMATEeNIeH IMPOTOKON U (akTypa 3a
HEHHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmounii JOTOBOP/IOTOBOPH 3a TIOJU3IBJIIHCHHE,
paborara Ha mnomusnbiaHuTenHTe ce npuema oT BB3JIOXUTEJIA B mpuchcrBuero Ha

JOCTABYMKA u nogu3mrbJIHUTEIS.
VII. OTTOBOPHOCTH U HEYCTOUKHU
1. 3a HeW3IIBIHEHUE HA 33TBJDKCHUSITA CH 110 HACTOSIIIHS JOTOBOP HEM3MpaBHATa CTpaHa

IBJDKM Ha M3IIpaBHATa CTpaHa oOe3lIETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3IIBIHEHUETO BbPXY CTOMHOCTTA HA 3a0aBSHOTO WM HEU3ITBIHEHOTO.
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2. Ilpu Hen3mbIIHEHNE HAa CPOKOBETE 3a JOCTaBKa, CAMOBOJIHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JIOCTABYUMKA, onpenensHeTo WM B OTKIOHEHHME OT JEHWCTBAIIOTO
3aKOHOJATENICTBO WJIM KOTaTO HAJBWINABAT TOCOYCHUTE IIeHH B [IO3UTHUBHUS JIEKapCTBEH
ciucvk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Ouio obe3meTeHus (3a IpeThbPIeHN BPEIH, 32 HEU3ITIHEH TOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).

3. B ciyuaii Ha mocTaBka Ha JIEKApPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxu HEYCTOMKA KAKTO ClieBa:

- cpok Ha 2coonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na docmaskama;

- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % eéwvpxy cmoiinocmma Ha 0ocmaskama;

- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;

- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT nppmxu Ha
BB3JIOKUTEJISA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTAa Ha 3asBEHUTE
JIEeKapCTBEHU MPOYKTH 3a BCEKH JIeH 3a0aBa, HO He moseue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbtr ocurypsisa B mnon3a Ha BB3JNOKUTEJIIS rapanmus 3a m00po
U3IIBJIHEHHE Ha JoroBopa B pasmep Ha 61 354.77aB. B nmomyctumata ot 3OIl dopwma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOXKHUTEJIAT uma npaBo aa 3abp>Ku Ta3u TapaHUs U Jla ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIIETBOPH OT IBJIHMUS W pa3Mep NMpU HEU3MbIHEHHE Ha KOETO M Ja € OT
3agpiokeHusaTa Ha JIOCTABUYHMKA, nmpou3tiuyaliy oT 10roBopa /WM OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaTh4HO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3sinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJSAT ocBoboxnaBa rapannusra cien 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 /1a IBJDKH JIMXBa WIM 00€3IIeTEHHE 32 BPEMETO JI0 TOBA
0CcBOOOXK1aBaHE.

IX. JOIIbJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha pocraBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTe TMPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIriacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, ve JOCTABUUKDT He u30bJIHU 33JBKCHUETO CH IO MPEAXOAHATA
touka BB3JOKUTEJIAT uma npaBo na OTKaxe IUIAllaHETO, a aKo IUIAlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKJIIAMUPAHUTE MIPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBop®bT ce mpeKkpaTsiBa:

a) ¢ U3TUYAHE CPOKA HA IOTOBOPA;

0) 1Mo B3aMMHO TMIMCMEHO CIIOpa3yMEHNE Ha CTPAHUTE;

B) C pa3BaJIIHETO MY 110 pefa Ha wi.87 ot 33/1;

T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJTU TPEKpaTsIBaHe
Ha pa3pelIeHUEeTo WK yI0CTOBEPEHNUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;

n) npu ycioBusiTa Ha pazaen VI 1.2 ot To3u qorosop;

e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAN3BECTHE, AKO HE € B CbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpPEIBUICHU 00cTosATeNncTBa. B TO3M ciydail ce
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ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens qeiHOCTH MO U3MTBIHEHHUE Ha I0T0BOPA;

x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3bJIHEHUETO MY;

3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
1o 4i1.118 30I1 mmm 1o un.119, an.2 3011,

n) ot BB3JIOKUTEJSA 6e3 npeausBecThe, KOraTro Bb3 OCHOBA Ha HEBEPHH
nanau ot JOCTABYHUKA e npuiioxxeHo U3KIII0UeHHE Mo 4i1.4 OT 3aKOHA 32 MKOHOMUYECKUTE
U (pHAHCOBUTE OTHOIIEHUS C IPYXKEeCTBaTa, pErUCTPUPAHU B IOPUCIUKINU C pedepeHiraneH
JTaHBUCH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE NEHCTBUTEIHU COOCTBEHUIU W €
CKJIIOYEH JIOTOBOp ¢ Hero. B To3u ciyuail He ce Bpblla rapaHiusaTa 3a U3bIHEHUETO MY, HE Ce
3arianaT U3BbPIIEHUTE AeHHOCTH, a nonydyeHute miamanus ot JOCTABYMKA noxnexar
Ha He3a0aBHO BB3CTAHOBSIBAHE BEIHO CbC 3aKOHHATa JHXBa. BbBB BCHYKM ciyyail
BB3JOXUTEJISAT He 1b1KH KOMIIEHCAIUHA U 00€3IETEHNS;

i) BB3JIOKUTEJISAT npexpatsiBa 10roBopa ¢ €AHOCEIMUYHO TTPEAU3BECTHE, aKO

ObJle CKITIOYEH JOTOBOP B3 OCHOBA HA PAMKOBO CIIOPAa3YMEHHE ChC CHIIHS MPEIMET MO peaa u
ycnoBusTa Ha [IMC Ne 146 ot 9 ronu 2015r. 3a ch3naBane Ha LleHTpaneH opraH 3a NOKYIKH B
CEeKTOp ,,3apaBeomnaspane’ /JIB 0p.44/2015r., u3M. u 1011./, YMUTO KJTay3H ca MO-0JaronpusITHA
OT TE€3HU IO HACTOSIIHNS JOTOBOP ChOOpa3HO U30paHusi KPUTEPUH 3a OLICHKA.

4. Bb3HUKHAINTE CIOPOBE MEXIY CTPAHHUTE C€ YPEXKIAT 4Ype3 B3aWMHH IPETOBOPHU
Mmexny Tsx. [Ipu HemocTurane Ha ciopazyMeHHe, T€ penaBaT cropa 1o cbeOeH pe.

5. 3a BcHUKH HEypeJeHU B TO3HM JIOTOBOP BBIIPOCH C€ TpHIArar pasmopeadure Ha
JeICTBAIIOTO 3aKOHOAATEJICTBO.

JIOrOBOPBT CE€ ChCTaBU B J[BA €THOOOPA3HU €K3EMIUISAPA, TIO €MH 32 BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOL - Crapa 3aropa” EOO/] »Copapma Tpeiigunre AJl

VYupaButen: / 11/ cver un2uun23 om 33711 W3n. Jlupektop: / 1 / cver w2 u ur.23 om 33011
/n-p I1. YnnuarHpos/ /aMuATBp JlumMuTpOB, upe3

IMemaoMomnauka cu MBan Haues/
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" Cocapma Tpeunauur" ALl

MpunoxeHue Ne 1
kbM [orosop Ne 6 ot 02.07.2018r.

O6oco MpeanoxeHa MpeanoxeHa
MexayHapoaHo MputexaTen Ha
Ne no | GeHa nekapcTeeHa KONN4YeCcTBO LieHa 3a LieHa 3a .
ATC koa HenaTteHToBaHO MsipKa O6La cTorMHoCT | TbproBCKO HAMMEHOBaHWE | paspeLunTEnHOTO
pea | nosuy HaumeHosanme /INN/ dopma o eavHuLa msipka | on./amn./dn. ¢ aa ynoTpeba
ns Ne cBkn. AOC Bkn. 44C
1 2 3 4 5 6 7 8 9 10 11 12
1 1 | Bosxaot ﬁmhﬁpmet'"’” 000 | cpeurepanacoma| IU | 2000 000 |  0.00490 48.97 9794.00 mﬁ'ﬁpm np. amn. 10000 1U | oira UK Limited
2 23 | Lo01cDO2 |Docetaxel 160 mg napesrepanta dopua | Mg 80000 0.37488 59.98 29990.00 ﬂgc‘f;a"ce" MH.p-p Axtasuc EAJL
Mr/omMmn
Boehringer
5 | sa | Loets |Afatinib wppanagooa | mg | 72800 | 343750 | S00000 | o5n55000 |HKMOTPMG 4ourx 28 1S, ingelheim
2887,50 Oxnotpuc 3omr x 28 76. International GmbH
4 58 LO1XE17 |Axitinib nepopantia hopma mg 26 880 26.42857 7400.00 710400.00 |MHnanTat6 5mrx 56 AN Pfizer Limited, UK
Novartis
5 61 L01XX17 |Topotecan napenTepanta dopma | Mg 1200 15.25250 61.01 18303.00 |[XMKaMTUH dnakoH 4mr x 16p. Europharm Limited
6 67 | LO1XX46 |Olaparib nepopanvabopva | mg | 1 344 000 0.47536 10648.00 | 638880.00 ﬂ“)‘(*:':za,ma kanc. S0mr Astra Zeneca AB
. Janssen-Cilag
7 69 L02BX03 |Abiraterone acetate nepopanta hopma mg 7 200 000 0.21823 6547.00 1571280.00 [3uTUra 6. 250mr x 120 International NV
Mycobacterium bovis
8 74 L03AX03 |BCG (Baccilus napenTepanta opva | Mg 22 500 3.26400 146.88 73440.00 [KanreBakc awn.X 4 24 BEOOEDEHSHE
Calmette - Guerin)
9 | 78 | NozaA0t |Morphine napemepaniagopwa| Mg | 600000 |  0.07200 14.40 43200.00 |MOPDUH amn. 20uriun 1mn | oo gapma Al

x10




10 85 | N02AX02 |Tramadol nepopanvadopua | mg | 4 800 000 |  0.00225 2.25 10800.00 ZTOP"“"a"r"“ kanc. 50Mr x| yuuchapma All
11 87 | N02AB02 |Pethidine napertepanvacopwa | Mg | 600 000 | 0.016800 16.80 10080.00 ﬂwnon amn. S0MriMn 21X | Cochapma Al
12 | o1 | Nozager |BUPrenorphine 33 weww | meg/ | 42000 0.15520 27.16 6518.40 |BynpeHopdmH AK Axrasic EAL
mcg/h TpaHca. nnact 35mkr/y x5
13 | 92 | Nozapor |BuPrenorphine 52,5 weew | meg/h | 63000 0.15524 40.75 9780.00 |BYnpeHopduH AK Axtasic EALY
mcg/h TpaHca. nnact 52,5mkr/4 x5
14 | 93 | Nozager |BuPrenorphine 70 weews | mog/h | 84000 0.15520 54.32 13036.80 |BYnPeHopguH AK Axrasvc EATL
mcg/h TpaHca. nnact 70mkr/y x5
Calci folinat Ebewe Pharma
15 | o5 | vosaros | -HeMT O MEE naperrepaniadopwa|  mg | 500 000 0.10720 5.36 53600.00 |Kanuues QonuHaT awn. | Geg mp H N fg.
mg/ ml 5 ml 10mr/mMn 5mn x 1 KG
Calci folinate 10 Ebewe Pharma
16 | 96 | vosares |-2clum folinate naperrepaniadopwa|  mg | 500 000 0.10190 10.19 50950.00 |Kanuues QonuHaT awn. | Geg mp H N fg.
mg/ml 10 ml 100mr/mMn 10mn x 1 KG
17 100 | A04AA05 [Palonosetron napenTepanHa dhopwma O’fiﬂ\fl 300 33.18000 33.18 9954.00 f;:ﬂokrrl's?;ext:on’ Canpos Sandoz D.D
18 | 104 | LO1XE35 |Osimertinib nepopanka dopua | Mg 26880 6.36272 14252.50 | 171030.00 foarP"°° 80ur dunm.T6. | Astra Zeneca AB
O6wa cyma c A0C: 3681286.20 ns.
Bb3JIOKHUTEJI: JIOCTABYHK:

“KOI - Crapa 3aropa” EOO/J]

VYnopasuren:

/n-p I1. YnmmHrnpos/

/ 11/ cven wr2 uun.23 om 3314

»Copapma Tpeitnuure AJ[

W3n. {upexrop:

/dumutbp Jumutpos, upes [IbmHOMomHKEKa cu MiBan Havep/

/ 11/ cvon un2 uun23 om 331/




JIOTOBOP Ne 7

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexmy:

»KOMIIJIEKCEH OHKOJIOTUYEH HEHTBHP - CTAPA 3ATOPA” EOO/, cbe
cefanuile M aapec Ha ynpasienue rp. Crapa 3aropa, yin.”/[-p T.CrosnoBuu” NelS, BnucaHo B
TP na AB ¢ EHMK: 000812197, Un. Ne 3/I1C: BG 000812197 mpeacrasmnsiBano ot a-p Iletpo
BbiaueB UnwimHrupoB - ynpaBuTes, Hapu4yaHo 3a KpaTkocT B forosopa BB3JIOKUTEJ ot
elHa CTpaHa
u

»PAPKOJI” AJ/l, che cenanuuie u aapec Ha ynpasienue rp. byprac 8000, yn. Can
Credano Ne28, tenm.: 056 85 1721, dakc: 056 85 1722, Bmucano B TP ma AB ¢ EHUK:
102227154, NU1.Ne o 3/1/1C: BG 102227154, npencrasnsBano ot Tans Mun4yeBa MunueBa —
bazoreBa — Msnbnnurenen [dupextop u I'eopru Ilerkos bazoreB — Ilpencemaren na C/I,
HapuyaHo 3a kpatkocT B gorosopa JOCTABYMUK ot npyra ctpana,

Bb3 ocHoBa Ha kiacupaHe Ha JJOCTABYMKA B orkpurTa npouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHnuTe mopbuku 00731-2018-
0003, usBbpieHo ¢ Pemenne Ne 96/01.06.2018r. va Ynupasurens Ha ,,KOL] - Crapa 3aropa ”
EOO/I ce ckitouM HACTOSALIMS JOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapuU4IaHH OO0 U MOOTAEITHO ,,ipoaykTh”’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JTOKUTEJIA nponykt, mo neHu ¥ KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosuwms goroBop, a BB3JOXKHUTEJIIAT ce 3agpmxaBa na My
3amiamia IeHaTa, ChbIilaCHO YCJIOBHUSATA HAa HACTOSIIHMS JOTOBOp. Taka 3amMcaHuTe KOJUYECTBA
ca ,,konuyecTBa 10 v He 3aabkaBaT Bb3JIOKUTEJISA na ru 3asBU, MOJAYYd U 3aIU1aTH, Thi
KaTo T€ 3aBUCAT OT OCHUTYPEHOTO (prHAHCUpaHe, Opos Ha MAMEHTUTE, MEIUIIMHCKATa Tepanus
u Ap. Bb310XKuTENAT HE MOXKE Ja 3asBH, MOJIYYHU U 3aIJIaTH MTOBEYE OT 3alHCaHUTE KOJIMYECTBA.

2. JleKkapCTBEHUTE NPOAYKTH, CJIEIBA Ja OTTOBApAT HA W3MCKBAHMATA, IIPEISBCHH C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe Mo-MajKko oT 60 %, a 3a crenupuuHud OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-Majko OoT 25 % OT oTOens3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE TMPOMYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uiu
YIOCTOBEPEHUE 3a pErucTpamus CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuyecTBOTO Ha J0CTaBsHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3asBKM, KOUTO CE€ U3BBPIUIBAT MHUCMEHO. 3asiBKUTE ce m3mpamar Ha ajapec rp. byprac 8000,
yin.“Can Crepano™ Ne28, ma e-mail agpec: farkol@farkol.bg, a tesu mo dakc Ha Tem.:
056 851 722. B 3asBkara BB3MOXUTENST yTOYHSIBA OMAKOBKUTE, B KOUTO ClieJlBa Ja C€
JIOCTaBAT JIEKAPCTBEHUTE TNPOAYKTH cChoOpazHO mnocodyeHute B [lo3UTHBHHS JekapcTBEH
CITUCBK.
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II. CPOK 1 MSACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeiictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:304.
1o 14:00u.

III. HEHH, PEJIl 1 CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCHUCTBAIIOTO 3aKOHOAATENICTBO B bhiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbBIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen [JIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnoxkenne Ne 1 kbM HacTOSIIIKS TOTOBOP B CHOTBETCTBUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB TBT C IUIATEKHO
HapexxaHe, pascpoueHo a0 30 auu cnex mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana or Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHus MEX]y CTPaHUTE MO JIOTOBOpa Ie Ce M3BBPINBAT MO OAaHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u31ajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJICKAT Ha TPOMSHA 3a CpPOKAa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHMBHUS JIEKapCTBEH CIHMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKM OT 3allMCaHUTe B Hero pedepeHTHH cToiHOocTH. Korato Oble HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObIe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEIsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3moxUTensaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pElICHUE Ha
KOMIIETEHTHHSI OpraH 3a HeilHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMKDBT e ckiarouna JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpimiBa OKOHYATEIIHO IUIANIaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3arIaTrII Ha
MOU3ITBIHUTENS/TIOAU3ITBIHUTENIUTE 32 M3MBJIHEHUTE OT TIX paboTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yactra oT mopbukara, KOATO CE€ U3IbIHIBA OT MOAUZIIBIHUTEI, MOXKE /1a Oblie
npenagena karo otneneH obektr Ha JOCTABUUKA wmu wa BbB3JIOKUTEJIA,
BB3JTOKUTEJIAT 3amnama Bb3HArpaKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce ochlIeCTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAMU3IBJIHUTENS M0
BB3JIOKUTENS Ype3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM HckaHeTo mo npeaxoaHara TouKa JI0CTaBUMKBT MPECTaBsl CTAHOBUIIE, OT KOETO
Jla € BUJHO JIaJii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxxutensaT uMa MpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKAHETO 3a IJIallaHe €
OCIIOpPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHE HA MPUYMHATA 33 OTKAa3a.

IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOXKHUTEJIA

1. BB3JIOXKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUYUHUKA
HpOI[yKTI/I, aKO CBUIIUTC OTFOBapHT Ha IIOCOYCHUTC B TO3U ,Z[OI‘OBOp yC.HOBI/ISI N U3UCKBAaHHUITA
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KbM TSX IpeAsiBeHu oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckimrounn
JIOTOBOP/IOTOBOPY 32 TMOAM3IIBIHEHWE, paboTaTa HAa NOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucscrBuero Ha JOCTABUMKA u noau30bIHATENS.

2. BB3JIOKUTEJIAT e pubxeH na IUlaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa or JOCTABUMKA pa ckiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIMU3ITBITHEHHUE ¢ TTIOCOYCHUTE B opepTaTa My MO BIHHTEIH.

V. IIPABA U 3AJIBJIKEHUSA HA JOCTABUYUKA

1. JOCTABUYUUMKDBT e mnbxen ga paocraBu Ha BB3JOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOAYKTH B CPOK A0 5 /met/ padoTrnu aHu ot 3asBkata Ha BB3JIOKUTEJIS.
JlocraBsiHETO ce OChIecTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4YeCTBOTO Ha JIOCTABEHHUTE MPOIYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYUMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHhCTOSIHHE Ja
W3MBIHN KAa4€CTBEHO U B IBJCH 00EM 3aqbJDKCHHSATA CH MO HEro, KakTo W 4e TMOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIIOYBAHETO MM 3a€HO C JI0KA3aTEeJICTBO Y€ ca
HM3IIBJIHCHHN U3MCKBAHUATA Ha 4i1.66, an.2 u an.11 3011

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(POPMAIMS 32 TUTAIIAHUSITA CH 10 JOTOBOPHUTE 3a
IIOIM3ITBJIHCHHE.

7. Ja cma3Ba crpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JOcCTaBKaTa Cce€ WU3BBPIIBA OT OINpeAeNieHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce YJOCTOBEpsiBA C TOJNUCBAHE OT JuUIaTa IO
mpeaxogHaTa TOYKAa Ha JBYCTPaHEH IpelaBaTeTHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomusmbaHUTenUTe ce npuema ot BB3JIOXKUTEJISA B npuchbcTBHEeTO HaA
JJOCTABUYMKA u oau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 330bJDKEHUSTA CU 110 HACTOSIIUS JOMOBOP HEU3NpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa oOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WJIM HEU3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HA CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTUPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAILOTO
3aKOHOJATEJICTBO MJIM KOraTo HaJBMIIABAT MOCOYEHHUTE LeHW B [l03UTHBHHMA JIeKapCTBEH
cnuckk, BB3JIOKUTEJIST nma npaBo a npekpaTu eJHOCTPAHHO JAOTOBOpa, 0e3 J1a IbIDKU
KaKBHUTO U J1a Omio oOe3eTeHus (3a NpeTbpIeHn BpeIy, 3a HEU3IIbJIHEH IOTOBOP, IPOIyCHATH
IIOJI3U U APYTH).
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3. B cirydaii Ha moctaBka Ha JIGKAPCTBEH MPOAYKT C MO-KPAThK OT JOTOBOPEHHUS CPOK Ha
rogHoct JOCTABUYUKDT abmxu HEYCTOMKA KAKTO Clle/Ba:
- cpok na 2oonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2cooHocm om 29.99 % oo 20 % - 0,50 % eéwvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha eooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH 1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiika om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT nppmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToifHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbtr ocurypsisa B mnon3a Ha BB3JNOKUTEJIS rapanmus 3a mo0po
U3IBJIHEHHE Ha JoroBopa B pasMep Ha 6859,90aB. B nomycrumara ot 30I1 ¢opma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOKHUTEJAT uma npaBo aa 3aJbp)Ku Ta3u TapaHus U Jja ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT MBJIHMUS W pa3Mep NMpU HEU3NbIHEHHE HAa KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, nmpou3tiuyaiiy oT J0roBopa M/WiM OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
npesiBsBa UCK 3a pa3sinKaTa HaJ TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxknaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0€3 1a IBJDKH JIMXBa WIM 00€3IIeTEHHE 32 BPEMETO JI0 TOBA
0CcBOOOXK1aBaHE.

IX. JOIBJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctraBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTE TPOAYKTH C HOBU, KAaYECTBEHH TAaKMBa B CPOK, ChIrIacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u3NbJIHU 33JBKCHUETO CH IO MPEAXOJAHATA
touka BB3JOKUTEJIAT uma npaBo na OTKaxe IUIAIIaHETO, a aKo IUIAIlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKJIIAMUPAHUTE MTPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBOpbT ce mpeKkpaTsiBa:

a) ¢ U3TUYAHE CPOKA HA IOTOBOPA;
0) 1Mo B3aUMHO MMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;
B) C pa3BaJIIHETO My 110 pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJIU TPEKpaTsIBaHe
Ha pa3pelIeHUeTo WK yI0CTOBEPEHNUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycioBusTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAN3BECTHE, AKO HE € B ChbCTOSIHUE J1a
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpPEIBUICHU 00cTosATeNncTBa. B TO3M ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHHUSI MEXKTy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKa u
0/100peHu OT BB310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3nbJIHEHUETO MY;
3) o BB3JIOKHUTEJISA Ge3 npeausBecTre npu Bb3HUKBAHE Ha OOCTOSITEICTBATA
1o 4i1.118 30I1 wmm 1o un.119, an.2 3011,
n) ot BB3JIOKUTEJSA 6e3 npemusBecTue, KOraTo Bb3 OCHOBA Ha HEBEPHH
nanau ot JOCTABYHUKA e npuiioxkeHo U3KII0UeHHE Mo 4i.4 OT 3aKOHA 32 MKOHOMUYECKUTE

Crpanuna 4 ot 5



U (prHAHCOBUTE OTHOILIEHUS C IPYXKECTBaTa, PpErUCTPUPAHU B IOPUCIUKINU C pedepeHIraneH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE JIEHCTBUTEIHU COOCTBEHUIU U €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3IbIIHEHUETO MY, HE CE
3aramaT M3BbpUICHUTE AeiiHOCTH, a monydeHute minamanus o JJOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKM Cly4ail
BB3JIOKUTEJIAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHUS;
i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHE, aKO

ObJle CKIIIOYEH JOTOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO pela U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3aBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMATO KJTay3H ca MO-0aronpusITHA
OT T3 IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPHUH 3a OIICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTuraHe Ha cCriopa3yMeHHe, Te peliaBaT cropa 1o chbaeOeH pe.

5. 3a BCMUYKM HEYypeJeHH B TO3M JOTrOBOp BBIIPOCH C€ Ipuiarat pasmnopeadure Ha
JIENCTBAIIOTO 3aKOHOAATEICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOLl - CTAPA 3AI'OPA” EOOJ »@APKOJI* A/l

VYupaBuren: / 1/ cven ur2 uun23 om 33711 W3n. lupextop: /11 / cven w2 uun.23 om 3311
/n-p I1. Yunuarupos/ / Tanst MunueBa — bazoreBa/

[Mpencenaren Ha C: / 11 / cven wn2 uun23 om 33010
/ T'eopru bazores /

Crpanuna 5 ot 5



MpunoxeHue Ne 1
kbm [orosop Ne 7 ot 02.07.2018r.

" dapkon " ALl

O6oco MpepnoxeHa Mpepnoxexa
MexgyHapogHo Mputexarten Ha
Ne no| GeHa nekapcTee LeHa 3a LeHa 3a .
ATC kog HenaTeHToBaHO MsipKa | KONM4YecTBo 4O OGLa cToHOCT | TbproBCKO HaMMeHOBaHUE | pa3peLlunTenHoTO 3a
pen | noau auveHosarve / INN /| H@ dopma eavHuLa Mspka | on./amn./dn. ¢ noTpe6a
nsa Ne c Bkn. 4AC Bkn. 40C y
1 2 3 4 5 6 7 8 9 10 1 12
. .. napeHTepanHa EpiSindan solution for Actavis Group PTC
1 26 | L01DBO3 |Epirubicin 50 mg bopwa mg 180 000 0.71580 35.79 128 844.00 injection 2meg/mi - 25ml x 1 ehf.. Vicnanaus
. . . napeHTepanta Episindan solution for Actavis Group PTC
2 27 | LO1DBO3 |Epirubicin 100 mg bopuia mg 200 000 0.71580 71.58 143 160.00 injection 2mgimi - 50ml x 1 ehf., Vicnaraus
Irinotecan Actavis
3 62 L0O1XX19 |Irinotecan napz;g;z:ma mg 300 000 0.43490 43.49 130 470.00 concentrate for solution for AE?J.T; EI:IA;D"
infusion 20mg/ml - 5ml x 1 P
Oxycodone Actavis
nepopanHa :
4 | 81 |N02AA05 |Oxycodone chopwa mg | 600000 0.01520 15,20 9120.00 capsule, hard 20mg x 50 Actavis Group PTC
/capsules, hard/ 7,61 Oxycodone Actavis Ehf., MCﬂaH,ElVIﬂ
capsule, hard 10mg x 50
O6wa cyma c 0AcC: 411594.00 ns.
BB3JIOKUTEJL: JOCTABYHUK:
“KOL - Crapa 3aropa” EOO/] »Paproa“ AJl

VYmpasuren:

/nm-p I1. YnnuHTHpOB/

/ 10/ cven un2uun23 om 331/

Nzn. I[I/IpeKTOpZ /m/cwra. un.2 uun.23 or 33J1]1
/ Tanst MunueBa — basoresa/

Hpez[cez[aTen Ha CI[Z /1 / eprin. w2 u w23 ot 33J1]]
/ Teopru bazotes /




JOTOBOP Ne 8

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIINIEKCEH OHKOJIOTUYEH HEHTBHP - CTAPA 3ATOPA” EOO/, cse
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
eIHa CTpaHa
U

»AJITA ®APMACIOTUKDBJC” EOO/, cbc cenanuiie W aapec Ha YIpaBlICHUE
rp. Codus 1618, p-u Burtoma, busznec nentsp Abakyc, O0yin. bearapus Nell8, er.2, ten.: 02
8549700, daxc: 02 9532622, snucano B TP Ha AB ¢ EUK: 175256438, N1.Ne mo 311JIC: BG
175256438, npencrasnssano ot Tomgop [oder JloueB - YmpaBuTen, HapuuaHO 32 KPaTKOCT B
norosopa JJIOCTABYMK ot npyra crpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkputa mnpouenypa 3a Bb3JlaraHe Ha
o011ecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmmectBenure nopbuku 00731-2018-
0003, ussbpieno ¢ Pemenne Ne 96/01.06.2018r. va Ynupasutens Ha ,,KOL] - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS JOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPOIYKTH (HapU9aHHU OOIIO U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJIMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHd U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbibkaBa ga My
3aruiaila 1eHara, ChIJIaCHO YCIOBUATA HA HACTOALIMUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca ,,konumdectBa 10 1 He 3aabikaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T€ 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA TepaTus
U 1p. BB310KuTEIAT HE MOXKE Ja 3asBH, IMOJTYYH W 3aIIaTH MTOBEYE OT 3alMCAaHUTE KOJTMYECTBA.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe Mo-MajKko oT 60 %, a 3a crenupuuHu OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE MPOIYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uium
YIOCTOBEPEHUE 3a pErucTpamus CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JICKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuyecTBOTO Ha J0CTaBSHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3as1BKHM, KOUTO C€ M3BBHPIIBAT MUCMEHO. 3asBKUTE ce m3mpamar Ha aapec rp. Codus 1618, p-u
Buroma, busnec nentsp Abakyc, 0yn. beirapus Nell8, er.2, Ha e-mail agpec: zop@altaph.eu,
a te3u no ¢akc Ha Ten.: 02 9532622. B 3asBkara BB3moXHTENAT yTOYHsIBA OMAKOBKHUTE, B
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KOHMTO CJI€ABa Aa CC NOCTaBAT JICKAPCTBCHUTEC IPOAYKTHU CLO6p33HO rnmocoueHute B [lo3uTHBHUS
JICKApPCTBCH CITHMCBK.

II. CPOK 1 MSACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeiictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:30u.
1o 14:00q.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCWCTBAIIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen [JIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnokenne Ne 1 KkbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammama yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxnaHe, pascpoueHo 10 30 auu cnen mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHus MEX]y CTPaHUTE IO JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca ¢uKkcHpaHW W HEMOJICKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHBHUS JIEKapCTBEH CIMCHK HE Morar jaa 0bjaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B Hero pedepeHTHH cToiHOocTH. Korato Oble HamasieHa
1eHaTa Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObJe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXKUTeNnsaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pElIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HelHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTrI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3M'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOATO C€ U3IbIHABA OT MOAUIIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obektr Ha JOCTABUHUKA wmm nwa BB3JIOKUTEJSA,
BB3JTOKUTEJIAT 3amnama Bb3HArPpAKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce oOcChIIECTBABA Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAU3IBJIHUTENS M0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEeJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JI0CTaBUMKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO J1ajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa mpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKaHEeTO 3a IJIallaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHE HA MPUYMHATA 33 OTKAa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOKHUTEJIA

1. BB3JIOKUTEJAT e mnmexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HA MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
JIOTOBOP/IOTOBOPY 32 TOAM3IIBIHEHWE, paboTaTa HAa TNOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwhctBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e piexeH Aa IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa or JOCTABUMKA na ckiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE ¢ TTIOCOYCHUTE B opepTaTa My MOU3IIBIHHTEIH.

V. IIPABA U 3AJBJIKEHUSA HA JOCTABYUKA

1. JOCTABUYUUMKDBT e mnbxen ga gocraBu Ha BB3JIOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOJYKTHU B CPOK A0 S /metr/ padorHm qHu ot 3asBkaTta Ha BB3JIOKUTEJIS.
JlocraBsiHETO ce OChIecTBsiBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH 1a moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4YeCTBOTO Ha JIOCTABCHHUTE MPOYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYUMKDBT nexnapupa ¢ moamnuca CH 1O JIOTOBOpa, Y€ € B CHhCTOSIHHE Ja
W3MBIHN KAa4eCTBEHO U B IBJCH 00EM 3aqbJDKCHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla cxitouM OTrOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAN3ITBIHUTENH WIH Ha TOMBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKJIIOYBAHETO MM 3a€IHO C JI0KA3aTEJICTBO Y€ ca
HM3ITBJIHCHHN U3MCKBAHUATA Ha 4i1.66, ain.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(pOPMAIMS 3a TUTAIIAHUSITA CH IO JOTOBOPHUTE 3a
IIOIM3ITBIHCHHC.

7. Ja cmas3Ba ctpuktHO wi.115 30I1.

VI. PEJl 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JOcCTaBKaTa Cce€ U3BBPIIBA OT OINpeAeNieHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce YJOCTOBEpsiBA C TMOJNUCBAHE OT JuIaTa IO
npeaxogHaTa TOYKAa Ha JBYCTPaHEH Ipe/laBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOP/IOTOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomausmbaHUTenUTe ce npuema ot BB3JIOXKUTEJISA B npucbcTBHeTO HaA
JJOCTABUYMKA u oau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 330BJDKEHMSTA CU 110 HACTOSIUS JOMOBOP HEU3MpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa OOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JMXBa 3a CPOKa Ha
3a0aBaTa WK HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WIIM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HAa CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTUPaHE HA IEHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
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3aKOHOJATEJICTBO MJIM KOTaTo HAJBHIIABAT IOCOYCHHTE IeHW B [lO3UTHBHHS JIEKapCTBEH
criucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Onio o6e3meTeHus (3a MpeThbPIeHN BPEIH, 32 HEU3ITBIHEH TOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).
3. B ciyuaii Ha mocTaBKa Ha JIEKApPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmku HEYCTOMKA KAKTO Clle/Ba:
- cpok Ha 2cooHocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbTr ocurypsisa B mnon3a Ha BB3JNOKUTEJIS rapanmus 3a m0o0po
U3IIBJIHEHHE Ha JoroBopa B pasmep Ha 136955,02aB. B momyctumata ot 3O0I1 ¢opma,
npencranisBama 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JOXKHUTEJIAT uma npaBo aa 3aJbp>Ku Ta3u TapaHUs U Jla ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHUS W pa3Mep NMpU HEU3NbIHEHHE HAa KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, npou3tiuyaiiy oT 10roBopa U/WiM OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3sinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 1a IBJDKH JIMXBa WIM 00€3IIeTEHHE 32 BPEMETO JI0 TOBA
0CcBOOOXK1aBaHE.

IX. JOIIBJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctraBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTe TMPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIriacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u3NBJIHU 330BKCHUETO CH IO MPEAXOJAHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAIIaHETO, a aKo IUIAlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKIIAMUPAHUTE MIPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBopbT ce mpeKkpaTsiBa:

a) C U3TUYaHE CPOKA HA JOTOBODPA;
0) 1Mo B3aMMHO MMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;
B) C pa3BaJIIHETO My 110 pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJIU TPEKpaTsIBaHe
Ha pa3pelIeHUeTo UK yI0CTOBEPEHNUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycioBusTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAU3BECTHE, AKO HE € B ChbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpEIBUICHU 00cTosATeNncTBa. B To3m ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHHUSI MEXKTy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKa u
0100peHu OT Bb310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3nbJIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

u) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHUE 10 Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla TapaHIuaTa 3a U3IBIHCHHETO MY, HE Ce
3ariamaTr M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
ObJle CKIIIOYEH JOrOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3naBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-01aronpusITHA
OT TE€3HU IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPHUI 3a OLICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTuraHe Ha Criopa3yMeHHe, Te peniaBaT cropa 1o chaeOeH pe.

5. 3a BCHMUKM HEypeJeHU B TO3M JOTrOBOp BBIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIIOTO 3aKOHOAATEICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYMUK:
“KOII - Crapa 3aropa” EOO/] »AJITA ®APMACIOTUKBJIC” EOOJ
VYupaBuren: /1 / cver wn2uur23 om 3300 Yopasuten: /1 / cver w2 uun23 om 3311

/n-p I1. YnmmaTHpOoB/ /Tonop doues/
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" Anta PapmacrotTukbnc” EOO[

MpunoxeHune Ne 1

kbM Jorosop Ne 8 ot 02.07.2018r.

O6ocobe MpepnoxeHa
Ne o MexayHapogHo NeKapCTBEHa KOMMUECTBO Mpeanoxexa eHa 3a MpuTexaten Ha
N "8 | ATC kog HenaTeHToBaHo P MsApKa LeHa 3a eguHMLa H O6ua cTonHoCT TbProBCKO HaMMeHoBaHWe | paspeLunTenHoTo
pen |nosuums dopma no on./amn./cn. ¢
Ne HavmeHoBaHue / INN / mspka ¢ Bkn. AAC| =~ oA 3a ynoTpeba
° Bkn. 44C
1 2 3 4 5 6 7 8 9 10 1" 12
ici napexTepankia popma/ Myocet, Powder, dispersion
1 25 L01DBO1 ﬁo‘)j(orurl‘)llm_r:j g;zzr::ar;:?i mg 10000 17.44248 1744.25 174425.00 and solvent for conc.for H;Ire;/anBa'}_\I/';Aﬂ
ydrochioride dispersion for infusion / dispersion for infusion, 50mg x 2 Acp A
Keytruda . Merck Sharp &
i Powder for
2 | @ |iomcis [Pembrolizumab 50 1 e somal g 33000 60.00440 3000.22 198014520 |concentrate for sol. For infu. Dohme Lid.
mg 50 €AnHEeHo
mg x 1
Kpancteo
Merck Sharp &
3 | a2 |Lotxcs [Pembrolizumab 100 o oa| mg 34000 60.30000 6030.00 2050200.00 ~ |Keytruda Concentrate for Dohme Ltd.,
mg sol. for infu. 25mg/ml - 4ml x 1 Ob6eavHeHo
Kpancteso
C Eli Lilly Niderland
4 45 | Lo1xc21 [Ramucirumab napexTepania bopma | Mg 72000 11.50644 2301.29 828464.40 yramza, Concentrate for BV,
sol.for inf., 10mg/ml - 10ml x 2 H
ugepnaHans
Novartis
5 | s6 | Lo1xE23 |Dabrafenib nepopanka dopa | Mg 864 000 1.37196 12347.64 1185373.44 L‘;f'"'a’ capsule hard 75mg x E‘E:;Fi’t';"z‘;m
ObeavHeHo
Xtandi Astellas Pharma
6 68 | L02BB04 |Enzalutamide nepopankia bopva | Mg 1075 200 1.40400 6289.92 1509580.80 11‘:‘“ I capsule soft 40mg x Europe B.V.,
Hvpepnangus
Lonquex, sol for injection, UAB" Sicor
7 72 Lo3AA14 |Lipegdfilgrastim napextepanta opma [ Mg 864 249.21096 1495.27 215318.88 6mg/0.6ml x 1 pre-filled syringe Biotech” MuTea
with safety device ’
Lartruvo concentrate for Eli Lilly Niderland
8 105 L01XC27 |Olaratumab napenTepasnta gopma mg 41040 6.67140 2535.13 273794.04 sol.for infusion, 10mg/ml - 19ml B.V,,
x 2 vial Huaepnangus
O6uia cyma c AAC: 8217301.76 ns..
BB3JIOXKUTEJL: JOCTABYMK:

“KOIl - Crapa 3aropa” EOO/]

anaBnTen: /1 / epri. w2 u w23 or 33J1]

/n-p I1. Ynnmmarupos/

»AJTA ®PAPMACIOTHKBJIC” EOOJ

VYupasuren: / T/ cver. un2 uun23 om 3301
/Tonop Joues/




JTOTOBOP N 9

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexmy:

»KOMIIVIEKCEH OHKOJIOI'MYEH HEHTDBP - CTAPA 3AT'OPA” EOO/, csc
cefanuile M aapec Ha ynpasienue rp. Crapa 3aropa, yin.”/[-p T.CrosnoBuu” NelS, BnucaHo B
TP na AB ¢ EHMK: 000812197, Un. Ne 3/I1C: BG 000812197 mpeacrasmnsiBano ot a-p Iletpo
BbiaueB UnwimHrupoB - ynpaBuTes, Hapu4yaHo 3a KpaTkocT B forosopa BB3JIOKUTEJ ot
e/lHa CTpaHa
U

»EKO®APM” EOO/, chc cenanuiie u aapec Ha ynpasierue rp.Codus 1421, paiion

Jlozenen, Oyn. ,,Uepuu Bpbx“ Nel4, 6:1.3, maptep, Ten.: +35929631597, dakc: +35929631561
Brcano B TP na AB ¢ EMK: 130390055, U/1.Ne o 3/I/1C: BG 130390055, npeacrasisiBaHO
or Iersp I'puropos Bemes - YmpaButen, upe3 IBIHOMOIIHMK AJjleKcaHmbp VopmaHoB
Tep3ues, ybIHOMOIIEH ¢ MBJIHOMOIIHO per.Ne3273/17.11.2017 r. na Horapuyc Maprapura
[lepycanoBa ¢ per.Ne236 na HK, napuuano 3a kpatrkoct B norosopa JOCTABYMHK ot npyra
CTpaHa,
Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkpura mnpoueaypa 3a Bb3JlaraHe Ha
o011ecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmectBenute nopbuku 00731-2018-
0003, uspbpieHo ¢ Pemenne Ne 96/01.06.2018r. va Ynupasurens Ha ,,KOL[ - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS JOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4IaHHU OO0 U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JTOKUTEJIA nponykt, mo neHu U KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosuwms goroop, a BB3JNOXHUTEJIIAT ce 3agpmxaBa na My
3amiamia IeHaTa, ChbIilaCHO YCJIOBHUSATA Ha HACTOSIIMS JOTOBOp. Taka 3amuMcaHuTe KOJUYECTBA
ca ,,konuyecTBa 10 v He 3aabkaBaT Bb3JIOKUTEJISA na ru 3asBu, MOJAY4Yd U 3aIUlaTH, Thi
KaTo T€ 3aBUCAT OT OCHUTYPEHOTO (prHAHCUpaHe, Opos Ha MAMEHTUTE, MEIUIIMHCKATa Tepanus
u Ap. Bb310XKUTENAT HE MOXKE Ja 3asBH, IOJIYYHU U 3aIJIaTH MTOBEYE OT 3alMCaHUTE KOJIMYECTBA.

2. JlekapCTBEHUTE NPOAYKTH, CJIEIBA Ja OTTOBApAT HA W3MCKBAHMATA, IIPEISBCHH C
MPUIIOKUMOTO 3aKOHOJaTencTBO Ha P.bbirapus m EBponeiickusi cbio3, ¢ OCTaThY€H CPOK HA
TOJHOCT He Mo-MajKko oT 60 %, a 3a crenupuuHu OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapCcTBeHUTE NPOAYKTH CII€ABA Jla NPUTEKABaT pa3pelieHUe 3a yrnoTpeda WiH
YIOCTOBEPEHUE 3a pErucTpanms CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHATa MEINULIMHA.

3. KonuyecTBOTO Ha J0CTaBsHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3asBKH, KOMTO C€ W3BBPIIBAT NMUCMEHO. 3asBKUTE ce m3mpamar Ha aapec rp.Codus 1421,
paiion Jloszenern, Oyi. ,,Yepuu Bpbx“ Nel4, 61.3, na e-mail agpec: ecopharm@ecopharm.bg, a
te3u 1o (pakc Ha Ten.: 02 963 1561. B 3asBkaTa Bb3n0XuTENAT yTOUHIBA OMAKOBKUTE, B KOUTO
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cienBa J1a C€ JOCTaBAT JICKAPCTBEHHUTE MPOAYKTH ChoOpa3zHO mocoudeHuTe B IlosuTmBHUS
JIEKapCTBEH CIHCHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiicteue ot 24.06.2018r. mo 23.06.2019r.

2. Msacro Ha wusmbiIHeHWe Ha mopbuykata ¢ rTp.Crapa 3aropa, ym. ,JI-p Tomop
CrossHoBuu* 15, 6omanuHa anreka Ha ,,KOL[-Ct.3aropa“ EOO/] Bceku paboten nen ot 07:304.
10 14:00u4.

ITII. HEHUH, PEJI 1 CPOKOBE HA PA3IIJIAIIIAHE

1. Ilenute ca oOpa3yBaHU CBITIACHO ACWCTBAIIOTO 3aKOHONATENCTBO B bbarapus 3a
THPrOBIHU HA €IpO M BKJIIOYBAT BCUUYKWA HAYUCIICHUS, TaHBIU, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJIS ¢ Bxmouen [/IC.

2. BB3JIOKHUTEJISAT 3amnama Ha JTOCTABYMKA croitHOCTTa Ha JOCTaBEHUTE
MPOJYKTHU MO 1IeHH, TocoueHu B [Ipunoxkenue Ne 1 kbM HacTOsAIIUS 1IOTOBOP B ChOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOKUTEJIST 3amnama yroopeHara IieHa 1O OaHKOB BT C IJIATEXKHO
Hapexaane, pascpoueHo no 30 muu crmen mpexacraBsHe or JOCTABYUUKA nHa daktypa,
noanucana oT Bb3JIOKHUTEJISA.

4. Bcuukd TUTaliaHusl MEXIy CTPaHWUTE IO JIOTOBOpA 1€ C€ M3BBPINBAT MO OaHKOBaTa
cmetka Ha JIOCTABYMKA, nocoyeHa B U3AaeHaTa OT HEro (akTypa.

5. llenute ca QukcupaHu W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JCWCTBHE Ha
noroBopa. [Ipoaykrure, BkiItoueHU B [103UTHBHUS JEKapCTBEH CMHCHK HE MOrar Ja Obaar ¢
IIEHU, TTO-BUCOKM OT 3allUCaHWTEe B Hero pedepeHTHH croitHocTH. Korato Obme HamasneHa
[[eHaTa Ha MpoaykTa 1o [lo3UTHBEH NEeKapCTBEH CMHUCHK WK OBbIE JOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHAaTa Ha MPOAYKTA CTaHE MO-HUCKAa OT JOTOBOpeHaTa, Bb3I0XKUTENSAT ro
3aruialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa HAa KOHKPETHOTO PEUICHHE Ha
KOMIIETEHTHHSI OpPTaH 3a HeifHaTa IpoOMsIHa.

6. Korato JJOCTABUYUUKDBT e ckirounms JOroBOP/IOTOBOPH 3a TOAU3IBIHCHHE,
BDB3JIOXKUTEJIAT wusBbpiiBa OKOHYATENHO IUalllaHe KbM HEro, clieJ] Karo Obaar
MpECTaBeHU JIOKa3aTeJICTBa, e JOCTABUUKDBT e 3aIuIaTHII Ha
MOIU3ITBITHUTEIIS/TIOAU3ITBITHUTEIIUTE 32 M3MBIHEHUTE OT TAX padOTH, KOUTO Ca MPUETH IO
pella Ha I0roBopa.

7. Koraro wactra oT mophykaTa, KOATO C€ U3IMBIHABA OT MOAUZIBIHUTEI, MOXE /13 OblIe
npexanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BB3JOXKHUTEJSA,
BDB3JIOKUTEJIAT 3annama Bb3HArpakJIeHWE 3a Ta3d 4YacT Ha MOAU3IBIHUTES.
[InamaneTo ce OChIIECTBSIBA Bb3 OCHOBA HA HMCKaHE, OTHPABEHO OT MOJIWU3IBIHUTENSA 0
BB3JIOKUTENS 4pe3 JIOCTaBUMKA, KOWTO € JUIBXKEH Ja o MPeloCTaBU Ha BB3JIOKUTENS B 15-
JTHEBEH CPOK OT IMOJy4aBaHETO MY.

8. KbM nckaHeTo mo mpeaxoHara To4Ka JTOCTaBYUKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO JIaJId OCIIOPBA IUIAIAHUATA WA YaCT OT TSAX KaTO HEIbJKUMH.

9. Bp3nmoxkutensaT uMa mpaBo Ja OTKaxe IUIAIIaHe Mo T.7 KOraTo UCKAHETO 3a IJIAIIaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsABaHE Ha NMPUYMHATA 33 OTKa3a.

IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOXKHUTEJIA

1. BB3JIOXKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUYUHUKA
HpOI[yKTI/I, aKO CBUIIUTC OTFOBapHT Ha IIOCOYCHUTC B TO3U ,Z[OI‘OBOp yC.HOBI/ISI N U3HUCKBAHHUATA
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KbM TSX IpeAsiBeHH oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckirounn
JIOTOBOP/IOTOBOPY 32 TMOAM3IBIHEHWE, paboTaTa HAa TNOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwctBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e miexeH fa IulaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa ot JOCTABUMKA pa ckiouu W 1a My NPEICTaBH JIOTOBOPH 3a
MOIM3ITBIIHEHNE ¢ TTIOCOYCHUTE B opepTaTa My MOU3IBIHHTEIH.

V. IIPABA U 3AJBJIKEHUA HA JOCTABUUKA

1. JOCTABUYUUKDBT e mnbxen ga paocraBu Ha BB3JOXKUTEJISA 3assenute
JIEKapCTBEHH TIPOJYKTH B CpoK 10 1 /emun/ paboTHu nuu ot 3asBkarta Ha BB3JIOKUTEJIS.
JlocraBsiHETO ce OChIecTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4YeCTBOTO Ha JIOCTABEHHUTE MPOYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYUMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHhCTOSIHHE Ja
W3MBIHN KAa4eCTBEHO U B IMBJCH 00EM 3aqbJDKEHHATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPENOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKJIKOYBAHETO MM 3a€HO C JI0KA3aTEeJICTBO Y€ ca
HM3IIBJIHCHHN U3MCKBAHUATA Ha 4i1.66, ain.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(POPMAIMS 32 TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBJIHCHHE.

7. Ja cma3Ba ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JoOCTaBKaTa Cce€ WU3BBPIIBA OT OINpeAeNieHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa ce YJOCTOBEpsiBA C TMOJNUCBAHE OT JuIaTa Mo
mpeaxogHaTa TOYKAa Ha JBYCTPaHEH IpelaBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomusmbaHUTenUTe ce npuema or BB3JIOXKUTEJISA B npucbcTBHEeTO Ha
JJOCTABUYMKA u oau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHUATA CU 110 HACTOSIUS JONOBOP HEU3NpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa OOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WK HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSIHOTO WM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HAa CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTUPaHE HA LIECHUTE OT
ctpana Ha JIOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
3aKOHOJATEJICTBO MJIM KOIraTo HaJBMIIABAT IOCOYEHHUTE LeHW B [l03UTHBHHMA JeKapCTBEH
cnuckk, BB3JIOKUTEJIST nma npaBo 1a npekpaTu eJHOCTPAHHO JAOTOBopa, 0e3 1a IbIDKU
KaKBHUTO U J1a Omio oOe3eTeHus (3a NpeTbpIeHn BpeIu, 3a HEU3IIbJIHEH IOTOBOP, IPOIyCHATH
IIOJI3U U APYTH).
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3. B cirydaii Ha moctaBka Ha JIGKAPCTBEH MPOAYKT C MO-KPAThK OT JOTOBOPEHHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmku HEYCTOMKA KAKTO Clie/Ba:
- cpok na 2oonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2cooHocm om 29.99 % oo 20 % - 0,50 % eéwvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha eooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH 1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiika om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moseue oT 30% oT cToifHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbtr ocurypsisa B mnon3a Ha BB3JNOKUTEJIS rapanmus 3a mo0po
U3IBJIHEHHE Ha JoroBopa B pasmep Ha 3320,48aB. B gnomyctumara ot 30I1 ¢opma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOKHUTEJAT uma npaBo aa 3aJbp)Ku Ta3u TapaHus U Jja ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHUS W pa3Mep NMpU HEU3NbIHEHHE Ha KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, npousTiuyaliy oT 10roBopa W/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HEIOCTAaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
npesiBsBa UCK 3a pa3sinKaTa HaJ TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxknaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 /1a IBJDKH JIMXBa WIK 00€3IIeTeHHE 32 BPEMETO JI0 TOBa
0CcBOOOX1aBaHE.

IX. JOIBJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctraBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTe TPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIrIacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u30bJIHU 33JBKSHUETO CH IO MPEAXOJIHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAllaHETO, a aKo IUIAIlaHETO € Beue
U3BBPIICHO J1a IPUXBAaHE CTOWHOCTTA HA PEKJIIAMUPAHUTE TPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBOp®bT ce mpeKkpaTsiBa:

a) ¢ U3TUYAHE CPOKA HA IOTOBOPA;
0) 1Mo B3aUMHO MMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;
B) C pa3BaJIIHETO My 110 pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJTU TPEKpaTsIBaHE
Ha pa3pelIeHUeTo WM yI0CTOBEPEHHUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycinoBusiTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAU3BECTHE, AKO HE € B ChbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpEIBUIECHU 00cTosATeNncTBa. B TO3M ciyuail ce
ypexaar (UHaHCOBUTE B3aMMOOTHOIIICHHUS MEXKTy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKa u
0/100peHu OT Bb310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JJIOCTABUYMKA 32 u3nbJIHEHUETO MY;
3) or BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
1o 41.118 30I1 wmm 1o un.119, an.2 3011,
n) ot BB3JIOKUTEJSA 6e3 npeausBecTue, KOraTo Bb3 OCHOBA Ha HEBEPHH
nanau ot JOCTABYHUKA e npuiioxkeHo U3KIII0UeHHE Mo 4i1.4 0T 3aKOHA 32 MKOHOMUYECKUTE
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U (prHAHCOBUTE OTHOILIEHUS C IPYXKECTBaTa, PpErUCTPUPAHU B IOPUCIUKINU C pedepeHIraneH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE JIEHCTBUTEIHU COOCTBEHUIU U €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3IbIIHEHUETO MY, HE CE
3aramaT M3BbpUICHUTE AeiiHOCTH, a monydeHute minamanus o JJOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKM Cly4ail
BB3JIOKUTEJIAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHUS;
i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHE, aKO

ObJle CKIIIOYEH JOTOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO pela U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3aBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMATO KJTay3H ca MO-0aronpusITHA
OT T3 IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPHUH 3a OIICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTuraHe Ha cCriopa3yMeHHe, Te peliaBaT cropa 1o chbaeOeH pe.

5. 3a BCHUYKM HEYypeJeHH B TO3H JOrOBOp BBIIPOCH C€ MIpuiarat pasmnopeadure Ha
JIEHCTBAIIOTO 3aKOHOIATEIICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPa, IO €HMH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOLI - Crapa 3aropa” EOO/] »EKO®APM“ EOOJ

YupaButen: [ 11/ cven un2uun23 om 33701 YupaButen:  /11/ cven un2 uun23 om 33701
/n-p I1. Ynnunrupos/ [Metwsp Benes, upes

Anekcanabp Tep3ues - MbIHOMOITHHUK/

Crpanuna 5 ot 5



" Ekocpapm"” EOO[

MpunoxeHue Ne 1
kbMm [orosop Ne 9 ot 02.07.2018r.

O6oco MpennoxeHa MpepnoxeHa
MexayHapoaHo MpuTexaTen Ha
Ne no| G6eHa nekapcTeeHa KONN4ecTBO LieHa 3a LieHa 3a .
ATC koa HenaTeHToBaHO MsipKa O6Lwa cTonHocT TbproBcko HaMMeHoBaHWe paspeLnTenHoTo
pea | nosuy, HaumeHosanme / INN / dopma no eovHuUa msipka | on./amn./dn. ¢ 33 vnoTpe6a
nst Ne cBkn. 4OC Bkn. 4AC ynotp
1 2 3 4 5 6 7 8 9 10 11 12
1 4 L01AA01 |Cyclophosfamide napenTepanta opma [ Mg 1200 000 0.05272 26.36 63 264.00 Endoxan powd.inj. 500mg x 1 | Exodbapm rpyn ALl
2 5 | L01AAO6 |Ifosfamide napenrepanvaopva | mg | 1 440 000 0.09442 188.84 135 964.80 Holoxan powd.inj. 2000mg x 1 | Exocbapm rpyn All
O6wa cyma c AAC: 199228.80 nB..
OCTABYHA
BB3JOXHUTEJL: ﬁ
“KOI - Crapa 3aropa” EOO/J] »EKO®APM“ EOOJ
praBHTen: [ 1/ cven un2 uun23 om 337111 praBI/ITeH: [ 11/ cven un2 uun23 om 3311

/n-p I1. YumuarHpos/

/Tletsp Benes, upe3
Anexkcaansp Tep3ues - TbITHOMOIITHUK/




JOT'OBOP Ne 10

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTHYEH HEHTDBHP - CTAPA 3AT'OPA” EOO/, cbc
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
elHa CTpaHa
U

»®BOHUKC ®APMA” EOO/, cbc cenanuiie u aapec Ha ynpasieHnue rp. Codus
1700, p-u Cryaentcku, yin. OxonoBpbeTeH BT Nel199A, ten.: 02 965 8145, dakc: 02 965 8828
Brucano B TP na AB ¢ EUK: 203283623., MJI.Ne o 3/I/IC: BG 203283623, npencrasnsBano
ot Huxkonaii buneB Kone, Becenun BenunukoB Kynes, FOmuan AtanacoB HepemueB u
Pagoctun I'eoprueB [umutpoB — VYmnpasurenu, upe3 Kpacumup Hukonaes Huxonae u
Hanuena I[lerpoBa Hukomosa — [IsaHOMOIHUIIM ¢ mBhJIHOMOIIHO per.Nell52 ot 16.05.2018r.
Ha Hortapuyc B paiion P.C. Codus ¢ per.Ne0O49 na HK, nHapuyaHo 3a KpaTKOCT B JOrOBOpa
JOCTABYMK ot apyra cTpaHa,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B orkpurta npouenypa 3a Bb3jIaraHe Ha
0011ecTBEHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHnuTe mopbuku 00731-2018-
0003, u3BbpuieHo ¢ Pemenne Ne 96/01.06.2018r. Ha Ympasurens na ,,KOL] - Crapa 3aropa ”
EOO/] ce ckiroun HACTOSIIMS JOTOBOP 3a OOIIECTBEHA MOPBHYKA 3a JIOCTABKa Ha JICKAPCTBEHU
IPOAYKTH (Hapu4aHU OOIIO U MOOTAETHO ,,poayKTh”’) 3a Hyxkaute Ha Bb3JIOKUTEJISA npu
CJIEIHUTE YCIIOBUSI:

I. MIPEIMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bb3nara, a JOCTABUHUKBHT npuemMa Ja JOCTaBs Ha
BBb3JTOKUTEJIA nponykt, mo neHd M KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosuwms goroBop, a BB3JNOXHUTEJIAT ce 3agpmxaBa na My
3amiama 1eHaTa, ChbIJlaCHO YCJIOBUATA HAa HACTOSALIMSA AOroBOp. Taka 3amMCcaHUTE KOJIUYECTBa
ca ,,konuyecTBa 10 v He 3aabkaBaT Bb3JIOKUTEJISA na ru 3asBU, MOJAY4Yd U 3aIU1aTH, Thi
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (prHaHCHpaHe, Oposi Ha MalMEHTUTE, MEIULIMHCKATa Tepanus
u Ap. Bb310XKuTENAT HE MOXKE Ja 3asBH, MOJIYYH U 3aIlJIaTH MTOBEYE OT 3alHCaHUTE KOJIMYECTBA.

2. JleKkapCTBEHUTE NPOAYKTH, CJIEIBA Ja OTTOBApAT HA W3MCKBAHMATA, IIPEISBCHH C
IIPUIOKUMOTO 3aKOHOJATENCTBO Ha P.bwirapus u EBpomneickus Cbro3, C OCTaThUEH CPOK Ha
roJHOCT He mo-Manko oT 60 %, a 3a cneunduuHu OMOIOTMYHU JIEKAPCTBEHU MPOAYKTU - HE
MO-MaJKo OT 25 % OT oTOeNs3aHMs Ha OTIAKOBKATA.

JlekapcTBeHUTE TPOIYKTH CJelBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Hiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIEKApCTBEHUTE NMPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonuuecTBoTO Ha J0CTaBAHMTE MpoaykTH ce onpeneis o Bb3JIOKHUTEJIS upes
3asBKM, KOMTO C€ WM3BBPUIBAT NMUCMEHO. 3asBKUTE ce€ wu3mpamar Ha ajapec rp. [LmoBaus,
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yi.“Yapoy Yuicsa® Nel8, na e-mail agpec: m.ruskova@phoenixpharma.bg, a Te3u mo dakc Ha
ten.: 032 655525. B 3asBkaTta Bb3moXKHTENAT yTOYHSIBA OMAKOBKHUTE, B KOWTO ClIeJBa Ja Ce
JOCTaBsT J'IGKapCTBeHI/ITe HpOI[yKTI/I 01;06pa3H0 IIOCOUYCHUTEC B HOSI/ITI/IBHI/ISI HeKapCTBGH
CITHCBK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHeHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrostHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Ct.3aropa“ EOO/I Bceku padoten neH ot 07:304.
1o 14:00q.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCWCTBAIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €IPO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbBIIH, TAKCH, MUTA, TPAHCHIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen JJIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnoxenne Ne 1 kbM HacTOSIIIKS TOTOBOP B CHOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3amnmamia yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxaaHe, pascpoueHo 10 30 auu cnen mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. BcuukM TUTAalaHUsT MEX]y CTPAHUTE O JIOTOBOpa Ie Ce M3BBPINBAT M0 OAaHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJICKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHBHUS JIEKapCTBEH CIMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKU OT 3allMCaHUTe B Hero pedepeHTHH cTorHOCTH. Korato Oble HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObJe AOTOBOPEHA OTCTHIIKA IO
pena Ha JNEWCTBAIOTO 3aKOHOIATENICTBO C MPUTEXKATENsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXUTeNnsaT ro
3ariaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pElIeHUE Ha
KOMIIETEHTHHUSI OpraH 3a HeiiHaTa mpoMSsHa.

6. Koraro JIOCTABUYUMKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3arIaTriI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 M3M'BJIHEHUTE OT TAX paboOTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yacrtra oT nmopbukara, KOATO CE€ U3IbIHABA OT MOAUIIBIHUTEI, MOXKE 1a Oblie
npenagena karo otneneH obekr Ha JOCTABYUUKA wmm wa BbB3JIOKUTEJA,
BB3JTOKUTEJIAT 3amnama Bb3HArpKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTEN.
[InamaneTo ce ochlIECTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MNOAU3IBJIHUTENS M0
BB3JIOKUTENS Ype3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JIOCTaBUMKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO JIajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa MpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKAHEeTO 3a IJIAllaHe €
OCTIOPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHE HA MPUYMHATA 33 OTKAa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOKHUTEJIA

1. BB3JIOKUTEJAT e mnmexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HA MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
JIOTOBOP/IOTOBOPY 32 TMOAM3IIBIHEHWE, paboTaTa HAa TOAW3NBIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwhctBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e piexeH Aa IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa ot JOCTABUMKA na ckiouu W 1a My TPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE C TTIOCOYCHUTE B opepTaTa My MOTU3IBIHATEIH.

V. IIPABA U 3AJIBJIKEHUA HA JOCTABYUKA

1. JOCTABUYUUMKDBT e mnbxen ga gocraBu Ha BB3JIOXKUTEJISA 3assenute
JIEKapCTBEHH MPOJYKTHU B CPOK A0 S /mer/ padorHm qHu ot 3asBkata Ha BB3JIOKUTEJISA.
JlocTaBsiHETO ce OChIeCTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABCHHUTE MPOIYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHCTOSIHHE Ja
W3MBIHN KAa4€CTBEHO U B IMBJCH 00EM 3aqbJDKEHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprara My
MOAN3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETo/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€HO C JI0KA3aTEJICTBO Y€ ca
HM3ITBJIHCHN U3MCKBAHUATA Ha 4i1.66, ain.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(POPMAIMS 32 TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBJIHCHHE.

7. Ja cmaszBa ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JOCTaBKaTa Cce€ U3BBPIIBA OT OMNpEeAeNeHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce€ YJOCTOBEpsiBA C TMOJNUCBAHE OT JuUIaTa IO
mpeaxoaHaTa TOYKAa Ha JBYCTPaHEH IpelaBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJM3IBIHEHHUE,
paborara Ha mnomausmbaHUTenUTe ce mnpuema ot BB3JIOKUTEJISA B npucbcTBHEeTO Ha
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 330bJDKEHUSTA CU 110 HACTOSIIUS JONOBOP HEU3IpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa OOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JMXBa 3a CPOKa Ha
3a0aBaTa WK HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WJIM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HA CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTHUPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
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3aKOHOJATEJICTBO MJIM KOTaTo HAJBHIIABAT IOCOYCHHTE IeHW B [lO3UTHBHHS JIEKapCTBEH
ciucvk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Onio o6e3meTeHus (3a IpeThbPIeHN BPEIH, 32 HEU3ITBIHEH IOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).
3. B ciyuaii Ha mocTaBKa Ha JIEKAPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxu HEYCTOMKA KAKTO ClieBa:
- cpok Ha 2coonocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na docmaskama;
- cpok na 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbtr ocurypsisa B mnon3a Ha BB3JNOKUTEJIIS rapanmus 3a mo0po
U3IBJIHEHHE Ha JjgoroBopa B pasmep Ha 83753,40aB. B nmomyctumara ot 30I1 ¢opwma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOKHUTEJIAT uma npaBo Aa 3aJbp>Ku Ta3u TapaHUs U Jja ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHMUS W pa3Mep NMpU HEU3NbIHEHHE Ha KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, nmpou3tiuyaiiy oT I0roBopa U/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
npesiBsABa UCK 3a pa3sinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJAT ocoboxxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 /1a IBJDKH JIMXBAa WIM 00€3IIeTeHHE 32 BPEMETO 10 TOBA
0CcBOOOXK1aBaHE.

IX. JOIIbJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKAPCTBEHU MPOJYKTH, a 3a CKPUTH HEIOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha jpoctaBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTe TPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIrIacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u3NBJIHU 330BKCHUETO CH IO MPEAXOJIHATA
touka BB3JOKUTEJIAT uma npaBo na OTKaxe IUIAIIaHETO, a aKo IUIAlaHETO € Beue
U3BBPIICHO J1a IPUXBaHE CTOWHOCTTA HA PEKIIAMUPAHUTE MIPOIYKTH OT CIIEABAIIN JOCTABKH.

3. JloroBop®bT ce mpeKkpaTsiBa:

a) C U3TUYaHE CPOKA Ha JJOTOBODPA;
0) 10 B3aMMHO MIMCMEHO CIIOpa3yMEHNEe Ha CTPAHUTE;
B) C pa3BaJIIHETO My M0 pena Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJIU TPEKpaTsIBaHe
Ha pa3pelIeHUETo WK yI0CTOBEPEHUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycioBusiTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ eqnoceAMUYHO MTPEAN3BECTHE, AKO HE € B CbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJW HEMpEIBUICHU 00cTosATeNncTBa. B TO3M ciydail ce
ypexaar (UHaHCOBUTE B3aMMOOTHOIIICHHUS MEXKIy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKka u
0100peHu OT Bb310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JIOCTABUYMKA 32 u3nbjIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

u) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHUE 10 Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla TapaHIaTa 3a U3IBIHCHHETO MY, HE Ce
3ariamaTr M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
ObJle CKIIIOYEH JO0rOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3naBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-0aronpusITHA
OT T3 IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPUI 3a OIICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTUrane Ha Criopa3yMeHHe, Te peliaBaT cropa 1o chaeOeH pel.

5. 3a BCMUYKM HEYypeJeHU B TO3M JOrOBOp BBIIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIOTO 3aKOHOAATEIICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:
“KOLl - CTAPA 3ATOPA” EOOJ »®BOHUKC ®PAPMA“ EOO/
VYnpaButen: /1 / cver wn2uun23 om 33011 Ynpasurenu:

[ n-p T1. Yunuurupos / /Hukomnait bunes Kones

Becenun BennukoB KyHnes
IOmman AranacoB HenemnueB

u

Panoctun I'eoprues JJumMutpos,
ype3 [IbaHOMOIIHUALIUTE:

1. / 1/ cven wr2uun23 om 3317
| Kpacumup Hukonaes /

2. / 1T / cven. yn.2 uun.23 om 3300
| Nanunena Hukomnosa /
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" ®bOHUKC dapma” EOO[

MpunoxeHue Ne 1
kbm Jorosop Ne 10 ot 02.07.2018r.

O6oco MpeanoxeHa MpennoxeHa
MexayHapoaHo MpuTtexaTen Ha
Ne no| GeHa nekapctBeHa LueHa 3a ueHa 3a . Tbproecko
ATC koa HenaTeHToBaHo MsipKa | KOnM4YecTBO A0 O6Lwa cTonHoCT paspeLlnTenHoTo
pen | nosuy Hanverosatme / INN / dopma eavHULa MapKka | on./amn./dn. ¢ HauMeHoBaHue 33 vnoToeba
ns Ne cBkn. 40C Bkn. 4AC ynotp
1 2 3 4 5 6 7 8 9 10 11 12
Accord Healthcare
1 6 L01AX03 |Temosolomide nepopanka opua | Mg 300 000 0.18240 91.20 54 720.00 Temozonomua Acopa Limited,
kanc. 100Mr x 5 Ob6eanHeHo
KpancTteo
Accord Healthcare
2 7 | L01BA01 |Methotrexate e opana mg 10000 0.03234 32.34 323.40 MeToTpeKcar Axopa Limited,
thopua ¢n. 100mr/Mn 10mn x 1 ObeaunHeHo
Kpancteo
Accord Healthcare
3 | 11 | Lo1BCo2 |Fluorouracil 1000 mg | ™7™ | mg | 10000 000 0.00492 4.92 49.200.00 ®nyopoypauun Axopa Limited,
bopa cbn.50mr/mn 20mn x1 O6enmnHeHo
Kpancteo
Accord Healthcare
4 | 12 | L01BCO5 |Gemcitabine 1000 mg | "I | mg | 2000 000 0.02796 27.96 55 920.00 FemunTabuH Axopa dn. Limited,
100mr/mn  10mn ObeauHeHo
Kpancteo
Accord Healthcare
5 14 | L01BCO6 |Capecitabine 500 mg | nepopansacopwa | mg 72 000 000 0.00125 74.94 90 000.00 KaneuutabuH Axopn Limited,
T6. 500Mmr x 120 Ob6eanHeHo
Kpancteo
Accord Healthcare
6 | 21 | LoicDot |Paclitaxel 300 mg e | mg 144 000 0.17820 53.46 25 660.80 Maknutakcen Acopa Limited,
¢n. 6mr/mn  50mMn ObeauHeHo
Kpancteo
7| 24 | Lo1CDos |Cabazitaxel oo | Mg 5 760 121.32000 7 279.20 698 803.20 [DKEBTAHA awnsowr 1 | o Of Aventis

Groupe,PpaHuus




MUWTOKCAHTPOH .

Ebewe Pharma

8 | 28 | Lo1DBO7 |Mitoxantrone i mg 6 000 2.94000 58.80 17 640.00 GmbH. N.fg,
2mr/mn 10mnx1 EBEWE ABCTpI/IH
Accord Healthcare
9 | 29 | Lo1XA01 |Cisplatin 50 mg o | mg 150 000 0.21072 10.54 31 608.00 :—!ﬂ‘:‘/ﬁ:’;ﬂrt Axopa on. oléén;:iiho
Kpancteo
Accord Healthcare
10 | 32 | L01XA03 |Oxaliplatin 100 mg T o mg 180 000 0.26940 26.94 48 492.00 g}f,fﬁ";,ﬂ:am" Aopa Olii_g:ig;uo
Kpancteo
11 | 35 | Lotxcos |Cetuximab e | Mg 180 000 3.86520 386.52 695736.00  |EPOUTYKC®n. suriun Mﬁ;‘;':ﬂ:fﬁ’
Mn X
2307,15 CyTeHT kanc.12.5mr x30 Pfizer Limitited,
12 48 LO1XE04 |Sunitinib nepopanta hopma mg 180 000 6.15240 4614,30 1107 432.00 CyTeHT kanc. 25 mr x 30 O6eanHeHo
9228,60 CYTEHT kanc. 50 mr x 30 Kpancreo
13 | a9 | LotxEos |Sorafenib nepopana bopMa | mg 2688 000 0.27772 6 220.80 746 511.36 Hekcasap 6. 200mr x Bayer AG,
112 "epmaHus
K Pfizer Limitited,
14 | 57 | LOIXE16 [Crizotinib nepopanka hopua | Mg 900000 0.69760 10 464.00 627 840.00 CalKopM xanc. 250mr OGeanHeHo
x60 Kpancteo
3anTtpan 25wr/vmn dn.
. 661,20 4mn Sanofi- Aventis
15 66 Lo1XX44 (Aflibercept napenTepana mg 80000 6.61200 528 960.00
cpopma 1322,40 3anTpan 25wriwn dn. Groupe,®paHuusa
8mn
16 | 75 | MosBAO6 |Ibandronic acid | mg 3600 3.60000 108.00 12 960.00 C”ﬁj:“ﬁ%‘;:;“xﬁ”“ﬂ Sandoz d.d.
Accord Healthcare
17 | 76 | Mmo5BAG8 |Zoledronic acid napeiepansa | 12 000 5.61300 2245 67 356.00 3oneapoHuk Auna Limited,
topua Axopg con. 4mr/5mn x1 O6eanHeHo

Kpancteo




348 OKcUNaH 16. 5mr x 50
6.96 OKcunaH 6. 10mr x 50
nepopanka opma- ’ G.L. Pharma
18 80 N02AA05 (Oxycodone /modltflicli-:e/lease mg 2 400 000 0.01392 13,92 33 408.00 OKcunaH 6. 20mr x 50 GmbH, AscTpus
aplets, )
27,84 OKCUNaH 6. 40mr x 50
55,68 OKcunaH 6. 80mr x 50
Accord Healthcare
19 | 99 | A04AA01 | Ondansetron naperepansa | 160 000 0.19950 15.96 31 920.00 OHAAHCETPOH Axopn Limited,
thopua ¢n. 2mr/mn 4mn x 10 ObeaunHeHo
Kpancteo
Pfizer Limitited,
20 102 LO1XE33 |Pablociclib nepoparnHa hopma mg 31500 3.19726 8 392.80 100 713.69 MO6paHC kanc.125mr x21 O6enunHeHo
Kpanctso
O6wa cyma ¢ AAc: 5025204.45 ns.
BB3JIOXKUTEJL: JOCTABUYMK:
“KOI - Ctapa 3aropa” EOO/J] »@BOHUKC ®APMA*“ EOOJ
praBI/ITeH: [ 11/ cven. un2 uun23 om 3311 praBI/ITeHH:

/ m-p I1. Yummaarnpos /

/Hukonait Kones, Becenun Kynes, FOnuan Henemdes u
Pagoctun JlumMutpos, upe3 IIbmHOMOIHALATE:

1. /1 /ceprn. w2 u w23 ot 33J1/1
/ Kpacumup Hukosaes /

2. /n/cerm un2 wuan23 ot 33J11

/ Jlannena Hukomnosa /




JOI'OBOP Ne 11

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

»J1OCTABKA HA JIEKAPCTBEHMU INTPOAYKTH 3A JIEYHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 02.07.2018rox. B rp.Crapa 3aropa, Mexuy:

»KOMIINIEKCEH OHKOJIOTUYEH HEHTBHP - CTAPA 3ATOPA” EOO/, cse
cenanuuie u aapec Ha ynpasieHue rp. Crapa 3aropa, yiu.”JI-p T.CtosnoBua” Nel5, Bnucano B
TP na AB ¢ EUK: 000812197, WUa. Ne 3J/IC: BG 000812197 npencraBnsiBano ot aA-p Iletbo
BbiiueB UWIMHTHPOB - yripaBUTEN, Hapu4yaHo 3a kpaTkocT B gorosopa BB3JIOKHUTEJL ot
eIHa CTpaHa
U

»MC ®APMA” AJl, cbe cenanuie u aapec Ha ynpasienue rp. Codust 1618, p-u Opua

Kymen, yn. 3emustae Ne35, Ten.: 02 818 9934, daxc: 02 818 9936, sniucano B TP na AB ¢ EUK:
130861077, 1. Ne mo 34J1C: BG 130861077, npencrasnsBano ot KanostH AceHOB ApceHOB —
M3nbanutenen Jupektop, HapudaHo 3a kparkocT B goroopa JOCTABYMUK ot npyra
CTpaHa,
Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkputa mnpoueaypa 3a Bb3JlaraHe Ha
o0I1ecTBeHA MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmectBenute nopbuku 00731-2018-
0003, uzsbpieno ¢ Pemenne Ne 96/01.06.2018r. va Ynpasurens Ha ,,KOL[ - Crapa 3aropa ”
EOO/] ce ckitouM HACTOSALIMS JOTOBOP 3a OOIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU9aHHU OO0 U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJIMET HA 1OT'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABUUKBHT nmpueMa Ja JOCTaBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHd U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJIAT ce 3agbibkaBa ga My
3aruiaila 1eHara, ChIJIaCHO YCIOBUATA HA HACTOALIMUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca ,,konumdectBa 10 1 He 3aabikaBaT Bb3JIOKUTEJISA na ru 3asBu, NOJIy4YH U 3aIJ1aTd, Thid
KaTo T€ 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA TepaTus
U 1p. BB310KuTEIAT HE MOXKE Ja 3asBH, IMOJIYYH W 3aIIaTH MTOBEYE OT 3alMCAaHUTE KOJTMYECTBA.

2. JlexapcTBEHUTE HPOAYKTH, CJIEIBA Ja OTTOBApAT HA H3MCKBAHMATA, IIPEISBEHM C
MPUIIOKUMOTO 3aKOHOJaTencTBo Ha P.bbirapus m EBponeiickusi ¢bio3, ¢ OCTaThY€H CPOK HaA
TOJHOCT HEe Mo-MajKko oT 60 %, a 3a crenupuuHu OMOJOTHYHU JIEKAPCTBEHH MPOJYKTH - HE
MO-MaJjko oT 25 % OT oTOensA3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE TMPOMYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeda uiu
YIOCTOBEPEHUE 3a pErucTpamms CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KonuuecTBOTO Ha J0CTaBsHUTE MpoAyKTH ce ompenens oT Bh3JIOKUTEJSA upes
3as1BKHM, KOUTO C€ U3BBPIIBAT MUCMEHO. 3asBKUTE ce u3mpamar Ha ajapec rp. Codus 1618, p-u
Ogua Kymnen, yn. 3emmsine Ne35, na e-mail anpec: sales@mc-pharma.com, a te3u mo ¢akc Ha
ten.: 02 818 9936. B 3asBkaTa BB37I0KUTENAT YyTOUHSBA OMAKOBKUTE, B KOWTO CeABa Ja Ce
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JIOCTaBAT JIEKAPCTBEHUTE NPOAYKTH cChoOpazHO mnocodyeHute B [lo3UTHBHHS JekapcTBEH
CIIUCBHK.

II. CPOK 1 MSACTO HA U3ITBbJIHEHUE HA JIOI'OBOPA

1. HoroBopbsT uMa cpok Ha aeiictue ot 24.06.2018r. no 23.06.2019r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBu4™ 15, 6omanyHa anteka Ha ,,KOL[-Crt.3aropa“ EOO/I Bceku padoten neH ot 07:30u.
1o 14:00q.

III. HEHH, PEJI U CPOKOBE HA PA3IIJIAIIIAHE

1. [lenute ca oOpa3yBaHU CBHIJIACHO JCWCTBAIIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKU HAYUCIICHUS, JaHbIIH, TAKCH, MUTA, TPAHCIIOPT U JIp. A0
BB3JIOKUTEJIA c sxmouen [JIC.

2. BB3JIOXKUTEJIAT 3ammama va JOCTABUUKA croiiHOCTTa Ha JTOCTaBEHUTE
IPOAYKTH MO LIeHH, mocodeHu B [Ipmnokenne Ne 1 KkbM HacTOSIIIKS TOTOBOP B CHbOTBETCTBHUE C
JIOCTaBEHUTE KOJIUYECTBA.

3. BB3JIOKUTEJISAT 3ammama yroBopeHara IieHa MO OaHKOB TBT C IUIATEXKHO
HapexxnaHe, pascpoueHo a0 30 auu cnen mpexacraBsiHe oT JJOCTABUYUMKA Ha daxtypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky TUTalaHus MEX]y CTPaHUTE IO JIOTOBOpa Ie Ce M3BBHPINBAT 10 OAHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJICKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTUBHUS JIEKapCTBEH CIHMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKM OT 3allMCaHUTe B Hero pedepeHTHH cToiHOCcTH. Korato OblIe HamaieHa
1eHaTa Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObIe AOTOBOPEHA OTCTHIIKA IO
pena Ha JEWCTBAIIOTO 3aKOHOIATENICTBO C MPUTEXKATEIsT Ha pa3pelieHUueTo 3a yrnoTpebda u B
pe3ynTaT Ha TOBa ILIeHaTa Ha MPOAYKTa CTaHE MO-HHCKa OT JOroBOpeHara, Bb3loXKUTeNnsaT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pEHIeHUE Ha
KOMIIETEHTHHSI OpraH 3a HeHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATENIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTrI Ha
MOU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3M'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yactra oT nmopbukara, KOATO C€ U3IbIHABA OT MOAUIIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obekr Ha JOCTABYUUKA wmm wa BB3JIOKUTEJSA,
BB3JTOKUTEJIAT 3amnama Bb3HArPpAKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce oOcChIIECTBABA Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAU3IBJIHUTENS M0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEeJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JI0CTaBUMKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO J1ajii OCTIOPBA IJIAIIAHUATA WM YaCT OT TAX KaTO HEABJIKUMU.

9. Bp3noxkutensaT uMa mpaBo Ja OTKa)e IJIallaHe Mo T.7 KOraTo HCKaHEeTO 3a IJIallaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYMHATA 33 OTKAa3a.
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IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOKHUTEJIA

1. BB3JIOKUTEJAT e mnmexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HA MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
JIOTOBOP/IOTOBOPY 32 TOAM3IIBIHEHWE, paboTaTa HAa TNOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwhctBuero Ha JOCTABUMKA u noau30bIHUTES.

2. BB3JIOKUTEJIAT e piexeH Aa IuiaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa or JOCTABUMKA pna cxiiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE C TTIOCOYCHUTE B opepTaTa My MOU3IBIHHTEIH.

V. IIPABA U 3AJBJIKEHUA HA JOCTABUUKA

1. JOCTABUYUKDBT e mnbxen ga gocraBu Ha BB3JOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOJYKTHU B CPOK A0 S /mer/ padorHm qHu ot 3asBkata Ha BB3JIOKUTEJISA.
JlocTaBsiHETO ce OChIeCTBsIBa B paboTHH qHU, OT 07:304. 1o 14:00 gaca.

2. JOCTABUYUKDBT e nowxeH aa moeMe 3a CBOS CMETKa Pa3xOJUTe 3a TPAHCIIOPT H

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABEHHUTE MPOYKTH 3a LETUS UM
cpok Ha roaHoct 1npu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHCTOSIHHE Ja
W3MBIHA KAa4€CTBEHO U B IBJCH 00EM 3aqbJDKEHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitouM OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprara My
MOAN3ITBIHUTENH WM Ha TOBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
THU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€IHO C JI0KA3aTEJICTBO Y€ ca
HM3IIBJIHCHHN U3MCKBAHUATA Ha 4i1.66, an.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu MOMCKBaHEe MH(pOPMAIMS 32 TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBIHCHHE.

7. Ja cmas3Ba ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. IlpuemaneTo Ha JOCTaBKaTa Cce€ WU3BBPIIBA OT OINpeAeNeHd OT CTpaHa Ha
BB3JIOKUTEJIA u JOCTABUUKA nuna.

2. Ilpuemanero Ha JOCTaBKaTa Ce€ YJOCTOBEpsiBA C TMOJNUCBAHE OT JuUIaTa IO
mpeaxogHaTa TOYKAa Ha JBYCTPaHEH IpellaBaTeIHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO M3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOrOBOP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomgusmbaHuUTenUTe ce npuema ot BB3JIOKUTEJISA B npucbcTBHEeTO Ha
JJOCTABUYMKA u oau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33BJDKEHUSTA CU 110 HACTOSIIUS JONOBOP HEU3MpaBHATA CTPaHa
IBJDKM Ha M3IIpaBHATa CTpaHa OOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WK HEM3ITbJIHEHUETO BbPXY CTOMHOCTTA Ha 3a0aBSHOTO WJIM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHUE HAa CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTHUPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAILOTO
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3aKOHOJATEJICTBO MJIM KOTaTo HAJBHIIABAT TOCOYCHHTE IeHW B [lO3UTHBHHS JIEKapCTBEH
criucbk, BB3JIOXKHUTEJISAT wnma npaBo ga mpekpaTH €IHOCTPAHHO JOTOBOpa, 0€3 1a AbJDKU
KaKBUTO U Jja Onio o6e3meTeHus (3a MpeThbPIeHN BPEIH, 32 HEU3ITBIHEH TOTOBOP, MPOIYCHATH
MIOJI3U U IPYTH).
3. B ciyuaii Ha mocTaBKa Ha JIEKApPCTBEH MPOIYKT C MO-KPAThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxu HEYCTOMKA KAKTO Clle/Ba:
- cpok Ha 2cooHocm om 59.99 % oo 30 % - 0,25 % ewvpxy cmoiinocmma na oocmaskama;
- cpok Ha 2coonocm om 29.99 % oo 20 % - 0,50 % ewvpxy cmoiinocmma Ha 0ocmaskama;
- cpok Ha 2ooHocm nood 20 % - 5,00 % ewvpxy cmoiinocmma Ha docmaskama;
- npu 0ocmasKka Ha cneyupuuer OUOI0CUYEeH T1eKapCmeer NPOOYKM CbC CPOK HA 200HOCM
noo 25.00 % - neycmoiixa om 2,0 % 6évpxy cmoiinocmma Ha 0ocmaskama.
4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEeKapCTBEHU MPOIYKTH 3a BCEKH JIeH 3a0aBa, HO He moBeue oT 30% oT cToiHOCTTa UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbTr ocurypsisa B mnon3a Ha BB3JNOKUTEJIS rapanmus 3a m0o0po
U3IBJIHEHHE Ha JoroBopa B pasMep Ha 3243,00aB. B pomyctumara ot 30l ¢opwma,
npencranisBama 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JOXKHUTEJIAT uma npaBo aa 3aJbp>Ku Ta3u TapaHUs U Jla ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHUS W pa3Mep NMpU HEU3NbIHEHHE HAa KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYUHMKA, nmpou3Ttiuyaliy oT I0roBopa W/ OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3sinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxxnaBa rapanmusara ciea 31.07.2019r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 1a IBJDKH JIMXBa WIM 00€3IIeTEHHE 32 BPEMETO JI0 TOBA
0CcBOOOXK1aBaHE.

IX. JOIbJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTAaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKQPCTBEHHM MPOJYKTH, a 3a CKPUTH HEJOCTATBIM - Mpe3 IeNus CPOK Ha
rogHocT Ha poctaBeHutre mnpoayktu. B To3u cnywaiik JOCTABUYUUKDBT noamens
peKIaMUpaHUTE TMPOAYKTH C HOBU, KAaYECTBEHH TaKMBa B CPOK, ChIriacHO pasmen V, T.1 Ha
HACTOSIIIHS JOTOBOP.

2. B cnyuait, e JOCTABUUKDT He u3NbJIHU 33BKCHHETO CH IO MPEAXOJAHATA
touka BB3JOKUTEJIAT uma npaBo ga OTKaxe IUIAllaHETO, a aKo IUIAlaHETO € Beue
U3BBPIICHO J1a IPUXBAaHE CTOWHOCTTA HA PEKIIAMUPAHUTE MTPOIYKTH OT CIEABAIIN JOCTABKH.

3. JloroBOp®bT ce mpeKpaTsiBa:

a) C U3TUYaHE CPOKA HA JOTOBODPA;
0) 1Mo B3aMMHO MMCMEHO CIIOpa3yMEHNE Ha CTPAHUTE;
B) C pa3BaJIIHETO My IO pefa Ha wi.87 ot 33/1;
T') C BP€MEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00€3CUIIBaHE WJTU TPEKpaTsIBaHe
Ha pa3pelIeHUeTo WK yI0CTOBEPEHNUETO 3a Thprosus Ha epo Ha JJOCTABUYMKA;
n) npu ycioBusiTa Ha pazaen VI 1.2 ot To3u qorosop;
e) or BB3JIOXKUTEJISA ¢ ennoceAMUYHO MTPEAN3BECTHE, AKO HE € B ChbCTOSIHUE /14
W3MBJIHABA CBOWTE 3aIbJDKEHUS TOPaJM HEMpEIBUIEHU 00cTosATeNncTBa. B TO3m ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHHUSI MEXKTy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBurKa u
0100peHu OT BB310KuTENs IEMHOCTH 10 U3ITBJIHEHUE Ha JIOTOBOPA;
x) nopaau HeBb3MOKHOCT Ha JJIOCTABUYMKA 32 u3nbJIHEHUETO MY;
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3) o BB3JIOXKHUTEJISA Ge3 npeausBecTue npu Bb3HUKBAHE Ha OOCTOSITEIICTBATA
o wr1.118 30I1 umwm o 41,119, an.2 30I1;

u) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHUE 10 Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraieH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE IEHCTBUTEIHU COOCTBEHUIU U €
CKJTIOYEH JIOTOBOD ¢ Hero. B To3u cinyuait He ce BpbIla TapaHIuaTa 3a U3IBIHCHHETO MY, HE Ce
3ariamaTr M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
ObJle CKIIIOYEH JOrOBOP B3 OCHOBA Ha PAMKOBO CIIOPa3yMEHHE ChC CHUIMS MPEIMET MO peaa U
ycnoBusta Ha [IMC Ne 146 ot 9 ronu 2015r. 3a cp3naBaHe Ha LleHTpasieH opraH 3a NOKYIIKHU B
CEeKTOp ,,3apaBeomnaspane” /JIB 6p.44/2015r., u3M. 1 101/, YMUTO KJTay3H ca MO-01aronpusITHA
OT TE€3HU IO HACTOSIIHUS JOTOBOP ChOOpa3HO M30paHusl KPUTEPHUI 3a OLICHKA.

4. Bb3HUKHAINTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIAT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTuraHe Ha Criopa3yMeHHe, Te peniaBaT cropa 1o chaeOeH pe.

5. 3a BCHMUKM HEypeJeHU B TO3M JOTrOBOp BBIPOCH C€ MIpuiarat pasmnopeadure Ha
JIENCTBAIIIOTO 3aKOHOAATEICTBO.

JIoroBOpHT ce€ ChCTaBU B JiBa €IHOOOPA3HU €K3EMIUISPA, IO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOLl - CTAPA 3AI'OPA” EOOJ »MC ®APMA“ Al

Yupasuten: /1 / cven un2 uun23 om 3301 W3n. lupextop: / 1/ cver wn2 uun23 om 3311
/n-p I1. Yunuarupos/ / Kamosta ApceHoB/
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" MC ®APMA" Al

MpunoxeHue Ne 1
kbM Jorosop Ne 11 ot 02.07.2018r.

O6oco Mpeanoxena | lNMpeanoxeHa
MexayHapoaHo MpuTtexaten Ha
Ne no| 6eHa nekapcTBeHa KONMYeCTBO ueHa 3a LeHa 3a .
ATC kog HenaTeHToBaHO Msipka O6wa cTonHocT TbpProBCKO HAMMEHOBAHME | pa3peLuMTENHOTO
peq |nosuy Hanmenosanme / INN / ¢opma no eouHuLa msipka | on./amn./dn. ¢ 33 vioToe6a
ns Ne cBkn. 40C Bkn. 44C ynotp
1 2 3 4 5 6 7 8 9 10 11 12
1 | 19 | LotcBo1 |Etoposide naperrepania bopwa| Mg | 300 000 0.64860 64.86 194580.00 Etosid 20mg/mi solutionfor | 515\ UK\ Ltd
infusion 5ml x 1
O6wa cyma c AAcC: 194580.00 ns.
BB3JIOXKUTEJL: JOCTABUMK:
“KOL - Ctapa 3aropa” EOO/J] »MC DAPMA“ AJl

Ynpasuren:

/n-p I1. Yumuarupos/

[ 11/ cven ur2 uun.23 om 33711

W3n. IMpexTop: /n/corn. un2 u w23 or 33117
/ KanostH ApceHos/
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