JOI'OBOP Ne 1

3A OBLHIECTBEHA ITOPBYKA C NIPEJIMET

“TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEHUEHUE HA
COJIMIHU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. B rp.Crapa 3aropa, Mexmay:

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

»@PAPKOJI* AJl, cbc cemanmine u aapec Ha ympasienue rp. byprac 8000, yn.“Can
Credano® Ne28, ten.: +359 56851721, dakc: +359 56851722, Bnucano B TP na AB ¢ EUK:
102227154, NJI.Ne o 3J/IC: BG 102227154, npencrasnsBano ot Tans MuHueBa MuHYeBa-
bazoreBa — Usnbnuurenen [upextop u I'eopru Ilerkos bazoreB — Ilpencemaren na C/I,
HapuyaHo 3a kpatkocT B gorosopa JOCTABYHUK ot npyra ctpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABUYMKA B orkpuTa mnpouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2017-
0001, u3Bbpuieno ¢ Pemenne Ne 102/01.06.2017r. Ha Ynpasurens Ha ,,KOL] - Crapa 3aropa ”
EOO/] ce ckiroun HACTOSIIHS TOTOBOP 3a OOIIECTBEHA MOPBHYKA 32 JIOCTABKa Ha JICKAPCTBEHU
IPOAYKTH (Hapu4aHu OOIIO U MOOTAETHO ,,ipoayKTh”’) 3a Hyxkaute Ha Bb3JIOKUTEJISA npu
CJIEIHUTE YCJIOBUS:

I. MIPEIMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bw3nara, a [JOCTABUMKDBT mnpuema na pgocraBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHu U kKosnudecTtBa cbriaacHo Ilpunosxkenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOXKHUTEJAT ce 3agbikaBa ga My
3aruiaia LeHaTa, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca opueHTHUpoBbUHH U HE 3aabibkaBaT Bb3JIOKHUTEJIS na ru 3asBu, oay4Yy U 3a11aTh, Thid
KaTo T€ 3aBUCAT OT OCHTYpEHOTO (prHAHCHUpaHe, OpOosi HA MALMEHTUTE, MEIUIIMHCKATA Teparus
u J1p.

2. JlekapcTBeHUTE  MPOJIYKTH,  CcJlelABa  Ja  OTroBapsT  Ha  JICHCTBaIIUTe
CTaHJAPTHU3AIMOHHU JTIOKYMEHTH (MEXIyHApOIHU CTaHIapTH, eBpomneiicku ctanmaptu, BJC,
OH wu xap.), ¢ ocraTp4eH CpPOK Ha TOJHOCT He To-Manko ot 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JIEKaPCTBEHU MPOIYKTH - HE MO-MaJIKO OT 25 % oT oTOens3aHus Ha OMaKOBKaTa.

JlexapcTBeHHTE TMPOMYKTH CJelBa Ja MPUTEKABaT paspelieHue 3a ymnorpedba uium
YIOCTOBEPEHUE 3a pErucTpamus CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KomnuectBoTo Ha mocraBsHuTe npoayktu ce ompenens oT Bb3JIOKUTEJS upes
3as1BKH, KOUTO CE€ M3BBHPIIBAT MUCMEHO WK 110 ¢akc. [IlncMennTe 3asBKu ce u3mpaiaT Ha aapec
rp. byprac 8000, yin.“Can Credano™ Ne28, na e-mail agpec: farkol@farkol.bg, a Te3u mo daxc
Ha Ten.: 056 851 722. B 3asBkara Bb310KUTENAT YyTOUHSABA OMIAKOBKUTE, B KOMTO CIIE/IBA Jia C€



mailto:farkol@farkol.bg

JIOCTaBAT JIEKAPCTBEHUTE TNPOAYKTH choOpazHO mnocodyeHute B [lo3UTHBHHS JekapcTBEH
CIIUCBHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiicteue ot 24.06.2017r. mo 23.06.2018r.

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

I1II. HEHUH, PEJI 1 CPOKOBE HA PA3IIJIAIIIAHE

1. Ilenute ca oOpa3yBaHU CBIJTIACHO ACWCTBAIIOTO 3aKOHONATENCTBO B bbarapus 3a
THPrOBIU HA €IPO M BKJIIOYBAT BCUYKWA HAYUCIICHUS, TaHBIU, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJISA ¢ Bxmouen [/IC.

2. BB3JIOKHUTEJISAT 3amnama Ha JTOCTABYMKA croitHOCTTa Ha JOCTAaBEHUTE
MPOJIYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenue Ne 1 kbM HAcTOSIIUS TIOTOBOP B CbOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB IBT C IUIATEXHO
Hapexaane, pascpoueHo no 30 muu crmen mpexacraBsne or JOCTABYUUKA nHa daktypa,
noanucana or Bb3JIOKHUTEJISA.

4. Bcuukd TUTammaHusi MEXIy CTpaHUTE IO JIOTOBOpA III€ C€ M3BBPINBAT MO OaHKOBaTa
cmetka Ha JIOCTABUYMKA, nocoyeHa B U3aeHaTa OT HEro (akTypa.

5. llenute ca QukcupaHu W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JEWCTBHE Ha
noroBopa. [Ipoaykrure, BkiItoueHU B [103UTHBHUS JEKapCTBEH CIHCHK HE MOrar Ja Obaar ¢
IIEHU, TO-BUCOKM OT 3allUCaHWTe B Hero pedepeHTHH croitHocTH. Korarto Obme HamarneHa
[[eHaTa Ha MpoayKTa mo [lo3UTHBEH NeKapCTBEH CMHUCHK WK OBbIEe JOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHAaTa Ha MPOAYKTAa CTaHE MO-HUCKA OT JOTOBOpeHaTa, Bb3I0XKUTENSAT ro
3aruialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO pPEUICHHE Ha
KOMIIETEHTHHSI OpTaH 3a HelfHaTa IpOMsIHA.

6. Korato JJOCTABUYUUKDBT e ckirouns JOrOBOP/IOTOBOPH 3a TOAU3IBIHCHHE,
BDB3JIOKUTEJIAT wusBbpiiBa OKOHYATENHO IUIalllaHe KbM HEro, clieJ] Karo Obaar
MpEeCTaBeHU 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 BB3JIOXKHUTEJA,
BB3JIOKUTEJAT 3annama Bb3HArpOKICHUE 3a Ta3W 4YacT Ha MOJU3IBJIHUTEIS.
[InamaHeTo ce OChIIECTBSIBA Bb3 OCHOBA HA HMCKaHE, OTHPABEHO OT MOIU3IBIHUTENSA 0
BB3JIOKUTENS 4pe3 JIOCTaBUYMKA, KOWTO € JUIBXKEH Ja o MpeloCTaBh Ha BB3JIOKUTENS B 15-
JTHEBEH CPOK OT IMOJy4aBaHETO MY.

8. KbM nckaHeTo mo mpeaxoHara ToUKa JTOCTaBYUKBT MPECTaBsl CTAHOBUIIE, OT KOETO
Jla € BUJHO JIaJId OCIIOPBA IUIAIAHUATA WA YaCT OT TAX KaTO HEIBJIKUMH.

9. Bp3nmokuTensaT uMa MpaBo Ja OTKaxe IUIAIIaHe Mo T.7 KOraTo UCKAHETO 3a IJIAIIaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE Ha MPUYMHATA 33 OTKa3a.

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e mnpxen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
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KbM TSX IpeAsiBeHH oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckirounn
JIOTOBOP/IOTOBOPY 32 TMOAM3IIBIHEHWE, paboTaTa HAa TNOAW3NBJIHUTEIUTE 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 NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBIIHEHNE ¢ TTIOCOYCHUTE B opepTaTa My MOU3IBIHHTEIH.

V. IIPABA U 3AJBJIKEHUA HA JOCTABUUKA

1. JOCTABUYUUKDBT e mnbxen ga paocraBu Ha BB3JOXKUTEJISA 3assenute
JIEKapCTBEHH MPOJYKTH B CpOK 10 5 /met/ pabotHu muu ot 3asBkata Ha BB3JIOKUTEJIA
WIK B CPOK YrOBOpPEH NpHU 3asBKaTta My. JloCTaBSHETO ce OChIIECTBSIBA B PaOOTHU THU, OT
07:304. 1o 14:00 ygaca.

2. JOCTABYHUKDT e mapxeH aa moeMe 3a CBOsS CMETKa Pa3XOAHWTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana 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 IO AOrOBOPA, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAY€CTBEHO U B IBJEH 00EM 3aqbJDKEHHSTa CH 10 HEro, KakTo U 4e MOAabpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTOTOBOP/AOTOBOPU 3a MOAM3ITBIHEHHE C MOCOYEHUTE B odeprara My
MOAU3MBIHUTENIN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATa 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOSALIMS JOTOBOP M Jla MPENOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-gHEBEH CpOK OT CKJIKOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
M3IBIHCHN M3UCKBaHUATA Ha 41.66, aim.2 m an.11 30I1.

6. Jla mpemoctaBs npu MoucKkBaHe WH(pOpMAIHS 3a IMJIAIAHUATA CH 110 JTOTOBOPHUTE 3a
MOAU3ITbIIHEHHE.

7. Jla cna3pa ctpukTtHO wi.115 30I1.

V1. PEJ 3A IPEJABAHE U IIPUEMAHE HA U3ITBJIHEHUETO

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

2. IlpmemaneTo Ha JOCTaBKara Ce YAOCTOBEpsABAa C TOJMNKMCBaHE OT JMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPaHEH NpeJaBaTeIHO-NPUEMATEeNIeH IMPOTOKON U (akTypa 3a
HEHHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmounii JOTOBOP/IOTOBOPH 3a TIOJU3IBIIHCHHE,
paborara Ha mnomusnbaHuTenuTe ce npuema oT BB3JIOXKUTEJIA B mpuchcrBuero Ha
JOCTABYMKA u nogu3mbIHUTEIS.

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a Heu3MbIHEHHE Ha 3abJKEHHSTA CU IO HACTOSIIUS JOTOBOP HEU3MpaBHATa CTpaHa
IBIDKU Ha U3MpaBHATa CTpaHa oOe3lIeTeHHEe B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3II'BJIHEHNETO BbPXY CTOHHOCTTA Ha 3a0aBSIHOTO UM HEM3IBJIHEHOTO.

2. [Ipu HeW3MbITHEHNE HA CPOKOBETE 33 JOCTABKa, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JIOCTABYMKA, omnpenensHeTo WM B OTKIOHEHHME OT JEWCTBAIIOTO
3aKOHOAATCJIICTBO HWJIM KOrato HaJABHUIIIaBAT IIOCOYUYCHUTC IICHU B ITo3uTuBHUSA JICKApCTBCH
ciucbk, BB3JOKUTEJJIAT wuma npaBo 1a U3BBPIIBA JOCTaBKAa HA MPOIYKTUTE OT APYrU
THPTOBIM/ TPOU3BOAUTENH, KAKTO W Ja MPEKpaTH €IHOCTPAHHO JIOTOBOpa, 0€3 Ja IBbIDKU

3



KaKBUTO U J1a Oniio obe3ieTeHus (3a NpeThbpIeHn BPEIn, 32 HEU3IbIHEH JOTOBOP, MPOMYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha mocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPaThK OT JIOTOBOPEHUS CPOK Ha

rogHoct JOCTABUYUKDBT abmxu HEYyCTOMKA KAKTO Clle/Ba:

- CpoK Ha rogHocT OT 59.99 % 1o 50 % - 2,0 % BBpXy CTOHHOCTTA Ha IOCTABKATA;

- cpok Ha TotHOCT OT 49.99 % no 40 % - 3,0 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 29.99 % mo 20 % - 7,5 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATA;

- IIpU JOCTaBKa Ha crelu(uUeH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha JIOCTaBKarTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIMA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JTOKHUTEJSA rapannus 3a 1o0po
W3MBJIHEHUE Ha JoroBopa B pasmep Ha 593,56aB. B gomyctumara ot 3O0Il dopwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbp>KH Ta3u TapaHIMs U J1a C€ Pa3oOpeau C
Hesl, KaTO C€ YJOBJIECTBOPH OT IBJIHHUS W pa3Mep NMPU HEH3MBIHEHHE HAa KOETO W Ja € OT
sanpmkeHusTa Ha JJOCTABUMKA, npoustryaniy oT J0roBopa W/l OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOXKUTEJIAT
IpesBsiBa HCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKHUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 Ja ABJDKM JIMXBa WK 00e3IEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHeE.

IX. JOII'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamanuy 3a iBHU HEAOCTAThLM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIGKapCTBEHM TMPOAYKTH M B 5 JHEBEH CpPOK OT JOCTaBKara Ha
paarodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 IeNlus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosm caydait JOCTABYUKDBT noamens pekiaMupaHUTe
MPOJIYKTH C HOBHU, KaYECTBEHH TaKUBA B CPOK, ChIIIACHO paznen V, T.1 Ha HACTOSIIMS 10TOBOP.

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

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MHUCMEHO CIIOpa3yMeHUe Ha CTPAHUTE;
B) C pa3BaJIsIHETO MY 10 pena Ha Wwi.87 ot 33/];
I') C BpEMEHHOTO WJIM OKOHYATEITHOTO OTHEMaHe, 00e3CHIIBaHEe WM MPEKpaTsiBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha enpo Ha JIOCTABUYUKA;
1) 1pu ycnosuarta Ha paszaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqrHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B CHCTOSTHHE J1a
U3MBIHSIBA CBOUTE 3abJDKCHHS MOpPaau HEMpEABHACHU OOCTOSITeNCTBA. B TO3u ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;



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 €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3IbIIHEHUETO 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
0bJIe CKITFOYEHO PaMKOBO CIIOpa3yMEHHUE ChC ChINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Neo
146 or 9 roum 2015r. 3a cw3gaBaHe Ha lleHTpaseH opraH 3a NOKYIKH B CEKTOP
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIIUS JJOTOBOP ChOOpA3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTurane Ha criopa3yMeHHe, Te peliaBaT cropa 1o chaeOeH pel.

5. 3a BCHUYKM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH C€ Npuiarat pasmnopeadure Ha
JEHCTBAILIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JOCTABYHK:

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

VYupaBuren: / 1/ cven ur2 uun23 om 33711 W3n. lupextop: / 1/ cver wn2 uun23 om 33711
/n-p I1. Yunuarupos/ / Tanst MunueBa — bazoreBa/

[Mpencenaren Ha CL: / 11 / cven wn2 uun23 om 33010
/ T'eopru bazortes /



" ®apkon " Al

MpunoxeHune Ne 1
kbm [orosop Ne 1 ot 22.06.2017r.

MexayHapoaHo MpegnoxeHa MpegnoxeHa MovTexaTen Ha
Ne no | O6ocobeHa HenaTeHTOBaHO | nekapcTBeHa KONnM4ecTBO ueHa 3a ueHa 3a O6wa Tbproecko P
ATC kop MspKa M paspeLumTenHoTo
peq | nosuums Ne HammeHoBaHue / cdopma ao egvHuua msapka | on./amn./con. ¢ | cTomMHOCT HanMeHoBaHue 33 vioTpe6a
INN / c B, AC BKn. JC ynotp
1 2 3 4 5 6 7 8 9 10 11 12
napeHTepanHa Actavis Group PTC
1 63 LO1XX17 |Topotecan chopma mg 1200 17.29500 69.18 20754.00 Potactasol 4mg ehf., VicnaHaus
Fentanyl 75 victanyl 75 megin Actavis G PTC
2 90 NO2ABO3 y nnactup | meg/h | 150 000 0.09908 37.15 14860.00 [transdermal clavis aroup
mcg/h ehf., cnangus
patches x 5
O6wa cyma c AC: 35614.00 n..
BB3JIOKUTEJ: JOCTABYUK:
“KOII - Crapa 3aropa” EOO/] »Papkoa*“ ALl

VYnpasuten: /n/covra. wi.2 u w23 ot 33JI]
/n-p I1. YunmarHpos/

Wzn. Jupextop:  /n/cbrm. un.2 nun.23 ot 3311
/ Tans MunueBa — bazoreBa/

Mpencenaren na C: /m/cerm. w2 wun.23 ot 331

/ Teopru basotes /




JIOTOBOP Ne 2

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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

,,EI71 EH/J I ®APMA BBJII'APUSA“ EAJl, cbe cenanuuie U aapec Ha yIpaBlIeHUE
rp. Codus 1271, paiton Hanexna, yiu. Poxxen Ne24, ten.: +35928103949, dakc: +35928103993
Brucano B TP Ha AB ¢ EUMK: 131107072, U/{.Ne mo 3/1/1C: 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 JJOCTABYMUKA B oTkputa mnpouenypa 3a Bb3JlaraHe Ha
o0IIecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmmectBenute nopbuku 00731-2017-
0001, usebpureno ¢ Pemenune Ne 102/01.06.2017r. na Ynpasurens na ,,KOI] - Ctapa 3aropa ”
EOO/I ce ckitouM HACTOSALIMS JOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapuU4aHHU OO0 U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJIMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a [JOCTABUYUMUKDBT mnpuema na pgocraBs Ha
BBb3JTOKUTEJIA nponykt, mo neHd ¥ KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosuwmsi goroBop, a BB3JNOXHUTEJIIAT ce 3agpmxaBa ga My
3arJaia 1eHaTa, ChbIJIaCHO YCJIOBHUSTA Ha HACTOSIIUS JOoroBop. Taka 3amucaHuTe KOJIMYECTBa
ca opueHTHpoBbUHU U He 3aabmkaBaT Bb3JIOKUTEJISA na ru 3as8u, Noiny4u U 3amiaTH, Thid
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (puHaHCHpaHe, Oposi Ha MalMEeHTUTE, MEIULIMHCKATa Tepanus
u Jp.

2. JlekapcTBeHUTE  TPONYKTH,  cjleiBa  Ja  OTroBapsT  Ha  JeHCTBalIUTe
CTaHJAPTU3ALMOHHU JTIOKYMEHTH (MEXIyHapOIHU CTaHIapTH, eBpomneiicku ctanaaptu, BJC,
OH u gap.), ¢ ocrarb4eH CpPOK Ha TroJHOCT He mo-Maiko or 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JICKAPCTBEHU MPOIYKTH - HE MO-MaJKO OT 25 % oT oTOens3aHus Ha OMaKoOBKaTa.

JlekapcTBeHUTE TPONYKTH CjellBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Hiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonmnuectBoTo Ha goctaBsHuTe npoayktu ce onpenens or Bb3JTOKHUTEJSA upes
3asBKH, KOMTO C€ U3BBPILIBAT MUCMEHO Wi 1o (axc. [IucMenuTe 3asBKH ce U3Mpaliar Ha ajJpec
rp. Codus, k. CTyneHTcKH Tpaj, yi. ,,[Ipod. Anekcanabp Don Ne2, Bx.b, er.7 , Ha e-mail
aapec: irena.kunova@adpharma.com, a tesu mo ¢akc ma Tem.: 02/8103993. B 3asBkara
Bb310)XuTENAT yTOYHSIBA OIMAKOBKUTE, B KOWUTO ClIeBa Jla C€ JOCTaBST JIEKAPCTBEHUTE
IPOAYKTHU ChOOpa3Ho nocoyeHuTe B [103UTHBHUS IeKapCTBEH CIUCHK.



II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiictBue ot 24.06.2017r. mo 23.06.2018r.

2. Msacro Ha wusmbIHeHWe Ha mopbuykata ¢ rTp.Crapa 3aropa, ym. ,J-p Tomop
CrosHoBHuu* 15, 6omanyHa anreka Ha ,,KOL[-Ct.3aropa“ EOO/] Bceku paboten neH ot 07:304.
10 14:00u4.

ITII. HEHU, PEJI 1 CPOKOBE HA PA3IIJIAIIIAHE

1. Ilenute ca oOpa3yBaHU CBIJTIACHO ACWCTBAIIOTO 3aKOHONATENCTBO B bbarapus 3a
THPrOBIU HA €IpO M BKJIIOYBAT BCUUYKWA HAYUCIICHUS, TaHBIU, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJISA ¢ Bxmouen [JIC.

2. BB3JIOKHUTEJAT 3amnama Ha JTOCTABYMKA croitHOCcTTa Ha JOCTAaBEHHUTE
MPOJYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenue Ne 1 kbM HacTOSAIIUS TIOTOBOP B ChOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB HBT C IUIATEXKHO
Hapexxaane, pascpoueHo no 30 muu crmen mpexacraBsHe or JOCTABYUUKA nHa daktypa,
noanucana o Bb3JIOKHUTEJISA.

4. Bcuukd TUTalaHusi MEXIy CTPaHUTE IO JIOTOBOpA 1€ C€ M3BBPINBAT 1O OaHKOBaTa
cmetka Ha JIOCTABYMKA, nocoyeHa B U3AaeHaTa OT HEro (akTypa.

5. llenute ca QukcupaHn W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JEWCTBHE Ha
noroBopa. [Ipoaykrure, BkiItoueHU B [103UTHBHUS JIEKapCTBEH CMHCHK HE MOrar Ja Obaar ¢
IIEHU, TO-BUCOKM OT 3allUCaHWTEe B Hero pedepeHTHH croitHOocTH. Korarto Obme HamalneHa
[eHaTa Ha MpoaykKTa mo [lo3UTHBEH JeKapCTBEH CMHUCHK WK OBbIEe JOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHAaTa Ha MPOAYKTAa CTaHE MO-HUCKA OT JOTOBOpeHaTa, Bb3I0XKUTENSAT ro
3aruialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO pPEUICHHE Ha
KOMIIETEHTHHSI OpPTaH 3a HeifHaTa IpoOMsHa.

6. Korato JJOCTABUYUUKDBT e ckirouns JOroBOP/IOTOBOPH 3a TOAU3IBIHCHHE,
BDB3JIOKUTEJIAT wusBbpiiBa OKOHYATENHO IUIalllaHe KbM HEro, clieJ] Karo Obaar
MpEeCTaBeHU 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, MOXKE /13 OblIe
npexanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BB3JOXHUTEJA,
BB3JIOKUTEJAT 3annama Bb3HArpaKICHHWE 3a Ta3W dYacT Ha MOJU3IBJIHUTEIS.
[InamaneTo ce OChIIECTBSIBA Bb3 OCHOBA HA HMCKaHE, OTHPABEHO OT MOIU3IBIHUTENSA 0
BB3JIOKUTENS Ype3 JIOCTaBUYMKA, KOWTO € JUIBXKEH Ja o MPelOoCTaBU Ha BB3IOKUTENS 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 HEIBJIKUMH.

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

IV. ITIPABA U SAABJI’)KEHUS HA Bb3J1OKUTEJIA
1. BB3JIOKUTEJAT e mnexen na npueme gocraBeHute or JOCTABUYHUKA

MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSATA
KbM TAX MpEAsiBEHU OT JeicTBamoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
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JIOTOBOP/AOTOBOPH 32 MOAM3MBIHEHHE, paboTaTa Ha NOIU3NBIHUTEIUTE CE€ MpuemMa oT
BBb3JTOKUTEJIA B npuckerBuero Ha JOCTABUHUKA v noau3nbIHUTENS.

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

3. Ja msuckBa or JOCTABUMUKA na ckimoud M Ja My HpEACTaBU JOTOBOPH 3a
MOJM3IBbJIHEHHE ¢ TOCOYEHUTE B oepTaTa My MOIU3ITBIHUTEIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na pocrau Ha BB3JIOXKHUTEJISA 3asBenute
JICKaApCTBCHH MPOJYKTH B CPOK 10 2 /nBa/ paboTau mHu OT 3asBkata Ha BB3JIOKUTEJISA
WM B CPOK YrOBOPEH NIpH 3asBKaTta My. JlOCTaBSIHETO CE€ OCHIIECTBABA B PAaOOTHH JHH, OT
07:304. go 14:00 4aca.

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

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXUTEJISA.

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

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

5. Jla cxitouM OTrOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TONBJIHUTEIIHO 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 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 ¥ HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 330BJDKEHMSTA 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 3a0aBSIHOTO WJIM HEM3ITBIHEHOTO.

2. Ilpu Heu3NbJIHEHNE HA CPOKOBETE 3a JOCTABKA, CAMOBOJIHO KOPUTUpPAHE HA IECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAILOTO
3aKOHOJATEJICTBO MJIM KOIraTo HaJBHIIABAT IOCOYEHHUTE LeHW B [l03UTHBHHMA JIeKapCTBEH
cnucbk, BB3JTOXUTEJIAT uma npaBo 1a u3BbpLIBA AOCTAaBKA HA MPOAYKTUTE OT JIPYrH
THProBUY/ TPOU3BOJUTENHN, KAKTO U Ja IPEKpaTH €JHOCTPAHHO AO0roBopa, 0e3 aa IbJIKH
KaKBHUTO M J1a OMiio oOe3meTeHus (3a NpeTbpIeHn BpeIu, 3a HEU3IIbJIHEH IOTOBOP, IPOIYCHATH
MIOJI3U U IPYTH).
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3. B ciyuaii Ha gocTaBKa Ha JIEKapCTBEH NMPOAYKT C MO-KPaThK OT JOTOBOPEHUS CPOK Ha

rogHoct JOCTABUYUKDT abmxu HEYCTOMKA KAKTO Clle/Ba:

- CpoK Ha rogHocT OT 59.99 % 1o 50 % - 2,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % no 40 % - 3,0 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBPXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 29.99 % mo 20 % - 7,5 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uUeH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha JJOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT nbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha 1eH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHEHHE Ha JoroBopa B pasmep Ha 5976,00mB. B momyctumarta oT 30I1 dopma,
npencranisiBama 2 % ot croiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U J1a C€ Pa3IoOpeau C
Hesl, KaTO C€ YJOBJIETBOPH OT IBJIHHUS W pa3Mep MPU HEH3MBIHEHHE HAa KOETO W Ja € OT
sangpmkeHusTa Ha JJOCTABUMKA, npousTryaniy oT J0roBopa W/Uil OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOXKUTEJIAT
IpesBsiBa MCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKHUTEJISAT ocoboxnaBa rapanuusita cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 J1a ABJKM JIMXBa WK 00e3lEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamManuy 3a IBHU HEAOCTATbLM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOAYKTH M B 5 JHEBEH CpPOK OT JOCTaBKara Ha
panuodapManeBTUIlM, a 3a CKPUTH HEAOCTATBhIM - Mpe3 ILeJdus CPOK Ha TOJHOCT Ha
noctaeHute npoayktd. B Tosu caydain JOCTABYUKDBT noamens pekiaMupaHUTe
IPOAYKTH C HOBH, KAUECTBEHU TAKUBA B CPOK, CHIVIACHO pazzen V, T.1 Ha HaCTOSIMIMS JOTOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3OBJIHU 3aAbHKEHUETO CH IO MPEIXO0JHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKO IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOIYKTH OT CIEABAILN JOCTABKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 110 B3aMMHO MHCMEHO 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 JIOCTABUYUKA;
1) 1pu ycnosuarta Ha paszzaen VII 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B ChCTOSIHHE J1a
U3IIBJIHSABA CBOMTE 3aJbJDKEHUS MOpaIM HEmpeABHIEHH oOcTtosATencTBa. B To3m ciyuail ce
ypexaar (pMHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/ly CTPAHUTE 3a U3BbpIIEHUTE 0T JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH MO U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;
3) ot BB3JIOKUTEJISA 6e3 npenusBecTre Mpy Bb3HUKBAHE HA 00CTOSITEICTBATA
o wr.118 30I1 umwm o 4,119, an.2 3011,
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) ot BB3JIOKUTEJSA 6e3 npemusBecThe, KOraTo Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHnEe 1o Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraIeH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JMIA U TEXHUTE JIEHCTBUTEIHU COOCTBEHUIU U €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3MbJIHEHUETO MY, HE CE
3armiamaTr M3BbpUIEHUTE AciiHOCTH, a onydeHute minamanus o JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJIAT He 1b1KA KOMIICHCAIUH U 00€3IETCHHUS

i) BB3JIOKUTEJIAT npekpatsiBa JoroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHE, aKO
0bJIe CKITFOYEHO PaMKOBO CIIOpa3yMEHHUE ChC ChINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Neo
146 or 9 roum 2015r. 3a cw3gaBane Ha lleHTpasieH opraH 3a NOKYIKH B CEKTOD
,,3apaBeonasane” /JIB 6p.44/2015r., u3M. U 101/, YMATO KIIAy3H ca MO-OJaronpUsSTHH OT TE€3U
M0 HACTOSIIIUS JJOTOBOP ChOOpa3HO M30paHusl KPUTEPUH 3a OIICHKA.

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

5. 3a BCHUYKHM HEYpEJeHU B TO3M JOTrOBOp BBIPOCH C€ MIpuiarat pasmnopeadure Ha
JEHCTBAIIOTO 3aKOHOAATEICTBO.

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

BB3JIOKUTEJIL: JOCTABYHK:

“KOLl - CTAPA 3ATOPA” EOOJ ~EA EHJI U ®APMA BbJITAPUSA EAJI

YnpaButen: / 11/ cver ur2 u wi23 om 33701 Wznenuautened Jupekrop: / 11 / cver un2 u w23 om 3311
/n-p I1. Ynnuarupos/ /n-p Anexcannbsp MapuHOB/



"En eHa On ®apma bwunrapusa" EA[Q

MpunoxeHue Ne 1

kbMm [orosop Ne 2 ot 22.06.2017r.

MpeanoxeHa ueHa Mpeanoxena
ueHa 3a
MexayHapoaHo 33 eA. mApka c on./amn./dn ¢ . Mputexarten Ha
Ne no | O6ocobeHa ATC KOf konuyectBo | AAC do nemu 3Hak obua cTohHoCT
Ne HenaTeHTHO nek. oopma MApKa Ao cned OAC oo smopu \nB THproBCcKo HaMMeHoBaHue paspeLlmTenHoTo
pen nosuuma N2 HaumeHoBaHue [INN/ 3HaK cned ' saynotpe6a
decemuyHama
decemuyHama
3anemas
3anemas
1 2 3 4 5 6 7 8 9 10 11 12
Yervoy 5mg\ml
concentrate for Bristol Myers
7470.00 solution for Squibb
infusion, 1vial 10m| (| Pharma EEIG
1 105 |LOIXC 11| Ipilimumab | @PeHTeRanta ) g 2400 149.40000 358560.00 50mg )
topma Yervoy 5mg\ml
concentrate for Bristol Myers
29880.00 solution for Squibb
infusion, 1vial 40m| (| Pharma EEIG
200mg)
O6bwa cyma c OC: 358560.00 nB.
BB3JIOXKUTEJ: JOCTABYMK:

“KOIl - Crapa 3aropa” EOOJ,

/n-p I1. Yunuurupos/

VYnopasuren: /n/cwbr. un.2 vun.23 or 3314

,,EVl EHJI I ®APMA BBJTAPUS EAJ]

Wsnbnaurenes Jupektop:/ m/ cbri. wi.2 u 423 ot 331

/n-p Anexcannbp MapuHos/




JIOTOBOP Ne 3
3A OBHIECTBEHA IIOPBYKA C IPEJMET

“TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. B rp.Crapa 3aropa, Mexmay:

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

,CODAPMA TPEMJMHI“ AJl, chc cemanuine M ajgpec Ha yrpasienue rp. Codus
1756, paiton Usrpes, yn.“JIpuesap Cranue” Ne5, Codapma busnec Tayswpc, crpama ,,A“,
et.12, Ten.: +359 28133660, dakc: +359 28133666, snucano B TP na AB ¢ EMK: 103267194,
NANe mo 3AJC: BG 103267194, mpencraBnsBano ot Jumutwsp ['eoprueB JumutpoB —
M3nbanautenen nupektop, upe3 MBanm JKenes HaueB — I[IBIHOMONIHMK C II'BIHOMOIIHO
per.Ne6549 ot 16.12.2016r. na Hotapuyc B paiion P.C. Codus ¢ per.Ne400 na HK, napuuano
3a kpatkocT B gorosopa JOCTABYHUK ot npyra ctpana,

Bb3 ocHoBa Ha kiacupaHe Ha JJOCTABYMKA B orkpurTa mnpouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2017-
0001, u3Bbpuieno ¢ Pemenne Ne 102/01.06.2017r. na Ynpasurens Ha ,,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 YCJIOBUS:

I. MIPEIMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bw3nara, a [JOCTABUMKDBT mnpuema na pgocraBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHH U KonudecTtBa cbriaacHo Ilpunosxkenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJAT ce 3agbikaBa ga My
3aruiaia LeHarTa, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca opueHTHupoBbUHH U HE 3aabibkaBaT Bb3JIOKHUTEJIS na ru 3asBu, MoAy4Yd U 3a1U1aTH, Thid
KaTo T 3aBUCAT OT OCHTYpPEHOTO (prHaHCHUpaHe, OpOosi HA MAMEHTUTE, MEIUIIMHCKATA Teparus
u J1p.

2. JlekapcTBeHUTE  MPOJMYKTH,  CcJlelaBa  Ja  OTroBapsT  Ha  JICHCTBAaIIUTe
CTaHJAPTH3AIMOHHU JTIOKYMEHTH (MEXKIyHApOIHU CTaHIApTH, eBpomeiicku ctanaaptu, BJC,
OH u xap.), ¢ ocrarp4eH CPOK Ha TOJHOCT He To-Manko ot 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JIEKaPCTBEHU MPOIYKTH - HE MO-MaJIKO OT 25 % oT oTOens3aHus Ha OMaKOBKaTa.

JlexapcTBeHHTE MPOMYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uium
YIOCTOBEPEHUE 3a pErucTpanms CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KomnuectBoTo Ha mocraBsHuTe npoayktu ce ompenens oT Bb3JIOKUTEJS upes
3asIBKH, KOUTO CE€ M3BBPIIBAT MUCMEHO WK 10 ¢akc. [IlncMennTe 3asBKu ce u3mpaiaT Ha aapec
rp. Codus 1756, paiton Usrpes, yi.“JIpuezap Cranuer* NeS, Codapma busnec Taybpc, crpana
»A“, er.12, na e-mail agpec: helpdeskhs@sopharmatrading.bg, a te3u o ¢dakc na Ten.: 02/



8133 785. B 3asBkata BB3710KUTENAT YyTOYHSIBA OMAKOBKUTE, B KOMTO CJI€/IBA Ja C€ JOCTaBST
JICKaPCTBEHHUTE MPOJIYKTH ChoOpa3Ho mocodeHUTe B [103UTHBHHUS JICKAPCTBEH CITUCHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiicteue ot 24.06.2017r. mo 23.06.2018r.

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

2. BB3JIOKHUTEJIAT 3amnama Ha JJOCTABYMKA croitHOCTTa Ha JOCTAaBEHHUTE
MPOJYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenue Ne 1 kbM HacTOsAIIUS TOTOBOP B ChOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB HBT C IUIATEXHO
Hapexaane, pascpoueHo no 30 muu crmen mpexacraBsHe or JOCTABYUUKA nHa daktypa,
noanucana oT Bb3JIOKHUTEJISA.

4. Bcuukd TUTaIiaHusi MEXIYy CTPaHUTE IO JIOTOBOpA III€ C€ M3BBPINBAT MO OaHKOBaTa
cmetka Ha JIOCTABYMKA, nocoyeHa B U3AaeHaTa OT HEro (akTypa.

5. llenute ca QukcupaHu W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JEWCTBHE Ha
noroBopa. [Ipoaykrure, BkitoueHU B [103UTHBHUS JEKapCTBEH CMHCHK HE MOrar Ja ObJaar ¢
IIEHU, TO-BUCOKM OT 3allMCaHWTEe B Hero pedepeHTHH croitHocTH. Korato Obme HamasneHa
[eHaTa Ha MpoaykTa 1o [lo3UTHBEH NeKapCTBEH CMHUCHK Wi OBbIE JOTOBOPEHA OTCTHIIKA IO
pena Ha JEeWCTBAIIOTO 3aKOHOATENICTBO 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 Ha KOHKPETHOTO PEUICHHE Ha
KOMIIETEHTHHSI OpPTaH 3a HeifHaTa IpOMsIHA.

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 1I0roBopa.

7. Koraro wacrra oT mophyKaTa, KOSTO C€ U3IMBIHABA OT MOAU3IBIHUTEI, MOXE /13 OblIe
npexanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BB3JOXKHUTEJIA,
BB3JIOKUTEJAT 3annama Bb3HArpaKICHHWE 3a Ta3W dYacT Ha MOJU3IBJIHUTENS.
[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 IJIAIlaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsABaHE Ha NMPUYMHATA 33 OTKa3a.

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e mnexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBUSA M M3UCKBAHUSTA
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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 na ckiouu W 1a My TPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE ¢ TIOCOYCHUTE B opepTaTa My MOTU3IIBIHHTEIH.

V. IIPABA U 3AJBJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUKDBT e mnbxen ga gocraBu Ha BB3JIOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOJYKTH B CPOK 10 3 /Tpw/ pabotHu nuu ot 3asBkata Ha BB3JIOKUTEJIA
WIK B CPOK YrOBOpPEH NpHU 3asBKaTta My. JloCTaBSHETO ce OChIIECTBSIBA B PaOOTHU THU, OT
07:304. 1o 14:00 ygaca.

2. JOCTABYHUKDT e mapxeH aa moeMe 3a CBOsS CMETKa Pa3XOAHWTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

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

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu IO AOrOBOPA, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAY€CTBEHO U B IBJEH 00€M 3aqbJDKEHHSTa CH MO0 HEro, KakTo U 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTOTOBOP/AOTOBOPU 3a MOAM3ITBIHEHHE C MOCOYEHUTE B odeprara My
MOAU3MBIHUTENIN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATa 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOAUIMS JOTOBOP M Jla MPENOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-gHEBEH CpOK OT CKJIKOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
M3IBIHCHN M3UCKBaHUATA Ha 41.66, aim.2 m an.11 30I1.

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

7. Jla cna3pa ctpuktHO 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 TOJMKMCBAHE OT JMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPAaHEH NpelaBaTeIHO-NPUEMAaTeNIeH IMPOTOKON M (akTypa 3a
HEHHOTO U3BBLPILBAHE.

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

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a Heu3NMBIHEHHE Ha 3abJKEHUSTA CH IO HACTOSIIUS JOTOBOP HEU3MpaBHATa CTpaHa
IBJDKU Ha W3MpaBHATa CTpaHa oOe3lIeTeHHEe B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3II'BJIHEHUETO BbPXY CTOHHOCTTA Ha 3a0aBSIHOTO UM HEU3IBJIHEHOTO.

2. [Ipu HeW3MBITHEHNE HAa CPOKOBETE 32 JOCTABKA, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JOCTABYMKA, onpenensHeTo MM B OTKIOHEHHME OT JEHWCTBAIIOTO
3aKOHOAATCJIICTBO HWJIM KOrato HaJaBHUIIIaBAT IIOCOYUYCHUTC IICHU B ITo3uTuBHUSA JICKApCTBCH
ciucbk, BB3JOKUTEJJIAT wuma npaBo 1a U3BBPIIBA JTOCTaBKAa HA MPOIYKTUTE OT APYrU
THPTOBIM/ TPOU3BOAUTENH, KAKTO W Ja MPEKpPaTH €IHOCTPAHHO JIOTOBOpa, 0€3 Ja IBbIDKU
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KaKBUTO U J1a Oniio obe3iieTeHus (3a IpeThbpleHn BPEeIn, 32 HEU3IbIHEH JOTOBOP, MPOMYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha 1ocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPAaThK OT JIOTOBOPEHUS CPOK Ha

rogHoct JOCTABUYUKDBT abmxu HEYyCTOMKA KAKTO Clle/Ba:

- CpoK Ha rogHocT OT 59.99 % 1o 50 % - 2,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 49.99 % no 40 % - 3,0 % BBpPXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 29.99 % mo 20 % - 7,5 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATA;

- IIpU JOCTaBKa Ha crelu(uUeH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha JIOCTaBKarTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIMA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MbJIHEHHE Ha joroBopa B pasmep Ha 107805,03aB. B momyctumara ot 3OIl dopwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT nma npaBo 1a 3aIbpKH Ta3u TapaHIMs U J1a C€ Pa3IoOpeau C
Hesl, KaTO C€ YJOBJIETBOPH OT IBJIHHUS W pa3Mep MPU HEH3MBIHEHHE HAa KOETO W Ja € OT
sanbmkeHusTa Ha JJOCTABUMKA, npousTryaniy oT J0roBopa M/uil OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOXKUTEJIAT
IpesBsIBa MCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 Ja ABJKH JIMXBa WM 00e3lEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamanuy 3a iBHU HEAOCTAThLM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIGKapCTBEHM TMPOAYKTH M B 5 JHEBEH CpPOK OT JOCTaBKara Ha
paarodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 IeNlus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosu caydaii JOCTABYUKDBT noamens pekiaMupaHUTe
MPOJIYKTH C HOBHU, KaYECTBEHH TaKUBA B CPOK, ChIIIACHO paznen V, T.1 Ha HACTOSIIMS 10TOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aAbHKEHUETO CHU IO NPEIXO0JHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKO IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAaMUPAHUTE MIPOIYKTH OT CIIEABAILU JOCTABKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MHCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MYy 10 pena Ha wi.87 ot 33/];
I') C BpEMEHHOTO WJIM OKOHYATETHOTO OTHEMaHe, 00e3CHIIBaHEe WM MPEKpaTsSBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha eapo Ha JJIOCTABUYUKA;
1) 1pu ycnosudarta Ha paszaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqHoceAMUYHO TTPEAN3BECTHE, aKO HE € B ChCTOSIHHE J1a
U3MBJIHSIBA CBOUTE 3abJDKCHHS MOPaau HEMpEABHACHU OOCTOsSITeNCTBA. B TO3W ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH 1O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY



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 €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3IbIIHEHUETO 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
0bJIe CKITFOYEHO PaMKOBO CIIOpa3yMEHHUE ChC ChINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Neo
146 or 9 roum 2015r. 3a cw3gaBaHe Ha lleHTpaseH opraH 3a NOKYIKH B CEKTOP
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIIUS JJOTOBOP ChOOpA3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT Cropa 1o chaeOeH pel.

5. 3a BCHUYKM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH C€ Npuiarat pasmnopeadure Ha
JEHCTBAILIOTO 3aKOHOAATEIICTBO.

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

BB3J10OKUTEJI: JOCTABYHK:

“KOL - Crapa 3aropa” EOO/{ »Copapma Tpeiiguure AJl

VYrpaButen: / 1/ cven un2 uun.23 om 33711 W3n. [lupextop: / 11/ cven un.2 uur.23 om 33711
/n-p I1. Yununrupos/ /IUMHATBD JMMUTpOB, ype3

[IenmaOMOIIHYKA cu UBan HaueB/



" Codapma Tpenguur" ALl

MpunoxeHue Ne 1

kbMm [Joroeop Ne 3 ot 22.06.2017.2017r.

MpepnoxeHa MpepnoxeHa
MexayHapogHo Mputexarten Ha
Ne no | ObocobeHa ATC Ko nekapcTeBeHa LeHa 3a LeHa 3a . Tbproscko
0 HenaTeHToBaHoO MApka ([ konn4ecTtBoO OO O6ma CTOUHOCT paspemnTenHoTo
peq noauums Ne HaumeHosaHme / INN / dopma eouHuua msapka | on./amn./cn. ¢ HavMeHoBaHue 33 VioToe6a
c Bkn. 0AC skn. 4A0C ynotp
1 2 3 4 5] 6 7 8 9 10 11 12
: ApaHecn uHx.  p-
1 2 BO3XA02 E]irb/epoetm alfa/300 T o | Mcg 36000 2.88067 864.20 103704.00  |p B cnpuHuoska 300 Amgeg 5”r°pe
9 MKr x 1
5-Fluorouracil
Ebewe, Concentrate
. for solution for
2 11 Loicoz |Fuorouracil napentepanta | o | 10000 000 0.00477 477 47700.00 |injection\infusion, 50| EPeWe Pharma
1000 mg thopma GES
mg\ml - 20
ml,mg,
Pack: 1
3 13 Lotgcos |CEmcitabine napewtepanta | 3000000 0.03720 37.20 11160000 |/ eMOWH 40 MM/ 25 |, i< Group PTC
1000 mg cpopma Mn x1
napeHTeparnHa D.oceTaKcen MHCb. .
: : : p
4 26 L01CDO2 (Docetaxel 160 mg mg 80000 0.40000 64.00 32000.00 Actavis Group PTC
chopma p-p 160 mr/ 8 mn
OckanunnaTtuvH 5
5 37 L01XA03 |Oxaliplatin 100 m napenTepania mg 180 000 0.43000 43.00 77400.00 mr/ MA KHL UH Actavis Group PTC
p g dopma
¢n x 20 mn
BeKTMOUMKC MHX. p
6 43 L01XC08 |Panitumumab nepe e | mg 72000 8.07600 807.60 581472.00  |p 20 mr/mn Amgeg Surc’pe

5mnx1




TanBbp6 dunm

Novartis

7 52 LO1XEO7 |Lapatinib ”e;‘(’fr’jﬂ”a”a mg 4 200 000 0.10800 3780.00 453600.00  (Tabnetn 250 Mrx | . opharm Limited
140 6p.
Tadmnnap Novartis
8 58 LO1XE23 |Dabrafenib ”e;‘(’)fjﬂ”a”a mg 864 000 1.51400 13626.00 1308096.00 |75 Mr TB. Kanc. X Europharm Limited
120
9 60 LOIXE17 |Axitinib ot mg 26 880 26.55000 7434.00 713664.00 ?':n’:a:;: :66 : Pfizer Limited
nepoparnHa XukamMTnH Kanc. Novartis
10 62 L01XX17 |Topotecan ooe mg 600 56.34000 563.40 33804.00 1 mr x 10 6p. Europharm Limited
1 66 Lo1xx41 |Eribulin nepeepama | mg 396 837.50000 737.00 331650.00 L(a:gii"M:"ZK;wn E'sﬁﬁt‘ggpe
. nepopanta 3utura TB. Janssen-Cilag
12 71 L02BX03 [Abiraterone acetate thopma mg 5400 000 0.22573 6771.90 1218942.00 250 mr x 120 International NV
13 73 L03AAL3 |Pegfilgrastim nepeepama | mg 900 264.12000 1584.72 237708.00 ;'eg’;a;;ax ‘:'I""K' P-| Amgen Furope
Denosumab/120 mg/| napenrepanta Ekcoxuia cn. Amgen Europe
14 79 MosBX04 | "o boma mg 115 200 4.73700 568.44 54570240 |0 C By
MopdwumH amn. 20
15 81 N02AA01 Morphine ”apggggz””a mg 600 000 0.07200 1.44 43200.00 mr/ mn 1mn Codapma All
x1
16 87 N02AX02 |Tramadol nepopana mg 4800 000 0.00226 2.26 10848.00 ;-gaM":a’x"rz"o" kanc. | viupapm ALl
17 88 N02AB02 |Pethidine napenepania | mg 1200000 0.01680 1.68 20160.00 ﬂ':lnh‘:j‘_l" ;":02'1 ;’(’01 Cocpapma All




Calcium folinate
. . Ebewe, Concentrate
18 96 VO3AF03 fg‘c'“/m ‘CIOS"”"’}te reperepania | mg 500 000 0.11600 5.80 58000.00  |for solution for Sandoz
mgimiom infusion, 10mg/ml
5 ml, mg, Pack:5
) Jlnnnap3a kanc.
nepoparnHa
19 104 LO1xXX46 |Olaparib chopma mg 1075200 0.50135 11230.24 539051.52 50 mr /4 x 112/ Astra Zeneca AB
O6uwa cyma c AAcC: 6468301.92 nB..
BbB3J1OKUTEJL: JOCTABUYMK:

Ympasurein:

“KOII - Crapa 3aropa” EOO,

/n-p I1. Yunuurupos/

/n/ceri. w2 u 23 ot 33J1

»Codapma Tpeiiaunure A/l
Il3H.lalCKTOpZ/n/CLULqH211Hm230T33Hﬂ

/AuMuTbp JUMHUTPOB, upe3
ITenHOMOIIHYUKA cu VBaH
Haues/




JIOTOBOP Ne 4

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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 ®APMACIOTUKDBJIC* EOO/, cbe cepanuiiie U apec Ha yIopaBieHHUE TP.
Codus 1618, Oyn.“bearapus* Nell8, busznec nentsp Abakyc®, er.2, tem.: +35929531180,
dakc: +35929532622, Bnucano B TP ma AB c¢ EUK: 175256438, U.Ne mo 3//IC: BG
175256438, npencrasnsBano ot Tomgop [oder JloueB - YmpaBuTen, HapuuaHO 32 KPaTKOCT 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 obmectBenute nopbuku 00731-2017-
0001, uzebpureno ¢ Pemenune Ne 102/01.06.2017r. ma Ynpasurens na ,,KOI] - Ctapa 3aropa ”
EOO/I ce ckitouM HACTOSALIMS JOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4aHHU OO0 U MOOTAEITHO ,,ipoaykTh”’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a [JOCTABUYUMKDBT mnpuema na pgocraBs Ha
BB3JTOKUTEJIA nponyktu, mo neHd U KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosuwms goroBop, a BB3JNOXHUTEJIIAT ce 3agpmxaBa ga My
3araia [eHaTa, ChbIJIaCHO YCIIOBHUSATA Ha HACTOSIIUSA NOoroBop. Taka 3amucaHuTe KOJIMYECTBa
ca opueHTHpoBbUHU U He 3aabmkaBaT Bb3JIOKHUTEJISA na ru 3as8u, Nony4u U 3a11aTH, Thi
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (puHaHCcHpaHe, Oposi Ha MalMEeHTUTE, MEIULIMHCKATa Tepanus
u Jp.

2. JlekapcTBeHUTE  TPONYKTH,  cjleiBa  Ja  OTroBapsT  Ha  JeHCTBalIUTe
CTaHJAPTU3ALMOHHU JTIOKYMEHTH (MEXIyHapOIHU CTaHIapTH, eBpomneiicku ctanaaptu, BJC,
OH u gap.), ¢ ocrarb4eH CpPOK Ha TroJHOCT He mo-Maiko or 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JICKAPCTBEHU MIPOIYKTH - HE MO-MaJKO OT 25 % oT oTOemns3aHus Ha OMaKoBKara.

JlekapcTBeHUTE TPONYKTH CjellBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Hiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonmnuectBoTo Ha goctaBsHuTe npoayktu ce onpenens or Bb3JTOKHUTEJSA upes
3asBKH, KOMTO C€ U3BBPILIBAT MUCMEHO Wi 1o (axc. [IucMenuTe 3asBKH ce U3Mpaliar Ha ajJpec
rp. Codwus, Oyn.“Bearapus® Nell8, busznec uentsp Abakyc, er.2, Ha e-mail anpec:
zop@altaph.eu, a te3u mo dakc Ha ten.: 02/ 953 26 22. B 3asBkata Bb3aoXKHTEIAT yTOUHSBA
OITIAKOBKHUTE, B KOUTO CIIEABAa J1a CE€ TOCTABST JIEKAPCTBEHUTE MPOTYKTH ChOOPA3HO TTOCOUYCHUTE
B [To3uTHBHUS JIeKapCTBEH CIHUCHK.



II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. HdoroBopbsT uMa cpok Ha aeictue ot 24.06.2017r. no 23.06.2018r.

2. Msacto Ha w3mbIHEHHWE Ha mopbukata € rp.Crapa 3aropa, yi. ,,JI-p Tomop
CrosHoBH4™ 15, 6omHnyHa 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 JCHUCTBAIIOTO 3aKOHOAATEJICTBO B bbiarapus 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. BB3JIOKUTEJAT 3annama yroBopeHaTa IieHa 1O OaHKOB MBT C IJIATEKHO
HapexxaaHe, pascpoueHo a0 30 muu cnen npexacraBsiHe 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 u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJIEKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHd B [103UTHMBHUS JIEKapCTBEH CIMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKM OT 3allMCaHUTe B Hero pedepeHTHH cToiHOCTH. Korato OblIe HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObJe 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 HeiHaTa mpoMSsHa.

6. Koraro JIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MHOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTriI Ha
MOIU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3IM'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETU IO
pena Ha 10roBopa.

7. Koraro vactra oT nmopbukara, KOATO C€ U3IIbIHIBA OT MOAUIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obekr Ha JOCTABYUUKA wmm wa BbB3JIOKUTEJA,
BB3JTOKUTEJIAT 3amnama Bb3HArpaKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTEN.
[InamaneTo ce ochlIECTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MNOJAU3IBJIHUTENS 0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JIOCTaBUMKBT MPECTaBs CTAHOBHUIIIE, 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 HCKAHETO 3a IJIAllaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYUHATA 33 OTKAa3a.

IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOXKHUTEJIA

1. BB3JIOXKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUHUKA
HpOI[yKTI/I, aKO CBIIUTC OTFOBapHT Ha IIOCOUYCHUTC B TO3U ,Z[OI‘OBOp yC.HOBI/ISI N U3UCKBAHHUsTA
KbM TSX IpeAsiBeHH oT neicTBamoTo 3akoHoaatesncTBo. Korato JOCTABUYHUKA e ckimrounn

I[OFOBOp/,Z[OI‘OBOpI/I 3a IIOJU3ITBJIIHCHHUC, pa60TaTa Ha MTOAUIIIBJIHUTCIUTE CC HpI/IeMa oT
BBb3JTOKUTEJIA B npuckerBuero Ha JOCTABUHNKA v noau3nbIHUTENS.
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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 M Ja My NPEACTaBU JOTOBOPH 3a
MOAU3ITBIHEHUE C TIOCOYCHUTE B opepTaTra My NOAU3IMIBIHUTEIIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na gocrau Ha BB3JIOXHUTEJISA 3asBenute
JICKapCTBEHH MPOAYKTH B CPOK [0 5 /met/ pabotHu nuu ot 3asBkarta Ha Bb3JIOXKUTEJIA
WM B CPOK YrOBOPEH NIpH 3asBKaTta My. JlOCTaBSIHETO CE€ OCHIIECTBABA B PAaOOTHH JHH, OT
07:304. go 14:00 4aca.

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

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABEHHUTE MPOIYKTH 32 LETUS UM
cpok Ha roaHoct 1pu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYUMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHhCTOSIHHE Ja
W3MBIHA KAa4eCTBEHO U B IBJCH 00EM 3aqbJDKCHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitoun OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TOMBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla TMPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€HO C JI0KA3aTEJICTBO Y€ ca
HM3ITBIIHCHHN 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 cmaszBa ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

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

2. Ilpuemanero Ha JOCTaBKaTa Ce YJOCTOBEpsiBA C TMOJNUCBAHE OT JuIaTa IO
peaxogHaTa TOYKAa Ha JBYCTpaHEH IpellaBaTeTHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomausmbaHUTenUTe ce mnpuema ot BB3JIOXKUTEJISA B npucbcTBHeTO Ha
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHUSTA CU 110 HACTOSIUS JONOBOP HEU3IpaBHATA CTPaHa
IBbJDKM 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 KOPUTUpPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
3aKOHOJATEJICTBO MJIM KOIraTo HaJBMIIABAT MOCOYEHMTE LeHW B [l03UTHBHHMA JeKapCTBEH
cnucbk, BB3JOXKUTEJIAT uma npaBo 1a u3BbplIBa AOCTAaBKA HA MPOAYKTUTE OT JIPYrH
THProBUY/ TPOU3BOJUTENHN, KAKTO U J1a IPEKpaTH €JHOCTPAHHO AO0roBopa, 0e3 Ja IbJIKH
KaKBHUTO M Ja OMiio oOe3eTeHus (3a MpeTbpIeHn BPeIH, 3a HEU3IIbJIHEH IOTOBOP, IPOIYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha 1ocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPAaThK OT JIOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmku HEYyCTOMKA KAKTO ClleBa:
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- cpok Ha ToTHOCT OT 59.99 % mo 50 % - 2,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % no 40 % - 3,0 % BBpPXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBPXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha ToTHOCT OT 29.99 % no 20 % - 7,5 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uueH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha IOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHEHHE Ha JoroBopa B pasMmep Ha 53941,51as. B gomyctumara ot 3O0Il ¢dopwma,
npencrasisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U Ja C€ Pa3oOpeau C
Hesl, KaTo C€ YyJOBJIECTBOPH OT IBJIHHUS W pa3Mep NMPU HEH3MBIHEHHE Ha KOETO W Ja € OT
sanbmkeHusTa Ha JJOCTABUUMKA, npousTryaIiy oT J0roBopa M/Uik OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOKUTEJIAT
IpesBsiBa HCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6€3 J1a ABJKH JIMXBa WK 00€3IETeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamanuy 3a IBHU HEAOCTAThLM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOJYKTH M B 5 JHEBEH CpPOK OT JOcCTaBKara Ha
paauodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 Ielus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosm caydaiik JOCTABYUKDBT noamens pekiaMupaHUTe
MPOJIYKTH C HOBHU, KaYE€CTBEHH TaKUBA B CPOK, ChIIIACHO pazzen V, T.1 Ha HACTOSIIMS 10TOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aIbHKEHUETO CH IO MPEIXOJHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKO IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOIYKTH OT CIIEABAILN JOCTAaBKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MUCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MY 10 pena Ha wi.87 ot 33/];
I') C BPEMEHHOTO HJIM OKOHYATEeTHOTO OTHEMaHe, 00€3CHIIBaHEe HMIIH MpEeKpaTsBaHe
Ha pa3pelIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha enpo Ha JJOCTABUYUKA;
1) 1pu ycnosuarta Ha paszaen VI 1.2 ot To3u norosop;
e) or BB3JIOKHUTEJISA ¢ eqHoceAMUYHO TTPEAN3BECTHE, aKO HE € B CHCTOSIHHE J1a
U3IIBJIHSABA CBOUTE 3aJbJDKEHUS MOpad HEmpeABHIEHH oOcTtosATencTBa. B To3m ciyuail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;
3) ot BB3JIOKUTEJISA 6e3 npenusBecTre Npy Bb3HUKBAHE HA 00CTOSITEICTBATA
o wr.118 30I1 umwm o 41,119, an.2 30I1;
) ot BB3JIOKUTEJIS 6e3 mpeausBectue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHnEe 1o Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
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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
3aruiamaT M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA 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
0bJIe CKITFOYEHO PaMKOBO CIIOpPa3yMEHHUE ChC CHINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Ne
146 or 9 roum 2015r. 3a cw3gaBane Ha LleHTpaseH opraH 3a NOKYIKH B CEKTOD
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIUS JJOTOBOP ChOOpa3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT Cropa 1o chaeOeH pel.

5. 3a BCHUYKHM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH €€ Ipuiarat pasmnopeadure Ha
JEHCTBAIIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JOCTABYHK:
“KOLl - CTAPA 3AI'OPA” EOO/L »AJITA ®APMACIOTUKBJIC* EOOJ
VYupaButen: / 11/ cver w2 uun23 om 33711 YnpaButen: / 1/ cver. w2 uui.23 om 33711

/n-p I1. Yunuarupos/ / Tomop Houes /



"AnTta Papmacrotukbnc” EOO

MpunoxeHue Ne 1
kbm Joroeop Ne 4 ot 22.06.2017r.

MexayHapogHo MpegnoxeHa MpegnoxeHa
MputexaTten Ha
Ne no | ObocobeHa HenaTeHToBaHO nekapcTBeHa LieHa 3a LieHa 3a N Tbproscko
ATC kon MsipKa | KONMYecTBO 40 O6La cTonHoCT paspeLmnTenHoTo
pead | nosuumsa Ne HavMmeHoBaHue / dopma eouHuua mspka | on./amn./dn. ¢ HanmeHoBaHue 33 vioTpe6a
INN / ¢ Bkn. A4C skn. OAC ynotp
1 2 8] 4 5] 6 7 8 9 10 11 12
Cyramza,
concentrate for
. napeHTepanHa solution for Eli Lilly Nederland
1 LO1XC21 . . .
47 Ramucirumab dopma mg 115200 11.55252 2310.50 1330848.00 infusion, 10mg\ml - | B.V, Humepnaaws
10ml, Pack
2
10mg - 6308,39 ..
Everolimus g Afinitor, tablets, Novartis Europharm
2 54 LO1XE10 nepopanka gopma | Mg 36 000 21.02796 757006.80 5mg,10mg, Limited, O6eanHeHo
/5 mg, 10 mg/ Pack: K
ack. 30 pancTeo
5mg - 3154,19
Xtandi, capsule,
3 70 L02BB04 |Enzalutamide | nepopanna dopma| mg 806400 1.42440 6381.31 1148635.80 soft, 40mg. Astellas
Pack:112
O6wa cyma c AAC: 3236490.60 ns..
BB3JIOXUTEJL: JOCTABYHUK:

“KOLI - Crapa 3aropa” EOO/]

Vupasuren: /1 / cver w2 uun23 om 3301

/n-p I1. YunmuHarHpOB/

»AJTA PAPMACIOTHKBJIC* EOO/]

VYupasuren: / T/ cven. wn.2 wun.23 om 3371

/ Tomop Houes /




JIOTOBOP Ne 5

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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 cemamumie u aapec Ha ympasinenue rp. Codus 1138,
yi.“CamokoBcko moce™ Ne 2 JI, TeproBcku mnentsp ,,bOUIIA®, Ten.: +359 29175545, dakc:
+359 29175538, Boucano B TP na AB ¢ EHMK: 131268894, 1M1.Ne mo 34JC: BG 131268894,
npeacTaBisiBaHo OT A-p EmMun AnekcanapoB JlaneB - YmnpaBuTels, HApUUYaHO 32 KPaTKOCT B
norosopa JJIOCTABYMK ot npyra crpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMUKA B oTkpura mnpouenypa 3a Bb3JlaraHe Ha
o011ecTBeHa MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmmectBenute nopbuku 00731-2017-
0001, m3Bwpmieno ¢ Pemenne Ne 102/01.06.2017r. na Yopasurens wa ,,KOL] - Ctapa 3aropa”
EOO/I ce ckitouM HACTOSALIMS AOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapyU4aHHU OOIIO U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a [JOCTABUYUMUKDBT mnpuema na pgocraBs Ha
BB3JTOKUTEJIA nponyktu, mo neHd U KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosums goroBop, a BB3JNOXKHUTEJIIAT ce 3agpmxaBa ga My
3araia [eHaTa, ChbIJIaCHO YCIIOBHUSATA Ha HACTOSIIUSA NOoroBop. Taka 3amucaHuTe KOJIMYECTBa
ca opueHTHpoBbUHU U He 3aabmkaBaT Bb3JIOKHUTEJISA na ru 3as8u, Nony4u U 3a11aTH, Thi
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (puHaHCcHpaHe, Oposi Ha MalMEeHTUTE, MEIULIMHCKATa Tepanus
u Jp.

2. JlekapcTBeHUTE  TPONYKTH,  cjleiBa  Ja  OTroBapsT  Ha  JeHCTBalIUTe
CTaHJAPTU3ALMOHHU JTIOKYMEHTH (MEXIyHapOIHU CTaHIapTH, eBpomneiicku ctanaaptu, BJC,
OH u gap.), ¢ ocrarb4eH CpPOK Ha TroJHOCT He mo-Maiko or 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JICKAPCTBEHU MIPOIYKTH - HE MO-MaJKO OT 25 % oT oTOemns3aHus Ha OMaKoBKara.

JlekapcTBeHUTE TPONYKTH CjellBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Hiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonmnuectBoTo Ha goctaBsHuTe npoayktu ce onpenens or Bb3JTOKHUTEJSA upes
3asBKH, KOMTO C€ U3BBPILIBAT MUCMEHO Wi 1o (axc. [IucMenuTe 3asBKH ce U3Mpaliar Ha ajJpec
rp. Codus 1138, yn.“Camoxoncko moce* Ne 2 JI, Teproscku nentsp ,,bONIIA®, er.5, Ha e-
mail agpec: office@medex.bg, a Te3u mo daxc Ha Ten.: 02 9175538. B 3asBkaTa Bb3moxuTenst
YTOYHSIBA OMAKOBKUTE, B KOMTO CIIEABA J1a C€ JOCTABSAT JIGKAPCTBEHUTE MPOJYKTH CHOOpPa3HO
nocovyeHute B [103uTUBHUS JIeKapCTBEH CIUCHK.



II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. HdoroBopbsT uMa cpok Ha aeictue ot 24.06.2017r. no 23.06.2018r.

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. BB3JIOKUTEJAT 3annama yroBopeHaTa IieHa 1O OaHKOB MBT C IJIATEKHO
HapexxaaHe, pascpoueHo a0 30 muu cnen npexacraBsiHe 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 u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJIEKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHd B [103UTHMBHUS JIEKapCTBEH CIMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKM OT 3allMCaHUTe B Hero pedepeHTHH cToiHOCTH. Korato OblIe HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObJe 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 HeiHaTa mpoMSsHa.

6. Koraro JIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MHOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTriI Ha
MOIU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3IM'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETU IO
pena Ha 10roBopa.

7. Koraro vactra oT nmopbukara, KOATO C€ U3IIbIHIBA OT MOAUIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obekr Ha JOCTABYUUKA wmm wa BbB3JIOKUTEJA,
BB3JTOKUTEJIAT 3amnama Bb3HArpaKICHUE 3a Ta3d YacT Ha IMOJU3IIBIHUTEN.
[InamaneTo ce ochlIECTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MNOJAU3IBJIHUTENS 0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JIOCTaBUMKBT MPECTaBs CTAHOBHUIIIE, 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 HCKAHETO 3a IJIAllaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYMHATA 33 OTKAa3a.

IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOXKHUTEJIA

1. BB3JIOXKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUHUKA
HpOI[yKTI/I, aKO CBIIUTC OTFOBapHT Ha IIOCOUYCHUTC B TO3U ,Z[OI‘OBOp yC.HOBI/ISI N U3UCKBAHHUsTA
KbM TSX TpeAsiBeHu oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckimrounn

I[OFOBOp/,Z[OI‘OBOpI/I 3a IIOJU3ITBJIIHCHHUC, pa60TaTa Ha MTOAUIIIBJIHUTCIUTE CC HpI/IeMa oT
BBb3JTOKUTEJIA B npuckcrBuero Ha JJOCTABUHUKA v noau3nbIHUTENS.
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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 M Ja My NpEACTaBU JOTOBOPH 3a
MOAM3ITBIHEHUE C TIOCOYCHUTE B oepTara My MOAU3IMBIHUTEIIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na pocrau Ha BB3JIOXKHUTEJISA 3asBenute
JICKapCTBEHH MPOAYKTH B CPOK [0 5 /met/ pabotHu nuu ot 3asBkarta Ha Bb3JIOXKUTEJIA
WM B CPOK YrOBOPEH NIpH 3asBKaTta My. JlOCTaBSIHETO CE€ OCHIIECTBABA B PAaOOTHH JHH, OT
07:304. go 14:00 4aca.

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

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABEHHUTE MPOIYKTH 32 LETUS UM
cpok Ha roaHoct 1pu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYUMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHhCTOSIHHE Ja
W3MBIHA KAa4eCTBEHO U B IBJCH 00EM 3aqbJDKCHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitoun OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TOMBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla TMPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€HO C JI0KA3aTEJICTBO Y€ ca
HM3ITBIIHCHHN 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 cmaszBa ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

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

2. Ilpuemanero Ha JOCTaBKaTa Ce YJOCTOBEpsiBA C TMOJNUCBAHE OT JuIaTa IO
peaxogHaTa TOYKAa Ha JBYCTpaHEH IpellaBaTeTHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomausmbaHUTenUTe ce mnpuema ot BB3JIOXKUTEJISA B npucbcTBHeTO Ha
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHUSTA CU 110 HACTOSIUS JONOBOP HEU3IpaBHATA CTPaHa
IBbJDKM Ha M3IIpaBHATa CTpaHa oOe3lETeHHWE 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 KOPUTUpPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
3aKOHOJATEJICTBO MJIM KOIraTo HaJBMIIABAT MOCOYEHHUTE LeHW B [l03UTHBHHA JeKapcTBEH
cnucbk, BB3JOXUTEJIAT uma npaBo 1a u3BbpLIBa AOCTAaBKA HA MPOAYKTUTE OT JIPYrH
THProBUY/ TPOU3BOJUTENHN, KAKTO U J1a IPEKpaTH €JHOCTPAHHO AO0roBopa, 0e3 Ja IbJIKH
KaKBHUTO M J1a OMiio oOe3eTeHns (3a NpeTbpIeHn BPeIu, 3a HEU3IIbJIHEH IOTOBOP, IPOIYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha 1ocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPAaThK OT JIOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmku HEYyCTOMKA KAKTO ClleBa:
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- cpok Ha ToTHOCT OT 59.99 % no 50 % - 2,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % no 40 % - 3,0 % BBpPXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBPXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha ToTHOCT OT 29.99 % no 20 % - 7,5 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uueH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha IOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHEHHE Ha JoroBopa B pasMmep Ha 33929,52aB. B gomyctumara ot 3O0Il ¢dopwma,
npencrasisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U Ja C€ Pa3oOpeau C
Hesl, KaTo C€ YyJOBJIECTBOPH OT IBJIHHUS W pa3Mep NMPU HEH3MBIHEHHE Ha KOETO W Ja € OT
sanbmkeHusTa Ha JJOCTABUUMKA, npousTryaIiy oT J0roBopa M/Uik OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOKUTEJIAT
IpesBsiBa HCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6€3 J1a ABJKH JIMXBa WK 00€3IETeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamanuy 3a IBHU HEAOCTAThLM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOJYKTH M B 5 JHEBEH CpPOK OT JOcCTaBKara Ha
paauodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 Ielus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosm caydaiik JOCTABYUKDBT noamens pekiaMupaHUTe
MPOJIYKTH C HOBHU, KaYE€CTBEHH TaKUBA B CPOK, ChIIIACHO pazzen V, T.1 Ha HACTOSIIMS 10TOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aIbHKEHUETO CH IO MPEIXOJHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKO IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOIYKTH OT CIIEABAILN JOCTAaBKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MUCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MY 10 pena Ha wi.87 ot 33/];
I') C BPEMEHHOTO HJIM OKOHYATEeTHOTO OTHEMaHe, 00€3CHIIBaHEe HMIIH MpEeKpaTsBaHe
Ha pa3pelIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha enpo Ha JJOCTABUYUKA;
1) 1pu ycnosuarta Ha paszaen VI 1.2 ot To3u norosop;
e) or BB3JIOKHUTEJISA ¢ eqHoceAMUYHO TTPEAN3BECTHE, aKO HE € B CHCTOSIHHE J1a
U3IIBJIHSABA CBOUTE 3aJbJDKEHUS MOpad HEmpeABHIEHH oOcTtosATencTBa. B To3m ciyuail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;
3) ot BB3JIOKUTEJISA 6e3 npenusBecTre Npy Bb3HUKBAHE HA 00CTOSITEICTBATA
o wr.118 30I1 umwm o 41,119, an.2 30I1;
) ot BB3JIOKUTEJIS 6e3 mpeausBectue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHnEe 1o Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
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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
3aruiamaT M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA 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
0bJIe CKITFOYEHO PaMKOBO CIIOpPa3yMEHHUE ChC CHINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Ne
146 or 9 roum 2015r. 3a cw3gaBane Ha LleHTpaseH opraH 3a NOKYIKH B CEKTOD
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIUS JJOTOBOP ChOOpa3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT Cropa 1o chaeOeH pel.

5. 3a BCHUYKHM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH €€ Ipuiarat pasmnopeadure Ha
JEHCTBAIIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JOCTABYHK:

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

VYupaBuren: / 1/ cven un2 uun23 om 33711 YrupaButen: / 1/ cver un2 uur23 om 33711
/n-p I1. YnmmaTHpOoB/ /n-p Emun Jlanes/



"Megekc" 001

MpunoxeHne Ne 1
kbm [orosop Ne 5 ot 22.06.2017r.

MesxxayHapoaHoO MpennoxeHa [Mpennoxena MouTexarten Ha
Ne no | ObBocobeHa HenaTeHTOBaHO nekapcTeeHa LieHa 3a LieHa 3a N Tbproscko P
ATC kop Msipka | konn4ecTBO A0 O6La cToHocT paspeLwnTenHoTo
peqa | nosuumsa Ne HanMeHoBaHne / dopma efvHuua msapka | on./amn./con. ¢ HanmeHoBaHWe 33 vioToe6a
INN / cBkn. AAC Bkn. 44C ynotp
1 2 3 4 5 6 7 8 9 10 11 12
Binocrit, Solution
I for injection, 10000
1 1 BO3XAOL 5(;)(/)t|h$2?q:?tm/ 10 repemepamta |y 4000 000 0.00472 47.20 18880.00  ||U/iml.IU,Pack: 1 Sandoz
pre-filled syringe
(glass)
Temozolomide
2 6 L01AX03 |Temosolomide nepoparka dopva| Mg 400 000 0.22888 114.44 9155200  |ACCOrd, capsule, Accord
hard (in bottles),
100mg , Pack:5
Pemetrexed
Accord Powder for
3 8 LO1BAO4 Eg(r)\”lritl’exed ”ap(;g;azma mg 300 000 0.74888 374.44 224664.00 |concentrate for Accord
9 solution for infusion,
500mg, Pack:1
Armisarte,
concentrate for
4 9 LO1BAO4 Eg(r)r(])e;:exed neperepamta | mg 300 000 0.89888 898.88 269664.00  |solution for infusion, Actavis
9 25mg/ml-40ml,mg.
Pack:1




Capecitabine

Capecitabine
Accord, film coated

5 15 LO1BCO06 nepoparnHa gopma m 72 000 000 0.00180 108.00 129600.00 Accord
500 mg g tablet, 500mg,
Pack: 120
. Teysuno,
Tegafur uracil ca ysule hard
6 16 LO1BC53 /20mg/5,8 mg/ nepopanHa copma|  tabl. 2016 7.73500 649.74 15593.76 P ! Nordic Group
15.8 mg/ 20mg/5.8mg/15.8
' mg. Pack: 84
Vinorelbin
Actavis,
7 19 LO1CA04 |Vinorelbine ”ap(;:gs;:ma mg 60 000 1.13720 56.86 68232.00 concentrate for Actavis
solution for infusion,
50mg. Pack:1
Episindan, solution
. - for injection .
napeHTepanHa B
8 30 L01DBO03 Ep|rub|C|n 50 mg chopma mg 300 000 0.75760 37.88 227280.00 ng/ml_ 25ml. Actavis
Pack:1
Episindan, solution
. - for injection .
napeHTepanHa B
9 31 L01DBO3 |Epirubicin 100 mg bopma mg 200 000 0.75760 75.76 151520.00 2mg/ml- 50ml. Actavis
Pack:1
Mitomycin-C
. . napeHTeparHa Kyowa, solution for S.R.O.
10 33 L01DCO3 |Mitomycin bopma mg 54 000 2.80900 56.18 151686.00 injection,20mg. Yewka Peny6nuka
Pack:1
Cisplatin Accord,
concentrate for
11 34 L01XA01 |Cisplatin 50 mg o | mg 175 000 0.21320 10.66 37310.00  [solution for infusion, Accord

1mg/ml-50ml.
Pack:1




12

35

LO1XA02

Carboplatin

napeHTepanHa
dopma

mg

360 000

0.13680

20.52

49248.00

Carboplatin
Actavis,
concentrate for
solution for infusion,

10mg/ml-15ml.
Pack:1

Actavis

13

64

LO1XX19

Irinotecan

napeHTeparnHa
dopma

mg

300 000

0.48350

48.35

145050.00

Irinotecan Actavis,
concentrate for

solution for infusion,
20mg/ml-5ml.
Pack:1

Actavis

14

67

LO1XEO1

Imatinib

nepoparHa gopma

mg

2160000

0.02481

297.72

53589.60

Meaxin, film coated
tablet, 100mg.
Pack:120

KRKA

15

78

MOS5BA08

Zoledronic acid

napeHTeparnHa
dopma

mg

12 000

5.47500

21.90

65700.00

Zoledronic acid
Accord, concentrate
for solution for
infusion, 5mg/5ml.
Pack:1

Accord

16

82

NO2AA05

Oxycodone

nepopanHa
opma-/modified-
release tablets/

mg

2400 000

0.01678

8.39

16.78

33.56

40272.00

Oxycontin,
Modified release
tablet, 10mg.
Pack:50

Oxycontin,
Modified release
tablet, 20mg.
Pack:50

Oxycontin,
Modified release
tablet, 40mg.
Pack:50

Mundipharma




67.12

Oxycontin,
Modified release

tablet, 80mg.
Pack:50
Oxycodone
8.39 Actavis, capsule
hard, 10mg.
nepoparnHa Pack:50 )
17 83 NO2AA05 Oxycodone dopma /capsules, mg 600 000 0.01678 10068.00 : Actavis
hard/ Oxycodone
16.78 Actavis, capsule
hard, 20mg.
Pack:50
Oxycodone .
. Targin I
hydrochloride/ re?egse’tgt:?efnged
18 85 NO02AA55 [Naloxone nepopanHa cdopma mg 480000 0.13864 69.32 66547.20 10ma/ 5m ! Mundipharma
hydrochloride Packg'50 g:
10 mg/5 mg X
Oxycodone .
hydrochloride/ E;gs"e‘t;gfe'f“ged
19 86 N02AA55 [Naloxone nepoparnHa opma mg 400000 0.13854 138.54 55416.00 20ma/ 10m ! Mundipharma
hydrochloride Packg'50 g:
20 mg/10 mg '
Victanyl,transderma
20 89 N02AB03 |Fentanyl 50 mcg/h AnacTup mcg/h 150 000 0.09508 23.77 14262.00 'n:s;clrr‘] 50 Actavis
Pack: 5
Victanyl,transderma
| patch, 100 .
21 91 N02ABO3 [Fentanyl 100 mcg/h nnacTup mcg/h 200 000 0.09754 48.77 19508.00 mcg/h Actavis
Pack: 5
Buprenorphin
Actavis,
2 92 Nozago1 |BUPrenorphine 35 nnacvp meg/h 42000 0.21640 37.87 gosg.go  |lransdermal patch, Actavis
mcg/h 35 mcg/h .

micrograms/h,
Pack:5




23

93

NO2AEO1

Buprenorphine 52,5
mcg/h

nnacTtmp

mcg/h

63000

0.21600

56.70

13608.00

Buprenorphin
Actavis,
transdermal patch,
52,5 mcg/h .
micrograms/h,
Pack:5

Actavis

24

94

NO2AEO1

Buprenorphine 70
mcg/h

nnacTtmp

mcg/h

84000

0.21540

75.39

18093.60

Buprenorphin
Actavis,
transdermal patch,
70 mcg/h .
micrograms/h,
Pack:5

Actavis

25

97

VO3AF03

Calcium folinate 10
mg/ml 10 ml

napeHTepanHa
dopma

mg

500 000

0.10590

10.59

52950.00

Calcium Folinate
Actavis, solution for
injection, 10mg/ml-
10ml. Pack:1

Actavis

26

103

NO2ABO3

Fentanyl

nepopanHa ¢gopmMa
sublingual tablets/

mcg

383040

0.09500

50.54

36388.80

Vellofent ,
sublingual tablet,
133 mcg. Pack:4

AngxennHn dapma
Bbvnrapua EOOL,
Bvrrapus

BBb3JIOKUTEJL:

“KOIl - Crapa 3aropa” EOO/J]

VYnpasuten:

[ 11/ cvon un2 uun23 om 337111

/n-p I1. Unnmuarupos/

O6wa cym
JTOCTABUMHK:

AMEJEKC“ 00]

Ynpasuren:

acaac:

2035771.76 ns.

[ 1/ cvon wr2 uun23 om 33711

/n-p Emmn lanes/




JIOTOBOP Ne 6

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTTHYEH HEHTDBHP - CTAPA 3ATOPA” EOO/, cbe
cefanuile M aapec Ha ynpasienue rp. Crapa 3aropa, yin.”/[-p T.CrosnoBuu” NelS, Bnucano B
TP na AB ¢ EMK: 000812197, Un. Ne 3/I1C: BG 000812197 npeacrasmnsiBano ot a-p Iletpo
BbiaueB UnimHrupoB - ynpaBuTes, Hapu4yaHo 3a KpaTkocT B forosopa BB3JIOKUTEJ ot
€lHa CTpaHa
U

»EKO®APM“ EOO/J, cbc cenanuiie u aapec Ha ynpasieHue rp.Codpus 1421, paiton
Jlozenen, Oyn. ,,Uepuu Bpbx“ Nel4, 6:1.3, maptep, Ten.: +35929631597, dakc: +35929631561
Brmcano B TP na AB ¢ EMK: 130390055, N/1.Ne o 3/I/1C: BG 130390055, npeacrasisiBaHO
or Iersp I'puropos Bemes - YmpaButen, upe3 IBIHOMOIIHMK AJjleKcaHmbp VopmaHoB
Tep3ues, ymbiaHOMOIEH ¢ TBIHOMOIIHO per.Ne2030/05.08.2016r. na Horapuyc Mapraputa
[lepycanoBa c¢ per.Ne236 na HK, Hapuuano 3a xpatkoct B norosopa JJOCTABYMK ot npyra
CTpaHa,

Bb3 ocHoBa Ha kiacupaHe Ha JJOCTABYMKA B orkpurta mnpouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2017-
0001, u3Bbpuieno ¢ Pemenne Ne 102/01.06.2017r. na Ynpasurens Ha ,,KOL] - Crapa 3aropa ”
EOO/] ce ckiroun HACTOSIIHS TOTOBOP 3a OOIIECTBEHA MOPBHYKA 3a JIOCTABKa Ha JICKAPCTBEHU
NPOAYKTH (Hapu4aHU OOIIO U MOOTAETHO ,,ipoayKTh”’) 3a Hyxkaute Ha Bb3JIOKUTEJISA npu
CJIEIHUTE YCJIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a [JOCTABUYUMUKDBT mnpuema na pgocraBs Ha
BB3JTOKUTEJIA nponyktu, mo ueHu M KoiaumdectBa cbriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosums goroBop, a BB3JNOXHUTEJIIAT ce 3agpmxaBa ga My
3amiama 1eHaTa, ChbIJlaCHO YCJIOBUATA HAa HACTOSIIMS JOroBOp. Taka 3amMcaHUTE KOJIUYECTBA
ca opueHTHpoBbUHU U He 3aabmkaBaT Bb3JIOKUTEJISA na ru 3as8u, NoIy4H U 3a11aTH, Thi
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (pruHaHCHpaHe, Oposi Ha MalMEeHTUTE, MEIULIMHCKATa Tepanus
u Jp.

2. JlekapcTBeHUTE  TPONYKTH,  cjelBa  Ja  OTroBapsT  Ha  JeWCTBalIUTe
CTaHJAPTU3AIMOHHNA JOKYMEHTH (MEXIYHApOIHH CTaHIApTH, eBponeiicku cranmaptu, BJIC,
OH u gap.), ¢ ocrarb4eH CpPOK Ha TrogHOCT He mo-Manko or 60 %, a 3a crneunduyHu
OMOJIOTUYHHU JICKAPCTBEHU MPOIYKTH - HE MO-MaJKo OT 25 % oT oTOens3aHus Ha OMaKoBKaTa.

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

3. KonmnuectBoTo Ha goctaBsHuTe npoayktu ce onpenens or Bb3JIOKHUTEJSA upes

3asBKH, KOMTO CE€ U3BBPILIBAT MUCMEHO Wi 1o (axc. [TucMenuTe 3asBKH ce U3Mpaliar Ha ajJpec



rp.Codpust 1421, paiion Jlosenern, Oyn. ,Uepuu Bpex“ Neld, 613, mna e-mail
aapec: ecopharm@ecopharm.bg, a Ttesu mno dakc nHa Tem.: 02/9631561. B 3asBkara
B’b3HO)KI/ITeJUIT yTO‘-IHHBa OIIaKOBKHTC, B KOHTO CJICABa a C€ OOCTaBAT HeKapCTBeHI/ITe
IPOIYKTH ChOOpasHo mocoueHuTe B [103UTHBHIS JIEKAPCTBEH CIHUCHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. JloroBopsT uMma cpok Ha aeiictBue ot 24.06.2017r. mo 23.06.2018r.

2. Msacro Ha wusmbIHeHWe Ha mopbuykata ¢ rTp.Crapa 3aropa, ym. ,J-p Tomop
CrossHoBnu™ 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 CBIJTIACHO ACWCTBAIIOTO 3aKOHONATENCTBO B bbarapus 3a
THPrOBIHU HA €IpO M BKJIIOYBAT BCUUKWA HAYUCIICHUS, TaHBIM, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJISA ¢ Bxmouen [/IC.

2. BB3JIOKHUTEJISAT 3amnama Ha JTJOCTABYMKA croitHoCcTTa Ha JOCTaBEHHUTE
MPOJYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenue Ne 1 kbM HAcTOSAIIUS TIOTOBOP B ChOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB IBT C IUIATEXKHO
Hapexxnane, pascpoueHo no 30 muu crmen mpexacraBsine or JOCTABYUUKA nHa daktypa,
noanucana o Bb3JIOKHUTEJISA.

4. Bcuukd TUTaliaHusi MEXIy CTPaHUTE IO JIOTOBOpA 1€ C€ M3BBPINBAT MO OaHKOBaTa
cmetka Ha JIOCTABUYMKA, nocoyeHa B U3aJieHaTa OT HEro (akTypa.

5. llenute ca QukcupaHu W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JECWCTBHE Ha
noroBopa. [Ipoaykrure, BkitoueHU B [103UTHBHUS JIEKapCTBEH CMHCHK HE MOrar Ja Obaar ¢
IIEHU, TO-BUCOKM OT 3allMCaHWTEe B Hero pedepeHTHH croitHOocTH. Korarto Obme HamarneHa
[[eHaTa Ha MpoaykKTa 1o [lo3UTHBEH NeKapCTBEH CMHUCHK WK OBbIE JOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHAaTa Ha MPOAYKTAa CTaHE MO-HUCKAa OT JOTOBOpeHaTa, Bb3I0XKUTENSAT ro
3arialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO PEUICHHE Ha
KOMIIETEHTHHSI OpPTaH 3a HeifHaTa IpOMsHA.

6. Korato JJOCTABUYUUKDBT e ckiroums JOroBOP/IOTOBOPH 3a TOAU3IIBIHCHHE,
BDB3JIOKUTEJIAT wusBbpiiBa OKOHYATENHO IUIalllaHe KbM HEro, clieJ] Karo Obaar
MpEeCTaBeHU 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 MOAUZITBIHUTEI, MOXKE /1a Oblie
npexanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BDB3JOXKHUTEJIA,
BB3JIOKUTEJAT 3annama Bb3HArpaKICHUE 3a Ta3W dYacT Ha MNOJU3IBJIHUTENS.
[InamaHeTo ce OChIIECTBSIBA Bb3 OCHOBAa HA HMCKaHE, OTHPABEHO OT MOAUZIBIHUTENSA 0
BB3JIOKUTENS 4pe3 JIOCTaBUYMKA, KOWTO € JUIBXKEH Ja o MpeloCTaBh Ha BB3JIOKUTENS B 15-
JTHEBEH CPOK OT IMOJy4aBaHETO MY.

8. KbM nckaHeTo mo mpeaxoHara To4Ka JOCTaBYUKBT MPECTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO J1aJId OCIIOPBA IUIAIAHUATA WA YaCT OT TSAX KaTO HEIbJIKUMH.

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

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA


mailto:ecopharm@ecopharm.bg

1. BB3JIOXKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUYUHUKA
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 TOAU3NBJIHUTEIUTE C€ MpUeMa OT
BB3JIOKUTEJIA B npucwhcrBuero Ha JOCTABUMKA u noau30bIHUTENS.

2. BB3JIOKUTEJIAT e pnbxeH Aa IulaTv 1eHaTa ChIIIACHO YTOBOPEHHUTE CPOK H
Ha4YMH Ha IJallaHe.

3. Ha wumsuckBa ot JOCTABUMKA pa ckiouu W 1a My NpPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE ¢ TIOCOYCHUTE B opepTaTa My MOU3IBIHHTEIH.

V. IIPABA U 3AJBJIKEHUSA HA JOCTABYUKA

1. JOCTABUYUUKDBT e mnbxen na gocraBu Ha BB3JOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOAYKTH B cpok A0 1 /equn/ pabotuu mam ot 3asBkata Ha BB3JIOXKUTEJIA
WIK B CPOK YrOBOpPEH NpH 3asBKarta My. JloCTaBSHETO ce OChIIECTBSIBA B PaOOTHU THU, OT
07:304. mo 14:00 yaca.

2. JOCTABYHUKDT e mopxeH aa moeMe 3a CBOsSl CMETKA Pa3XOAHTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYMKDBT otropaps 3a KaueCTBOTO Ha JJOCTABEHUTE MPOAYKTH 32 LU UM
cpok Ha rogHocT npu yciosue, ue Bb3JIOKHUTEJIAT cnas3sa ycinoBusiTa 3a CbXpaHECHHUE.

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu MO AOrOBOPa, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAYeCTBEHO U B IBJEH 00€M 3aqbJDKEHHUSTa CH M0 HEro, KakTo U 4e MOAabpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla cxitoud JTIOTOBOP/AOTOBOPU 3a MOAM3ITBIHEHHE C MOCOYEHUTE B odeprara My
MOAM3MIBIHUTENN 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-nHEBEH CpOK OT CKJIIOYBAHETO UM 3a€JHO C JOKA3aTeICTBO 4e 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 JoOcCTaBKaTa Cc€ U3BbpIIBA OT OINPEAEIEHM OT CTpaHa Ha
BB3JIOKUTEJIA n JOCTABYUKA nuna.

2. IlpmemaneTo Ha JOCTaBKara Ce YAOCTOBEpsABAa C TOJMKMCBAHE OT JIMIATA I10
IpeaxojHaTa TOYKa Ha ABYCTPAaHEH NpelaBaTeIHO-NPUEMATENIeH IMPOTOKON M (akTypa 3a
HEHHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmounil JOTOBOP/IOTOBOPH 3a TIOAU3IBIIHCHHE,
paborara Ha nomusnbiaHuTenanTe ce npuema oT BB3JIOXKUTEJIA B mpuchcrBuero Ha
JOCTABYMKA u nogu3mrbIHUTEIS.

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a Heu3MBIHEHHE Ha 3abJKEHUSITA CU IO HACTOSIIUS JOTOBOP HEU3MpaBHATA CTpaHa
IBJDKU Ha W3MpaBHATa CTpaHa oOe3lIeTeHHE B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3II'BJIHEHUETO BbPXY CTOHHOCTTA Ha 3a0aBSIHOTO UM HEU3BJIHEHOTO.

2. [Ipu HeW3MBITHEHNE HAa CPOKOBETE 33 JOCTABKA, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JIOCTABYMKA, omnpenensHeTo UM B OTKIOHEHHE OT JEHCTBAIIOTO
3aKOHOAATCJICTBO HWJIM KOrato HaJaBHUIIIaBAT IIOCOYUYCHUTC IICHU B ITo3uTuBHUSA JICKApCTBCH
ciucbk, BB3JOKUTEJJIAT wuma npaBo 1a U3BBPIIBA JTOCTaBKAa HA MPOIYKTUTE OT APYrU
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THPTOBIM/ TPOU3BOAMTENN, KAKTO W Ja TMPEKpaTH €THOCTPAHHO JOTOBOpa, 0€3 Ja IbIDKU
KaKBHTO U Jia OmIo 00e3meTeH s (3a MPEThPIICHA BPEIU, 32 HEU3ITBIHEH JJOTOBOP, IPOITYCHATH
IIOJI3U U APYTH).

3. B ciyuait Ha mocTaBka Ha JIGKQpPCTBEH MPOYKT C MO-KPaThK OT JOTOBOPEHHUS CPOK HA
rognoct JOCTABYUKDBT nbmxu HEYCTOMKA KaKTO ClIeBa:

- cpok Ha ToTHOCT OT 59.99 % mo 50 % - 2,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 49.99 % 1o 40 % - 3,0 % BBPXy CTOHHOCTTA Ha IOCTABKATA;

- cpok Ha TotHOCT OT 39.99 % mo 30 % - 6,0 % BBpPXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 29.99 % 1o 20 % - 7,5 % BBpXy CTOIMHOCTTA Ha JOCTABKAaTa;

- cpok Ha rogHOCT 110 20 % - 9,0 % BBPXY CTOMHOCTTA Ha JOCTABKATa,

- TIpU JOCTaBKa Ha CHeNU(pUUCH OMOJIOTHYEH JIKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
oT 24.99 % 1o 15 % - Heycroiika ot 2,0 % BbpXy CTOMHOCTTA HA IOCTABKAaTA.

4. Ilpu wnecnazBane Ha cpokoBere 3a jgoctaBka JOCTABUYUMKDBT pbmxu Ha
BB3JIOKUTEJISA Heycroiika B pasMep Ha 1% Ha OeH BbpXY CTOMHOCTTAa Ha 3asIBEHUTE
JIEKapCTBEHM NMPOJYKTH/paguodapManieBTUIM 32 BCEKH JeH 3a0aBa, HO He moBeue oT 30% ot
CTOMHOCTTA UM.

VIII. T”APAHIUA 3A U3ITBJIHEHUE

1. JloctaBunkbtr ocurypsisa B mnon3a Ha BB3JNOKUTEJIIS rapanmus 3a m00po
U3IIBJIHEHHE Ha JoroBopa B pa3Mep Ha 2263,00aB. B nomycrtumara ot 30I1 ¢opma,
npencranisBaia 2 % ot croiHocTTa My 6e3 JIJIC.

2. BB3JIOXKHUTEJIAT uma npaBo aa 3abp>KU Ta3u TapaHIUs U Jla ce pa3lopean ¢
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHMUS W pa3Mep NMpU HEU3NbIHEHHE Ha KOETO M Ja € OT
3agbiokeHusaTa Ha JIOCTABUYHMKA, nmpou3Ttiuyaliy oT I0roBopa U/WiM OTHOCUMAaTa KbM HEro
HOpMaTHBHA ypeada. AKo TOBa € HeIOCTaThYHO 3a Bb3MmesnsaBaHeTo My, Bb3JIOKUTEJISAT
IpesiBsBa UCK 3a pa3JinKaTa HaJl TO3U pa3Mep.

3. BB3JIOKUTEJAT ocBoboxxnaBa rapanmusara ciea 31.07.2018r., Bp3 ocHOBa Ha
NUCMEHO ucKaHe Ha JlocTaBumka, 0e3 1a IBJDKH JIMXBa WIM 00€3IIeTeHHE 32 BPEMETO JI0 TOBA
0CcBOOOXKIaBaHE.

IX. JOIBJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaiiuy 3a SBHA HEIOCTAaThIM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JICKapCTBEHM TPOAYKTH W B 5 JHEBEH CPOK OT JOCTaBKara Ha
paarodapMaleBTHIIM, a 3a CKPUTH HEJOCTaThIM - TNpe3 Ielus CPOK Ha TOJHOCT Ha
nocraseHute npoaykth. B tozm ciaywait JJOCTABUYMKDBT noameHs pekiiaMupaHHUTe
MPOJYKTH C HOBH, KAUECTBEHU TaKMBa B CPOK, CHIVIACHO paznen V, T.1 Ha HACTOSIIMS TOTOBOP.

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

3. JloroBOpbT ce mpeKpaTsiBa:

a) C U3TUYAHE CPOKA HA JOTOBODPA;

0) 10 B3aMMHO TMMCMEHO CIIOpa3yMEHNE Ha CTPAHUTE;

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

I') C BpEMEHHOTO WJIM OKOHYATEIHOTO OTHEMaHe, 00e3CUIBaHEe WM IpeKpaTsiBaHe
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 ChbCTOSIHUE /14
U3MIBJIHSABA CBOUTE 3aIbJDKEHMs MOpaau HENpeABHACHU oOcTosTencTBa. B To3m ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIICHUSI MEXKTy CTPAHUTE 32 U3BBPIICHUTE OT JlocTaBumKa U
onobpeHu ot Bb3noxxuTens qeiHOCTH MO U3MTBIHEHHUE Ha I0T0BOPA;
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k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;

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

n) ot BB3JIOKUTEJSA 6e3 npeausBecTHe, KOraTo Bb3 OCHOBA Ha HEBEPHH
nanau ot JOCTABYHUKA e npuiioxkeHo U3KIII0UeHHE Mo 4wi.4 0T 3aKOHA 32 MKOHOMUYECKUTE
U (prHAHCOBUTE OTHOILEHUS C IPYXKEeCTBaTa, pErUCTPUPAHU B IOPUCIUKINU C pedepeHiraneH
JTAaHBUCH PEXKUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE NEHCTBUTEIHU COOCTBEHUIU W €
CKJIIOYEH JIOTOBOp ¢ Hero. B To3u ciyuait He ce Bpblla rapaHiusaTa 3a U3IbIHEHUETO MY, HE ce
3arianarT U3BbPIIEHUTE AeHHOCTH, a nonydyeHute miamanus ot JOCTABUYMKA noxnexar
Ha He3a0aBHO BB3CTAHOBSIBAHE BEIHO CbC 3aKOHHATa JHXBa. BbBB BCHUKM ciyyail
BB3JOXUTEJISAT He 1b1KH KOMIIEHCAIIUHA U 00€3IETEHNS;

1) BB3JIOKUTEJISAT npexpatsiBa 10roBopa ¢ €AHOCEIMUYHO TTPEAU3BECTHE, aKO
ObJIe CKIIIOYEHO PAaMKOBO CIIOPa3yMEHHE ChC CHIUS MpeAMET 1o peaa u yciaoBusata Ha [IMC Ne
146 or 9 wuum 2015r. 3a cb3maBaHe Ha LleHTpasieH opraH 3a TOKYINKH B CEKTOp
,»3apaBeonas3Bane’ //I1B 0p.44/2015r., u3m. u A0M./, YUUTO KIIAy3U ca MO-OJaronpusTHH OT TE3H
10 HACTOSIIUS IOTOBOP ChOOPa3HO U30paHusl KPUTEPH 3a OIICHKA.

4. Bb3HHUKHAJIUTE CHOPOBE MEXKIY CTPAHUTE C€ YPEKIaT 4Ype3 B3aUMHU IPErOBOPHU
Mmexny Tsx. [Ipu HemocTurane Ha ciopazyMeHHe, T€ pelaBaT cropa 1o cbeOeH pe.

5. 3a BCHMUYKM HEypeleHH B TO3U JOTOBOP BBIPOCH C€ MMpHJaraT pasnopenouTe Ha
JeICTBAIIOTO 3aKOHOAATEJICTBO.

JIOroBOpBT C€ ChCTABU B JBa €AHOOOPA3HU €K3EMIUISIpA, IO €MH 32 BCSIKA CTPaHa.

BB3JIOKUTEJI: JOCTABYHK:

“KOL - Crapa 3aropa” EOO/] »EKO®APM*“ EOO/J{

VYupaButen: / 11/ cver ur2 u wi.23 om 33701 VYnpaButen:  /11/ cver un2 uwn23 om 33711
/n-p I1. Ynnuarupos/ [TleTsp Benes, upes

Anekcannbp Tep3ues - MbIHOMOIIHUK/



" Ekocpapm” EOO[

MpunoxeHue Ne 1

kbM [orosop Ne 6 ot 22.06.2017r.

Ne 0O6ocob MexayrapoaHo nekapcTeeHa KONM4YeCTBO npes:ao );(: a Hpeﬁ; ):s(: " Tbproscko Mputexaren Ha
2 no ocobena ATC kopg HernaTteHToBaHO P Msipka H H O6Lwa cTonHocT P paspeLumTenHoTo
pea noauums Ne HanuveHosanme / INN / dopma o eouHuua msipka | on./amn./con. ¢ HaVMeHoBaHue sa ynoTpea

c Bkn. 4AcC Bkn. 4AC
1 2 g 4 5] 6 7 8 9 10 11 12
. Endoxan Baxter Oncology
napeHTepanHa
1 LO1AAOL m 1 600 000 0.02587 5.17 41360.00 ..
4 Cyclophosfamide opma 9 powd.inj. 200mg GmbH
2 5 Lo1AA06 |Ifosfamide napentepana | o |5 000 000 0.04721 47.21 9442000 |Holoxan powd. | Baxter Oncology
cpopma ' ' ' Inj. 1000mg GmbH
O6wa cyma c 4AC: 135780.00 nB.
BB3JIOXKUTEJ: JOCTABYHUK:
“KOIl - Crapa 3aropa” EOO/] »EKO®APM*“ EOOJ
VYupasuren: / m/ cbri. w2 u w23 ot 33J1/] Ympasuren: [ 11/ cven. wn2 wun23 om 33110

/n-p I1. YunuHaTHpOB/ /NeTbp Benes, upes AnekcaHabp Tep3nes - MbJAHOMOLLHUK/



JIOTOBOP Ne 7

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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

»PEMEJIHN TPEMIWHI” OO/, chc cepanuiue 1 ajpec Ha yrpasieHue rp. Ilnesen
5800, yn. Cesepna Nel, Ten.: +359 885734907, dakc: +35924437111 Bnucano B TP Ha AB ¢
EWK: 202318167, U1.Ne mo 31JIC: BG202318167, mpencrasisaBano oT JXKeko XKekos XKekos -
VYnpasuten, HapuuaHo 3a kpaTkoct B forosopa IOCTABYHUK ot npyra crpaHna,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B orkpurta mnpouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2017-
0001, u3Bbpuieno ¢ Pemenne Ne 102/01.06.2017r. na Ynpasurens Ha ,,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 Bw3nara, a [JOCTABUMKDBT mnpuema na pgocraBs Ha
BB3JIOKUTEJIA npoaykry, o 1ieHH U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJAT ce 3agpikaBa ga My
3aruiaila LeHaTa, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca opueHTHUpoBbUHH U HE 3aabibkaBaT Bb3JIOKHUTEJIS na ru 3asBu, Moay4Yy U 3a1U1aTh, Thid
KaTo TE€ 3aBUCAT OT OCHTYpPEHOTO (prHAHCHUpaHe, OpOosi HA MALMEHTUTE, MEIUIIMHCKATA Tepaus
u J1p.

2. JlekapcTBeHUTE  MPOJIYKTH,  CcJlelABa  Ja  OTroBapsT  Ha  JICHCTBaIIUTe
CTaHJAPTHU3AIMOHHU JTIOKYMEHTH (MEXIyHApOIHU CTaHIapTH, eBpomneiicku ctanmaptu, BJC,
OH u xap.), ¢ ocraTp4eH CPOK Ha TOJHOCT He To-Manko ot 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JIEKaPCTBEHU MPOJIYKTH - HE MO-MaJIKO OT 25 % oT oTOens3aHus Ha OMaKOBKaTa.

JlekapcTBeHHTE MPOMYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uim
YIOCTOBEPEHUE 3a pErucTpanms CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

KomnuectBoTo Ha noctaBsHuTe npoayktu ce ompenens ot Bb3JTOKUTEJS upes
3as1BKU, KOUTO CE€ M3BBPIIBAT MUCMEHO WK 110 ¢akc. [IlncMennTe 3asBKu ce u3mpaiaT Ha ajapec
rp. Codus, yn.”®nopa Keuesa” Ne 67, ma e-mail aapec: iskrenkirov@remedytrading.eu., a
te3u 1o ¢akc Ha Ten.: 02 443 71 11. B 3asBkaTa Bb310XXUTENAT yTOUHSIBA OIAKOBKUTE, B KOUTO
cleBa J1a ce JOCTaBST JIGKAPCTBEHUTE MPOAYKTH ChOOpa3HO mocoueHute B Ilo3uTuBHUSA
JIEKAPCTBEH CIHCHK.



II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. HdoroBopbsT uMa cpok Ha aeictue ot 24.06.2017r. no 23.06.2018r.

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 JEHUCTBAIOTO 3aKOHOAATENICTBO B bbiarapus 3a
THPTOBLM Ha €APO U BKJIIOYBAT BCUUKHU 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. BB3JIOKUTEJAT 3annama yroBopeHaTa IieHa 1O OaHKOB MBT C IJIATEKHO
HapexxaaHe, pascpoueHo a0 30 muu cnen npexacraBsiHe 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 u3iajieHaTa oT Hero akTypa.

5. llennte ca (uKcHpaHW W HEMOJIEKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHd B [103UTHMBHUS JIEKapCTBEH CIMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKM OT 3allMCaHUTe B Hero pedepeHTHH cToiHOCTH. Korato OblIe HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObJe 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 HeiHaTa mpoMSsHa.

6. Koraro JIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MHOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIIHO IUIAllaHE KBM HETO, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTriI Ha
MOIU3ITBIHUTENS/TIOAU3IBIHUTENIUTE 32 U3IM'BJIHEHUTE OT TAX pabOTH, KOUTO ca IPUETU IO
pena Ha 10roBopa.

7. Koraro vactra oT nmopbukara, KOATO C€ U3IIbIHIBA OT MOAUIBIHUTEI, MOXKE 1a Oble
npenagena karo otneneH obekr Ha JOCTABYUUKA wmm wa BbB3JIOKUTEJA,
BB3JTOKUTEJIAT 3amnama Bb3HArpaKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTEN.
[InamaneTo ce ochlIECTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MNOJAU3IBJIHUTENS 0
BB3JIOKUTENS Upe3 JOCTaBUMKa, KOWTO € JUIbXKEH Jla TO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT MOJy4aBaHETO MY.

8. KbM nckaHeTo mo npeaxoaHara TOUKa JIOCTaBUMKBT MPECTaBs CTAHOBHUIIIE, 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 HCKAHETO 3a IJIAllaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE HA MPUYUHATA 33 OTKAa3a.

IV. IPABA U 3AABJIZKEHUSA HA Bb3JIOXKHUTEJIA

1. BB3JIOXKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUHUKA
HpOI[yKTI/I, aKO CBIIUTC OTFOBapHT Ha IIOCOUYCHUTC B TO3U ,Z[OI‘OBOp yC.HOBI/ISI N U3UCKBAHHUsTA
KbM TSX IpeAsiBeHH oT neicTBamoTo 3akoHoaatesncTBo. Korato JOCTABUYHUKA e ckimrounn

I[OFOBOp/,Z[OI‘OBOpI/I 3a IIOJU3ITBJIIHCHHUC, pa60TaTa Ha MTOAUIIIBJIHUTCIUTE CC HpI/IeMa oT
BBb3JTOKUTEJIA B npuckerBuero Ha JOCTABUHNKA v noau3nbIHUTENS.
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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 M Ja My NPEACTaBU JOTOBOPH 3a
MOAU3ITBIHEHUE C TIOCOYCHUTE B opepTaTra My NOAU3IMIBIHUTEIIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na gocrau Ha BB3JIOXHUTEJISA 3asBenute
JIEKapCTBEHU NMPOJYKTU B CpoK 10 3 /Tpw/ pabotHu 1HU OT 3asBkarta Ha BB3JIOKUTEJIA
WM B CPOK YrOBOPEH NIpH 3asBKaTta My. JlOCTaBSIHETO CE€ OCHIIECTBABA B PAaOOTHH JHH, OT
07:304. go 14:00 4aca.

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 MPOIYKTH 32 LETUS UM
cpok Ha roaHoct 1pu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

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

5. Jla cxitoun OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TOMBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla TMPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€HO C JI0KA3aTEJICTBO Y€ ca
HM3ITBIIHCHHN U3MCKBAHUATA Ha 4i1.66, an.2 u an.11 30I1.

6. Jla mpemocTaBsi Ipu NMOMCKBaHEe MH(pOPMAIMS 32 TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBJIHCHHC.

7. Ja cma3Ba ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

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

2. Ilpuemanero Ha JOCTaBKaTa Ce YJOCTOBEpsiBA C TMOJNUCBAHE OT JuIaTa IO
peaxogHaTa TOYKAa Ha JBYCTpaHEH IpellaBaTeTHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomausmbaHUTenUTe ce mnpuema ot BB3JIOXKUTEJISA B npucbcTBHeTO Ha
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHUSTA CU 110 HACTOSIUS JONOBOP HEU3IpaBHATA CTPaHa
IBbJDKM 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 KOPUTUpPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
3aKOHOJATEJICTBO MJIM KOIraTo HaJBHIIABAT IOCOYEHHUTE LeHW B [l03UTHBHHMA JeKapcTBEH
cnucbk, BB3JOXKUTEJIAT uma npaBo 1a u3BbplIBa AOCTAaBKA HA MPOAYKTUTE OT JIPYrH
THProBUY/ TPOU3BOJUTENHN, KAKTO U J1a IPEKpaTH €JHOCTPAHHO AO0roBopa, 0e3 Ja IbJIKH
KaKBHUTO M J1a OMiio oOe3ieTeHns (3a MpeTbpIeHn BPeau, 3a HEU3IIbJIHEH IOTOBOP, IPOIYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha mocTtaBka Ha JIGKAPCTBEH MPOAYKT C MO-KPaThK OT JOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmxku HEYyCTOMKA KAKTO ClleBa:
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- cpok Ha ToTHOCT OT 59.99 % no 50 % - 2,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % no 40 % - 3,0 % BBpPXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBPXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha ToTHOCT OT 29.99 % no 20 % - 7,5 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uueH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha IOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHGHHE Ha JoroBopa B pasmep Ha 36384aB. B nmomyctmmarta ot 3O0Il ¢opwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U J1a C€ Pa3IOpeau C
Hesl, KaTO C€ YJOBJIETBOPH OT IBJIHHUS W pa3Mep MPU HEH3MBIHEHHE Ha KOETO W Ja € OT
sanpmkeHusTa Ha JJOCTABUMKA, npousTryaniy ot J0roBopa u/uid OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOXKUTEJIAT
IpesBsIBa MCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKHUTEJISAT ocoboxnaBa rapanuusita cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 J1a ABJDKH JIMXBa WK 00e3IEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamManuy 3a iBHU HEAOCTAThLU B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIGKapCTBEHM TMPOAYKTH M B 5 JHEBEH CpPOK OT JOocCTaBKara Ha
paarodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 IeNnus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosu caydain JOCTABYUKDBT noamens pexiaMupaHuTe
MPOJIYKTH C HOBHU, KAYECTBEHH TaKUBA B CPOK, ChIIIACHO pa3zen V, T.1 Ha HACTOSIIMS 10TOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aIbKEHUETO CH IO MPEIXO0JHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKo IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOIYKTH OT CIIEABAILN JOCTABKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 110 B3aMMHO MHCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MYy 10 pena Ha wi.87 ot 33/1;
I') C BPEMEHHOTO HJIM OKOHYATETHOTO OTHEMaHe, 00€3CHIIBaHEe HMIIH MpEeKpaTsBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha enpo Ha JOCTABUYUKA;
1) 1pu ycnosuarta Ha paszaen VII 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqrHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B CHCTOSIHHE J1a
U3IIBJIHSABA CBOUTE 3aJbJDKEHUS MOpaM HEmpeABHIEHH oOcTtosATencTBa. B To3m ciyuail ce
ypexaar (pMHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEX/1y CTPAHUTE 3a U3BBpIIEHUTE OT JlocTaBurKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IIBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOXKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;
3) or BB3JIOKUTEJISA 6e3 npenusBecTre Npy Bb3HUKBAHE HA 00CTOSITEICTBATA
o wr.118 30I1 umwm o 41,119, an.2 30I1;
) ot BB3JIOKUTEJIS 6e3 mpeausBecTue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHne 1o Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
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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
3aruiamaT M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKM Cly4ail
BB3JIOKUTEJIAT He 1b1KA KOMIICHCAIIUH U 00€3IETCHHUS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHE, aKO
0bJIe CKITFOYEHO PaMKOBO CIIOpPa3yMEHHUE ChC CHINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Ne
146 or 9 roum 2015r. 3a cw3gaBane Ha LleHTpaseH opraH 3a NOKYIKH B CEKTOD
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIUS JJOTOBOP ChOOpa3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPU
Mexny Tsx. [Ipu HemocTurane Ha Criopa3yMeHHe, Te peliaBaT cropa 1o chaeOeH pel.

5. 3a BCHUYKHM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH €€ Ipuiarat pasmnopeadure Ha
JEHCTBAIIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JOCTABYHK:

“KOILl - CTAPA 3AI'OPA” EOOJ .PEMEJIA TPEVJIVHI” OO/I

VYupaBurten: / 1/ cver un2uun23 om 331 YrupaButen: / 1/ cver un2 uur23 om 33711
/n-p I1. YnmmaTHpOoB/ / Kexo XKexon /



"Pemeaoun Tpenguur" 00

MpunoxeHune Ne1

kbM [orosop Ne 7 ot 22.06.2017r.

MexayHapogHo MpeanoxeHa MpegnoxeHa Movtexaren Ha
Ne no | O6ocobeHa HenaTeHToBaHO nekapcTeBeHa LeHa 3a LieHa 3a N Tbproscko P
ATC kop MsipKa | KonmM4yecTBO 4O O6La cTonHoCT paspeLumMTenHoTo 3a
ped | nosuums Ne HanmeHoBaHue dopma eauHuua mspka | on./amn./cn. ¢ HanmeHoBaHue noTpe6a
/INN / ¢ k. AAC skn. [C ynotp
1 2 g 4 5] 6 7 8 9 10 11 12
1882.50 ?S’.gr?qogljo;tlatm Lar
1 3 HO1CB02 Octreotide | ™PEToP™@ | mg 3600 62.75000 225900.00 Novag';;:'arma
Sandostatin Lar
1255.00
20mg x 1
3 50 LOIXEO4 |Sunitinib ”egzz;’;“a mg 180 000 6.17000 9255.00 1110600.00 fu;gnt 50mg Pfizer Ltd. UK
4 53 LO1XE09 |Temsirolimus o | Mg 3600 53.65000 1609.50 193140.00  |Torisel 30mg x1 Pfizer Ltd, UK
6 59 LO1XE16 |Crizotinib Soomn | Mg 900000 0.72600 10890.00 653400.00  |Xalkori 250mgx60 | Pfizer Ltd, UK
O6bwa cyma c JAC: 2183040.00 ns..
BDB3JI0KUTEJ: JOCTABYHUK:

“KOIl - Crapa 3aropa” EOO/]

VYupasuren: / n/ . un.2 u an.23 or 33711

/n-p I1. Yunuarupos/

,PEMEJU TPEWINHI” OO0/

Ynpasuren:

/ XKexo XKexos /

/1 / cbrn wi.2 u w23 or 33J1]




JIOTOBOP Ne 8

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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

»TOII XOCIIUTAJI CbPBUC” AJl, cbc cepanuilie U aApec Ha YMOpPaBICHHUE Tp.
Codus 1632, xB. ,,['opra bans*, yiu. ,,Axan. Muxann Mamkapos” Ne 10, ten.: +359 28620192,
dakc: +359 24084013, snumcano B TP ma AB c¢ EMK: 202161036, U.Ne mo 3JIC: BG
202161036, mpeacrasisiBano oT MBaitno biaaroBecroB barnakoB — M3mbaIHUTENCH TUPEKTOP U
IBeran MBanoB /lumutpos — Ilpencenaren na CpBeTa Ha AUPEKTOPUTE, HAPUUYAHO 3a KPATKOCT
B norosopa JOCTABUYMUK ot gpyra cTpaHa,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B orkpuTa mnpouenypa 3a Bb3jIaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2017-
0001, u3Bbpuieno ¢ Pemenne Ne 102/01.06.2017r. Ha Ynpasurens Ha ,,KOL] - Crapa 3aropa ”
EOO/] ce ckiroun HACTOSIIMS TOTOBOP 3a OOIIECTBEHA MOPBHYKA 3a JIOCTABKa Ha JICKAPCTBEHHU
NPOAYKTH (Hapu4aHu OOIIO U MOOTAETHO ,,ipoaykTh”’) 3a Hyxkaute Ha Bb3JIOKUTEJISA npu
CJIEIHUTE YCIIOBUSI:

I. MIPEIMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bw3nara, a [JOCTABUMKDBT mnpuema na pgocraBs Ha
BB3JIOKUTEJIA npoaykry, o 1eHH U KosnudecTtBa cbriaacHo Ilpunosxenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJAT ce 3agbikaBa ga My
3aruiaia LeHara, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOP. Taka 3aluMcaHuTe KOJIWYECTBa
ca opueHTHpoBbUHH U HE 3aabibkaBaT Bb3JIOKHUTEJIS na ru 3asBu, oay4Yd U 3a11aTH, Thid
KaTo T€ 3aBUCAT OT OCHTYpPEHOTO (prHAaHCHUpaHe, OpOosi Ha MAMEHTUTE, MEIUIIMHCKATA TepaTUs
u J1p.

2. JlekapcTBeHUTE  MPOJMYKTH,  CcJlelABa  Ja  OTroBapsT  Ha  JICHCTBAaIIUTE
CTaHJAPTH3AIMOHHU JTIOKYMEHTH (MEXIyHApOIHU CTaHIapTH, eBpomneiicku ctanmaptu, BJC,
OH u gap.), ¢ ocrarp4eH CPOK Ha TOJHOCT He To-Manko ot 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JIEKaPCTBEHU MPOIYKTH - HE MO-MaJIKO OT 25 % oT oTOensi3aHus Ha OMaKOBKaTa.

JlexapcTBeHHTE MPOIYKTH CJelBa Ja MPUTEKABAT paspelieHue 3a ymnorpeba uium
YIOCTOBEPEHUE 3a pErucTpanms CcbhoOpa3HO ompeaesneHoTo ¢ w23 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

3. KomnuectBoTo Ha mocraBsHuTe npoayktu ce ompenens oT Bb3JIOKUTEJS upes
3as1BKH, KOUTO CE€ M3BBPIIBAT MUCMEHO WK 110 ¢akc. [IncMennTe 3asBKu ce u3mpaiaT Ha aapec
rp. Codpust 1632, kB. ,J'opua baus“, ya. , Akax. Muxamn Mamkapos” Ne 10, ma e-mail
anpec: order@thservice-bg.com, a Te3m mo dakc Ha Ten.: 02/4084013. B 3asBkara
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Bb3noxxurensT yTOYHSIBa ONAKOBKUTE, B KOWUTO CJelBa Ja C€ JOCTaBAT JIEKapCTBEHUTE
IPOAYKTHU ChOOpa3Ho rnocoyeHuTe B [103UTHBHUS IeKapCTBEH CIUCHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiicteue ot 24.06.2017r. mo 23.06.2018r.

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 €O M BKJIIOYBAT BCUYKWA HAYUCIICHUS, TaHbIU, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJIS ¢ Bxmouen [/IC.

2. BB3JIOKHUTEJIAT 3amnama Ha JJOCTABYMKA croitHOCTTa Ha JOCTAaBEHHUTE
MPOJYKTHU MO 1IeHH, TocoueHu B [Ipunoxkenue Ne 1 kbM HacTOsAIIUS 1IOTOBOP B ChOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB IBT C IUIATEXKHO
Hapexxaane, pascpoueHo no 30 muu crmen mpexacraBsHe or JOCTABYUUKA nHa daktypa,
noanucana o Bb3JIOKUTEJISA.

4. Bcuukd TUTaIiaHusi MEXIYy CTPaHWUTE 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 JEKapCTBEH CMHCHK HE MOrar Ja Obaar ¢
IIEHU, TO-BUCOKM OT 3allMCaHWTe B Hero pedepeHTHH croitHOocTH. Korarto Obme HamalneHa
[eHaTa Ha MpoaykTa mo [lo3UTHBEH NeKapCTBEH CMHUCHK WK OB AOTOBOPEHA OTCTHIIKA IO
pena Ha JEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHAaTa Ha MPOAYKTAa CTaHE MO-HUCKA OT JOTOBOpeHaTa, Bb3I0XKUTENSAT ro
3arialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO PEUICHHE Ha
KOMIIETEHTHHSI OpPTaH 3a HelfHaTa IpOMsIHA.

6. Korato JOCTABUYUUKDBT e cxiouns JOroBOP/IOTOBOPH 3a TOAU3IBIHCHHE,
BDB3JIOXKUTEJIAT wusBbpiiBa OKOHYATENHO IUIalllaHe KbM HEro, clieJ] Karo Obaar
MpEeCTaBeHU JIOKa3aTeJICTBa, e JOCTABUUKDBT e 3aIuIaTHII Ha
MOIU3ITBITHUTEIIS/TIOAU3ITBIHUTEIIUTE 32 M3MBIHEHUTE OT TAX padOTH, KOUTO cCa MPUETH IO
pella Ha I0roBopa.

7. Koraro wactra oT mophykaTa, KOATO C€ U3IMBIHABA OT MOAUZIBIHUTEI, MOXKE 13 OblIe
npexanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BB3JOXKHUTEJIA,
BB3JIOKUTEJAT 3annama Bb3HArpaKICHUE 3a Ta3W dYacT Ha MOJU3IBJIHUTENS.
[InamaneTo ce OChIIECTBSIBA Bb3 OCHOBAa Ha HMCKaHE, OTHPABEHO OT MOJIU3IBIHUTENSA 0
BB3JIOKUTENS 4pe3 JIOCTaBUMKA, KOWTO € JUIBXKEH Ja o MPelOoCTaBU Ha BB3JIOKUTENS B 15-
JTHEBEH CPOK OT IOJy4aBaHETO MY.

8. KbM nckaHeTo mo mpeaxoHara TO4Ka JOCTaBYUKBT MPEACTaBs CTAHOBUIIE, OT KOETO
Jla € BUJHO JaJId OCIIOPBA IUIAIAHUATA WA YaCT OT TAX KaTO HEIbJKUMH.

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

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e anexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSATA
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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 na ckiouu W 1a My TPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE ¢ TIOCOYCHUTE B opepTaTa My MOTU3IIBIHHTEIH.

V. IIPABA U 3AJBJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUKDBT e mnbxen ga gocraBu Ha BB3JIOXKUTEJISA 3asBenute
JICKApCTBCHH MPOJYKTH B CPOK 10 3 /Tpu/ pabotau muu ot 3asBkara Ha BB3JIOKUTEJISA
WIK B CPOK YrOBOpPEH NpHU 3asBKaTta My. JloCTaBSHETO ce OChIIECTBSIBA B PaOOTHU THU, OT
07:304. 1o 14:00 ygaca.

2. JOCTABYHUKDT e mapxeH aa moeMe 3a CBOsS CMETKa Pa3XOAHWTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

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

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu IO AOrOBOPA, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAY€CTBEHO U B IBJEH 00€M 3aqbJDKEHHSTA CH MO HEro, KakTo U 4e MOJAIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTOTOBOP/AOTOBOPU 3a MOAM3ITBIHEHHE C MOCOYEHUTE B odeprara My
MOAU3MBIHUTENIN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATa 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOSAUIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-gHEBEH CpOK OT CKJIKOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
M3IBIHCHN M3UCKBaHUATA Ha 41.66, aim.2 m an.11 30I1.

6. Jla mpemoctaBs npu MouckBaHe WH(pOpMAIHS 3a MJIAIAHUATA CH 10 JTOTOBOPUTE 3a
MOAU3ITbIIHEHHE.

7. Jla cna3pa 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 JOCTaBKara Ce YAOCTOBEpsABAa C TOJMKMCBAHE OT JIMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPAaHEH NpelaBaTeIHO-NPUEMAaTeNIeH IMPOTOKON M (akTypa 3a
HEHHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmounii JOTOBOP/IOTOBOPH 3a TIOJU3IBIIHCHHE,
paborara Ha mnomusnbiaHuTenHTe ce npuema oT BB3JIOXKUTEJIA B mpuchcrBuero Ha
JOCTABYMKA u nogu3mbIHUTEIS.

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a Heu3MBIHEHHE HA 3abJKEHHTA CH IO HACTOSIIUS JOTOBOP HEU3MpaBHATA CTpaHa
IBJDKU Ha W3MpaBHATa CTpaHa oOe3lIeTeHHEe B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3II'BJIHEHUETO BbPXY CTOHHOCTTA Ha 3a0aBSIHOTO UM HEU3IBJIHEHOTO.

2. [Ipu HeW3MBITHEHNE HAa CPOKOBETE 32 JOCTABKA, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JOCTABYMKA, onpenensHeTo MM B OTKIOHEHHME OT JEHWCTBAIIOTO
3aKOHOAATCJIICTBO HWJIM KOrato HaJABHUIIIaBAT IIOCOYUYCHUTC IICHU B ITo3uTuBHUSA JICKaApCTBCH
ciucbk, BB3JOKUTEJJIAT wuma npaBo 1a U3BBPIIBA TOCTaBKAa HA MPOIYKTUTE OT APYrU
THPTOBIM/ TPOU3BOAUTENH, KAKTO W Ja MPEKpPaTH €IHOCTPAHHO JIOTOBOpa, 0€3 Ja IBbIDKU

3



KaKBUTO U J1a Oniio obe3iieTeHus (3a IpeThbpleHn BPean, 32 HEU3ITbIHEH JOTOBOP, MPOMYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha 1ocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPAaThK OT JIOTOBOPEHUS CPOK Ha

rogHoct JOCTABUYUKDBT abmxu HEYyCTOMKA KAKTO Clle/Ba:

- CpoK Ha rogHocT OT 59.99 % 1o 50 % - 2,0 % BBpXy CTOHHOCTTA Ha 1OCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % 1o 40 % - 3,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 29.99 % mo 20 % - 7,5 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uUeH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK Ha TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha JJOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT nppmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIMA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JTOKHUTEJSA rapannus 3a 1o0po
W3MBJIHGHUE Ha J0roBopa B pasMep Ha 16621,33aB. B gomyctumara ot 3O0Il ¢dopwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U J1a C€ Pa3IoOpeau C
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHHUS W pa3Mep NMpPU HEH3MBIHEHHE Ha KOETO W Ja € OT
sanbmkeHussTa Ha JJOCTABUUMKA, npousTHyaIiy oT J0roBopa W/Uil OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asiBaneTo My, Bb3JIOKUTEJIAT
IpesBsiBa HCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 1a ABJKM JIMXBa WM 00€3IEeTeHHE 32 BPEMETO /10 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npasu pexinamanuy 3a IBHU HEAOCTAThLU B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOJAYKTH M B 5 JHEBEH CpPOK OT JOcCTaBKara Ha
paarodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 IeNus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosu caydain JOCTABYUKDBT noamens pekiaMUpaHUTe
MPOJIYKTH C HOBHU, KaYECTBEHH TaKUBAa B CPOK, ChIIIACHO paznen V, T.1 Ha HACTOSIIMS 10TOBOP.

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

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MHCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MY 10 pena Ha wi.87 ot 33/];
I') C BpEMEHHOTO WJIM OKOHYATETHOTO OTHEMaHe, 00e3CHIIBaHEe WM NPEKpaTsiBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha eapo Ha JJOCTABUYUKA;
1) 1pu ycnosuarta Ha paszzaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqrHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B ChCTOSTHHE J1a
U3MBJIHSIBA CBOUTE 3abJDKCHHS MOpPaau HEMpEABHACHU OOCTOSITeNCTBA. B TO3u ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IIBIHEHNE Ha JJ0TOBOPA;
k) mopaan HeBb3MOXKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;



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 €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3IbIIHEHUETO 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
0bJIe CKITFOYEHO PaMKOBO CIIOpa3yMEHHUE ChC ChINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Neo
146 or 9 roum 2015r. 3a cw3gaBaHe Ha lleHTpaseH opraH 3a NOKYIKH B CEKTOP
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIIUS JJOTOBOP ChOOpA3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT Cropa 1o chaeOeH pel.

5. 3a BCHUYKM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH C€ Npuiarat pasmnopeadure Ha
JEHCTBAILIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JOCTABYHK:

“KOL] - Crapa 3aropa” EOO/] »TOIl XOCIIUTAJI CbPBUC” A/}

VYupaBuren: / 1/ cven ur2 uun23 om 33711 W3nbaHuTeneH AUpeKTop: / 1 / cver ur2 u ur23 om 3311
/n-p I1. YnmmaTHpOoB/ / UBaitno baruHkoB /

[Ipencenaren [ 11/ coen wn2 u w23 om 331
Ha CpBeTa Ha TUPEKTOPUTE:
/ llBetan JlumutpoB /



"Ton Xocnutan CbupBuc” Al

MpunoxeHune Ne 1
kbMm [orosop Ne 8 ot 22.06.2017r.

MexayHapogHo MpegnoxeHa MNpepnoxeHa Noutexaren Ha
Ne no [ Obocobena HenaTeHTOBaHO | nekapcTBeHa KONN4eCTBO LeHa 3a LieHa 3a . Tbproecko P
ATC kop, MsipKa O6Lwa cTonHocT paspeLnTenHoTo
pen | nosuuma Ne HanmMeHoBaHue / dopma ao eavHuua msipka | on./amn./dn. ¢ HanMeHoBaHue 33 vioTpe6a
INN / c Bkn. AC Bkn. 40C ynotp
1 2 3 4 5 6 7 8 9 10 11 12
. nepopanHa Votrient 200mg Novartis
1 61 LO1XE11l Pazopanib chopma mg 4 320 000 0.20233 4856.00 874080.00 400mg Europharm Limited
Calcium L « Ph
5 99 vo3AFo3 | folinate 10 ”ap;?g;‘jZ””a mg | 1000000 0.12320 123.20 123200.00 Bendafolin Al
mg/ml 100ml
O6wa cyma ¢ AAC: 997280.00 ns.
BB3JIOKUTEJ: JOCTABYMK:

“KOII - Crapa 3aropa” EOO/]
VYopasuren: /u/cerr w2 nwi23 or 33J1]

/n-p I1. Yunuarupos/

»TOII XOCIIUTAJI CBPBUC” A/}

WznbiHUTENEH TUPEKTOP:
/ Baitno batuHkos /
[Ipencenaren

Ha CbBeTa Ha TUPEKTOPUTE:
/ L1eran JJumutpos /

[ 11/ cven un2 uun23 om 33J111




JIOTOBOP Ne 9

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. B rp.Crapa 3aropa, Mexuy:

»KOMIIVIEKCEH OHKOJIOTHUYEH HEHTDBHP - 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
€lHa CTpaHa
U

»®BOHUKC ®APMA“ EOO/, cbc cenanuiie u aapec Ha ynpasieHue rp. Codus
1700 paiton p-u Crynentcku, yi. "OxonoBpbscTeH mbT" Ne 199A, Ten.: +359 29658100, dakc:
+359 29658172 Bnucano B TP ma AB ¢ EMK: 203283623, UI.Ne mo 3/IC: BG 203283623,
npeacrapisiBaHo ot Becenun BennukoB KyneB u FOnuan AtanacoB HenenmueB — Ynpasurenu,
upe3 Kpacumup Hukonaes Hukonaes u Munena Mopranoa Mumuea — IThIHOMOLIHHIN C
nbiaHOoMonHO per.Nel35 ot 21.01.2017r. va Hotapuyc B paiion P.C. Codwus ¢ per.Ne0O49 na
HK, Hapuuano 3a kparkoct B forosopa JOCTABYHK ot npyra ctpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMUKA B oTkpura mnpoueaypa 3a Bb3JlaraHe Ha
o0I1ecTBeHA MOPBUKA C YHUKAJICH HOMEpP B perucTbpa Ha obmectBenute nopbuku 00731-2017-
0001, uzebpureno ¢ Pemenune Ne 102/01.06.2017r. na Yopasurens na ,,KOI] - Ctapa 3aropa ”
EOO/] ce ckiItouM HACTOSALIMS JOTOBOP 3a OOIECTBEHA MOPHUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapU4IaHH OOIIO U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEJAMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a [JOCTABUYUMKDBT mnpuema na pgocraBs Ha
BBb3JTOKUTEJIA nponyktu, mo neHu U KoiaumdectBa cbhriacHo IIpunoxenue Nel, koeto e
HepazjenHa 4vact oT Hacrosums goroBop, a BB3JNOXHUTEJIIAT ce 3agpmxaBa ga My
3arJaia 1eHaTa, ChbIJIaCHO YCIIOBHUSTA Ha HACTOSIIUS JOoroBop. Taka 3amucaHuTe KOJIMYECTBa
ca opueHTHpoBbUHU U He 3aabmkaBaT Bb3JIOKUTEJISA na ru 3as8u, Noiny4u U 3a1uiaTH, Thi
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (puHaHCHpaHe, Oposl Ha MalMEeHTUTE, MEAULIMHCKATa Tepanus
u Jp.

2. JlekapcTBeHUTE  TPOJIYKTH,  cjelBa  Ja  OTroBapsT  Ha  JeWCTBalIUTe
CTaHJAPTU3ALMOHHU JIOKYMEHTH (MEXIyHapOIHU CTaHIapTH, eBpomneiicku ctanaaptu, BJC,
OH u gap.), ¢ ocrarb4eH CpOK Ha TrogHOCT He mo-Maiko or 60 %, a 3a crneunduyHu
OMOJIOTUYHHU JICKAPCTBEHU MPOIYKTH - HE MO-MaJKo OT 25 % oT oTOens3aHus Ha OMaKoBKaTa.

JlekapcTBeHUTE TPONYKTH CJelBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Wiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonmnuectBoTo Ha goctaBsHuTe npoayktu ce onpenens or Bb3JIOKHUTEJISA upes
3asBKH, KOMTO CE€ U3BBPILIBAT MUCMEHO Wi 1o (axc. [IucMenuTe 3asBKH ce U3Mpaliar Ha aJpec
rp. [lnoBmuB, ym.“Ynpoy Yuincer* Nel8, na e-mail ampec: m.ruskova@phoenixpharma.bg, a
te3u 1o (pakc Ha Tei.: 032 655525. B 3asBkara BB3I0KUTENSAT yTOUHSIBA OMTAKOBKHUTE, B KOUTO



cienBa J1a C€ JOCTaBAT JICKAPCTBEHUTE MPOAYKTH ChOOpa3zHO mocoudeHuTe B IlosuTmBHUS
JIEKapCTBEH CIHCHK.

II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiicteue ot 24.06.2017r. mo 23.06.2018r.

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

I1II. HEHUH, PEJI 1 CPOKOBE HA PA3IIJIAIIIAHE

1. Ilenute ca oOpa3yBaHU CBIJTIACHO ACWCTBAIIOTO 3aKOHONATENCTBO B bbarapus 3a
THPrOBIU HA €IPO M BKJIIOYBAT BCUYKWA HAYUCIICHUS, TaHBIU, TAKCH, MUTA, TPAHCIIOPT U JIp. 10
BB3JIOKUTEJISA ¢ Bxmouen [/IC.

2. BB3JIOKHUTEJISAT 3amnama Ha JTOCTABYMKA croitHOCTTa Ha JOCTAaBEHUTE
MPOJIYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenue Ne 1 kbM HAcTOSIIUS TIOTOBOP B CbOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB IBT C IUIATEXKHO
Hapexaane, pascpoueHo no 30 muu crmen mpexacraBsne or JOCTABYUUKA nHa daktypa,
noanucana or Bb3JIOKHUTEJISA.

4. Bcuukd TUTammaHusi MEXIy CTpaHUTE IO JIOTOBOpA III€ C€ M3BBPINBAT MO OaHKOBaTa
cmetka Ha JIOCTABUYMKA, nocoyeHa B U3aeHaTa OT HEro (akTypa.

5. llenute ca QukcupaHu W HEMOIJISKAT Ha TPOMsHA 3a CpOKa Ha JCWCTBHE Ha
noroBopa. [Ipoaykrure, BkiItoueHU B [103UTHBHUS JIEKapCTBEH CIHCHK HE MOrar Ja Objaar ¢
IIEHU, TO-BUCOKM OT 3allMCaHWTEe B Hero pedepeHTHH croitHOocTH. Korarto Obme HamarneHa
[eHaTa Ha MpoaykTa mo [lo3UTHBEH NeKapCTBEH CMHUCHK WK OB JOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOMATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHAaTa Ha MPOAYKTA CTaHE MO-HUCKA OT JOTOBOpEeHaTa, Bb3I0XKUTENAT ro
3aruialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO PEUICHHE Ha
KOMIIETEHTHHSI OpTaH 3a HelfHaTa IpoOMsHa.

6. Korato JJOCTABUYUUKDBT ¢ ckiroums 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,
BB3JIOKUTEJAT 3annama Bb3HArpaKICHHWE 3a Ta3W dYacT Ha MOJU3IBJIHUTENS.
[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 IJIAIlaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsABaHE Ha NMPUYMHATA 33 OTKa3a.

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e mnexen na npueme nocraBeHute or JOCTABUYHUKA
MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBUSA M M3UCKBAHUSTA
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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 na ckiouu W 1a My TPEICTaBH JIOTOBOPH 3a
MOIM3ITBITHEHHE ¢ TIOCOYCHUTE B opepTaTa My MOTU3IIBIHHTEIH.

V. IIPABA U 3AJBJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUKDBT e mnbxen ga gocraBu Ha BB3JIOXKUTEJISA 3asBenute
JIEKapCTBEHH MPOIYKTH B CPOK 10 S5 /mer/ pabothm mum ot 3asBkata Ha BB3JIOKUTEJIA
WIK B CPOK YrOBOpPEH NpHU 3asBKaTta My. JloCTaBSHETO ce OChIIECTBSIBA B PaOOTHU THU, OT
07:304. 1o 14:00 ygaca.

2. JOCTABYHUKDT e mapxeH aa moeMe 3a CBOsS CMETKa Pa3XOAHWTE 32 TPAHCIIOPT U

3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

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

4. IOCTABYUKDBT nexnapupa ¢ moamuca cu IO AOrOBOPA, Y€ € B CHCTOSHUE JAa
U3MBJIHU KAY€CTBEHO U B IBJEH 00€M 3aqbJDKEHHSTA CH MO HEro, KakTo U 4e MOJAIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. Jla ckitoud JTOTOBOP/AOTOBOPU 3a MOAM3ITBIHEHHE C MOCOYEHUTE B odeprara My
MOAU3MBIHUTENIN WU Ha JOMBIHUTEIHO CIIOPa3yMEHHE 3a TAXHATa 3aMsiHa B CPOK OT 3 /Tpu/
IHU OT CKJIOYBAaHE Ha HACTOSAUIMS JOTOBOP M Jla MPEIOCTaBH KOMHE OT HEro/TAX Ha
BB3JIOKUTEJISA B 3-gHEBEH CpOK OT CKJIKOYBAHETO UM 3a€JHO C JOKA3aTeICTBO Y€ ca
M3IBIHCHN M3UCKBaHUATA Ha 41.66, aim.2 m an.11 30I1.

6. Jla mpemoctaBs npu MouckBaHe WH(pOpMAIHS 3a MJIAIAHUATA CH 10 JTOTOBOPUTE 3a
MOAU3ITbIIHEHHE.

7. Jla cna3pa 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 JOCTaBKara Ce YAOCTOBEpsABAa C TOJMKMCBAHE OT JIMIATa I10
IpeaxojHaTa TOYKa Ha ABYCTPAaHEH NpelaBaTeIHO-NPUEMAaTeNIeH IMPOTOKON M (akTypa 3a
HEHHOTO U3BBLPILBAHE.

3. Korato JJOCTABYMKA e ckmounii JOTOBOP/IOTOBOPH 3a TIOJU3IBIIHCHHE,
paborara Ha mnomusnbiaHuTenHTe ce npuema oT BB3JIOXKUTEJIA B mpuchcrBuero Ha
JOCTABYMKA u nogu3mbIHUTEIS.

VIl. OTTOBOPHOCTHU U HEYCTOMKHA

1. 3a Heu3MBIHEHHE HA 3abJKEHHTA CH IO HACTOSIIUS JOTOBOP HEU3MpaBHATA CTpaHa
IBJDKU Ha W3MpaBHATa CTpaHa oOe3lIeTeHHEe B pa3Mep Ha MOpaTOpHATa JIMXBa 3a CPOKa Ha
3a0aBaTa WM HEU3II'BJIHEHUETO BbPXY CTOHHOCTTA Ha 3a0aBSIHOTO UM HEU3IBJIHEHOTO.

2. [Ipu HeW3MBITHEHNE HAa CPOKOBETE 32 JOCTABKA, CAMOBOJHO KOPUTHPAHE HA LIEHUTE OT
crpana Ha JOCTABYMKA, onpenensHeTo MM B OTKIOHEHHME OT JEHWCTBAIIOTO
3aKOHOAATCJIICTBO HWJIM KOrato HaJABHUIIIaBAT IIOCOYUYCHUTC IICHU B ITo3uTuBHUSA JICKaApCTBCH
ciucbk, BB3JOKUTEJJIAT wuma npaBo 1a U3BBPIIBA TOCTaBKAa HA MPOIYKTUTE OT APYrU
THPTOBIM/ TPOU3BOAUTENH, KAKTO W Ja MPEKpPaTH €IHOCTPAHHO JIOTOBOpa, 0€3 Ja IBbIDKU
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KaKBUTO U J1a Oniio obe3iieTeHus (3a IpeThbpleHn BPean, 32 HEU3ITbIHEH JOTOBOP, MPOMYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha 1ocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPAaThK OT JIOTOBOPEHUS CPOK Ha

rogHoct JOCTABUYUKDBT abmxu HEYyCTOMKA KAKTO Clle/Ba:

- CpoK Ha rogHocT OT 59.99 % 1o 50 % - 2,0 % BBpXy CTOHHOCTTA Ha 1OCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % 1o 40 % - 3,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 29.99 % mo 20 % - 7,5 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uUeH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK Ha TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha JJOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT nppmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOWHOCTTa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIMA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JTOKHUTEJSA rapannus 3a 1o0po
W3MBJIHGHHE Ha jAoroBopa B pasmep Ha 89604,98aB. B gomyctumara ot 3O0Il ¢dopwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT uma npaBo 1a 3aIbpKH Ta3u TapaHIMs U J1a C€ Pa3IoOpeau C
Hesl, KaTo C€ YJOBJIETBOPH OT IBJIHHUS W pa3Mep NMpPU HEH3MBIHEHHE Ha KOETO W Ja € OT
sanbmkeHussTa Ha JJOCTABUUMKA, npousTHyaIiy oT J0roBopa W/Uil OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asiBaneTo My, Bb3JIOKUTEJIAT
IpesBsiBa HCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 1a ABJKM JIMXBa WM 00€3IEeTeHHE 32 BPEMETO /10 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npasu pexinamanuy 3a IBHU HEAOCTAThLU B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOJAYKTH M B 5 JHEBEH CpPOK OT JOcCTaBKara Ha
paarodapMareBTUIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 IeNus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosu caydain JOCTABYUKDBT noamens pekiaMUpaHUTe
MPOJIYKTH C HOBHU, KaYECTBEHH TaKUBAa B CPOK, ChIIIACHO paznen V, T.1 Ha HACTOSIIMS 10TOBOP.

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

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MHCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MY 10 pena Ha wi.87 ot 33/];
I') C BpEMEHHOTO WJIM OKOHYATETHOTO OTHEMaHe, 00e3CHIIBaHEe WM NPEKpaTsiBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha eapo Ha JJOCTABUYUKA;
1) 1pu ycnosuarta Ha paszzaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqrHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B ChCTOSTHHE J1a
U3MBJIHSIBA CBOUTE 3abJDKCHHS MOpPaau HEMpEABHACHU OOCTOSITeNCTBA. B TO3u ciydail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IIBIHEHNE Ha JJ0TOBOPA;
k) mopaan HeBb3MOXKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;



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 €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHIusATa 3a U3IbIIHEHUETO 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
0bJIe CKITFOYEHO PaMKOBO CIIOpa3yMEHHUE ChC ChINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Neo
146 or 9 roum 2015r. 3a cw3gaBaHe Ha lleHTpaseH opraH 3a NOKYIKH B CEKTOP
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIIUS JJOTOBOP ChOOpA3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPHU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT Cropa 1o chaeOeH pel.

5. 3a BCHUYKM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH C€ Npuiarat pasmnopeadure Ha
JEHCTBAILIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JOCTABYHK:
“KOLl - CTAPA 3AI'OPA” EOO/J] »®BOHUKC ®APMA“ EOO/
YnpaButen: / 11/ cver ur2 u wi.23 om 33701 Ynpasurenu:

[ n-p T1. Yunuurupos / /Becenun  KyneB u  MOnwman

Henemues, upe3 [IbJIHOMOIHUIIUTE:

1. / 1/ cven wn2uun23 om 3311
| Kpacumup Hukonaes /

2. / 11 / cven. w2 uun.23 om 3300
[ Munena Muiuesa /




"®boHuKkc Papma” EOO

MpunoxeHne Ne 1
kbM [orosop Ne 9 ot 22.06.2017r.

MpeanoxeHa MpeanoxeHa
MexayHapogHo MpuTexarten Ha
Ne no | O6ocobeHa nekapcTeeHa LieHa 3a LieHa 3a y Tbproecko
ATC kop, HenaTeHToBaHO MsipKka | KOnn4ecTBO A0 O6uwa cTonHocT paspeLnTenHoTo
pea nosmumsa Ne dopma efvHuLUa mMsipka | on./amn./dn. ¢ HavMeHoBaHue
HavmeHoBaHue / INN / 3a ynotpeba
c Bkn. AC Bkn. 40C
1 2 3 4 5 6 7 8 9 10 11 12
Maknutakcen Ebewe Pharma
1 22 Loicpol |Paclitaxel 100 mg ”apz';sg:“”a mg 180 000 0.20760 20.76 37368.00 |6mr/mn 16.7 mn GMbH.N.fg.KG.,
x1 EBEWE ABCTPUS
. napeHTepanHa DxeBTtaHa 60 mr Sanofi-Aventis
2 . .
27 Lo1cDo4 |Cabazitaxel pii mg 7 200 138.70000 8322.00 99864000 |74 ") Groupe, dpaHLs
napeHTepanHa
Doxorubicin pisnpedt MwuoceT 50 mr Teva B.V
dispersion and evaB.V.,
3 28 LO1DBO1 . m 10000 17.85600 1785.60 178560.00
hydrochloride Cc‘;_”ce”t_'ateffor g 2 k-Ta B 1 KyTHsa Huaepnanaus
Ispersion tor
infusion /
MuToKCaHTPOH Ebewe Pharma
4 32 LO1DBO7 |Mitoxantrone ”apggggz””a mg 6 000 3.12000 62.40 18720.00  |2mr/ma 10mn  ¢on.| GmbH.N.fg.KG.,
x 1 Ebewe ABcTpua
Kaguuna cn.
Trastuzum . 100mg/5mn x 1
5 45 Loixcia |Tr@stuzumab napedTepanka | 45000 36.30000 3630.00 1633500.00 g Roche Reg.Ltd.UK
emtansine dopma 5808.00 Kaguuna cn.

160mg/8mn x 1




Upeca 250 mr

s - nepoparnHa Astra Zeneca AB,
6 48 LOIXEO2 |Gefitinib oo mg 900 000 0.56368 4227.60 507312.00 | L e, WseLys
2909.70 Dxvotpud 30 Mr x
28 Tabn. .
Boehringer
7 56 LOIXE13 Afatinib T op mg 72800 3.46393 252174.00 Ir:tr]egrﬁ;ht?olrr?al
GmbH, N'epmaHusa
3879.60 Dxnotpud 40 mr x
28 Tabn.
Roche Registration
. nepoparta 3enbopadcp 240 mr x Limited,
8 57 LOIXE15 |Vemurafenib gl mg 5160960 0.25920 3483.65 133772160 | o Obeauteto
KpancTtso
. . . napeHTeparHa JloHkBekc 6mr/ 0.6 UAB " Sicor
9 74 LO3AAL4 |[Lipegfilgrastim hopma mg 900 269.80000 1618.80 242820.00 mn x 1 dn. Biotech ", NuTea
Mycobacterium
bovis BCG napeHTeparHa KanreBakc Byn Bvo - HU3IMB
10 76 LO3AX03 . m 22 500 3.32000 149.40 74700.00
(Baccilus Calmette - cpopma g 11.25 Mr x4 amn. | EOO[, Bwnrapus
Guerin)
M6aHapoHuk Aumng sandoz d.d
11 77 MO5BA06 |Ibandronic acid o | mg 3600 4.20000 126.00 15120.00 |CaHpo3 6 g;ogzmﬂ"
mr/ 6 mn x5
. nepoparta AHC KoHTnHyc 90 Mundipharma
12 84 NO2AA08 |Dehydrocodeine bopwa mg 5400 000 0.00555 24.98 29976.00 Mr x 50 Ta6n. GmbH., AscTpus:




napeHTeparHa 3odpanH amn. 8 mr/ | Novartis Pharma
13 . :
100 A04AA01 | Ondansetron bopma mg 160 000 0.23850 191 38200.00 1, o7 q KyTusi GmbH, 'epmaHns
Anokcu con. i i
napextepanna |0,25 mg/ Helsinn Blr_ex
14 102 AO04AA05 |Palonosetron dopma 1 amp 300 37.80000 37.80 11340.00 0.05 mr/ Mmn 5 Mn x| Pharmaceuticals
' 1 Angelini Pharma | Ltd., VipnaHaus
MeToTpekcar Ebewe Pharma
15 106 L01BAO1 |Methotrexat ”apgggzz””a mg 4000 0.03684 36.84 147.36 100 mr/ mn GMbH.N.fg.KG.,
10mn x 1 ABcTpus
O6wa cyma c AAcC: 5376298.96 n..
BB3JIOXKUTEJ: JOCTABYHK:
“KOLL - Crapa 3aropa” EOO/] »@®bOHUKC ®APMA“ EOO/
Vupasuten: /1 / cver wi2 u w23 om 3371 YnpaButenu:

/ n-p I1. Yuuarupos /

/BecenuH Kynes u IOman Henemges, upes
IIbIHOMOIIHHUITUTE:

1. /u/cern w2 u w23 or 33J1]]

/ Kpacumup Huxomnaes /

2./n/cpra. .2 n w23 or 33JI0
/ Mutena Muityuesa /




JIOTOBOP Ne 10

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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

»POLI BBJIT'APUA” EOO/, cbc cenanuiie u aapec Ha ynpasienue rp. Copus 1618,
p-H Buroma, x.k. MaHacTupcku nmBagu — 3aman, yia. ,,bsamo mome” Ne 16, Tem.: +359
28184444, daxc: +359 8591199, Bmucano B TP Ha AB ¢ EMK: 131279951, MJ{.Ne o 3AJIC:
BG 131279951, nmpeacrasnsano oT Meroaust Yanukocku u EBrennit Hukonaes Hukonos -
VYnpasurenu, HapuuaHo 3a kpatkoct B jorosopa JJOCTABYMK ot npyra crpana,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkputa mnpoueaypa 3a Bb3JlaraHe Ha
o0I1ecTBeHA MOPBUKA C YHUKAJICH HOMEP B perucTbpa Ha obmectBenute nopbuku 00731-2017-
0001, uzebpureno ¢ Pemenune Ne 102/01.06.2017r. na Yopasurens na ,,KOI] - Ctapa 3aropa ”
EOO/I ce ckitouM HACTOSALIMS AOTOBOP 3a OOIIECTBEHA MOPBUKA 3a JOCTaBKa Ha JIEKAPCTBEHU
MPONYKTH (HapuU4aHHU OOIIO U MOOTAEITHO ,,ipoaykTh’) 3a Hykaute Ha Bb3JIOXKUTEJISA npu
CJICZIHUTE YCIIOBUS:

I. MIPEAMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a [JOCTABUYUMKDBT mnpuema na pgocraBs Ha
BB3JTOKUTEJIA nponyktu, mo neHd U KoiaumdectBa cbhriacHo IIpunoxkenue Nel, koeto e
HepazjenHa 4vact oT Hacrosuwms goroBop, a BB3JNOXHUTEJIIAT ce 3agpmxaBa ga My
3amiama 1eHaTa, ChbIJIaCHO YCJIOBUATA HAa HACTOSLIMSA JOroBOp. Taka 3amMcaHUTE KOJIUYECTBa
ca opueHTHpoBbUHU U He 3aabmkaBaT Bb3JIOKHUTEJISA na ru 3as8u, Nony4u U 3a11aTH, Thi
KaTo T€ 3aBUCAT OT OCUTYpeHOTO (puHaHCcHpaHe, Oposi Ha MalMEeHTUTE, MEIULIMHCKATa Tepanus
u Jp.

2. JlekapcTBeHUTE  TPONYKTH,  cjleiBa  Ja  OTroBapsT  Ha  JeHCTBalIUTe
CTaHJAPTU3AIMOHHNA JOKYMEHTH (MEXIYHApOIHH CTaHIApTH, eBponeiicku cranmaaptu, BJIC,
OH u gap.), ¢ ocrarb4eH CpPOK Ha TroJHOCT He mo-Maiko or 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JICKAPCTBEHU MIPOIYKTH - HE MO-MaJKO OT 25 % oT oTOemns3aHus Ha OMaKoBKara.

JlekapcTBeHUTE TPONYKTH CjellBa Ja MPUTEKaBaT paspelieHue 3a ymnorpeda Hiu
YIOCTOBEpEHUE 3a perucrpamnus chro0pa3HO ompeneneHoTo ¢ w23 ot 3akoHa 3a
JIEKAPCTBEHUTE NMPOAYKTH B XyMaHHATa MEIULIMHA.

3. KonmnuectBoTo Ha goctaBsHuTe npoayktu ce onpenens or Bb3JTOKHUTEJSA upes
3asBKH, KOMTO C€ U3BBPILIBAT MUCMEHO Wi 1o (axc. [IucMenuTe 3asBKH ce U3Mpaliar Ha ajJpec
rp. Codus 1618, p-u Buroma, x.x. MaHacTupcku nuBaau — 3anaf, yi. ,,bsmo mone” Ne 16, Ha
e-mail agpec: tanya.uzunova@roche.com, a te3u mo ¢akc Ha ter.: 02 859 1199. B 3asBkara
Bb310)XUTENAT yTOYHSIBA OIMAKOBKUTE, B KOWUTO ClelBa Jla C€ JOCTaBSIT JIEKAPCTBEHUTE
IPOAYKTHU ChOOpa3Ho nocoyeHuTe B [103UTHBHUS T€KapCTBEH CIUCHK.
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II. CPOK 1 MACTO HA U3ITBbJIHEHUE HA TOI'OBOPA

1. HdoroBopbsT uMa cpok Ha aeictue ot 24.06.2017r. no 23.06.2018r.

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. BB3JIOKUTEJAT 3annama yroBopeHaTa IieHa 1O OaHKOB MBT C IJIATEKHO
HapexxaHe, pascpoueHo a0 30 auu cnen npexacraBsiHe 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 u3iajieHaTa oT Hero akTypa.

5. llennte ca ¢uKcHpaHW W HEMOJJICKAT Ha TPOMSHA 3a CpPOKa Ha JEHCTBUE Ha
noroBopa. IIpoaykrure, BkitoueHH B [103UTHBHUS JIEKapCTBEH CIHMCHK HE Morar jaa Objaar ¢
[IEHU, MO-BUCOKH OT 3allMCaHUTe B Hero pedepeHTHH cToiHOCTH. Korato OblIe HamaieHa
1eHaTta Ha npoaykra no Ilo3uTuBeH nekapcTBEH CNUCHK WK ObIe 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, Bb3noXUTensT ro
3aruiaila Ha Mo — HHMCKaTa 1IeHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pElICHUE Ha
KOMIIETEHTHHSI OpraH 3a HeiHaTa mpoMSsHa.

6. Koraro JJIOCTABUYUMUKDBT e ckiarounsa JOTOBOP/IOTOBOPH 32 MHOJU3IBIHEHHUE,
BDB3JIOKUTEJAT wu3BbpimiBa OKOHYATEIIHO IUIANIAHE KBM HEro, CJea Karo Obaar
MPEACTaBEHU JI0KA3aTeJICTBa, ye JOCTABUYUKDBT e 3anIaTrI Ha
MOU3ITBIHUTENS/TIOAU3ITBIHUTENIUTE 32 U3M'BJIHEHUTE OT TSIX pabdOTH, KOUTO ca IPUETH IO
pena Ha 10roBopa.

7. Koraro yactra oT mopbukaTa, KOATO C€ U3IbIHIBA OT MOAUZIBIHUTEI, MOXKE /1a Oblie
npenagena karo otneneH obektr Ha JOCTABUUKA wmm wa BbB3JIOKUTEJISA,
BB3JTOKUTEJIAT 3amnama Bb3HArPpAKICHUE 3a Ta3d YacT Ha MOJU3IIBIHUTENS.
[InamaneTo ce ochlIECTBABAa Bb3 OCHOBA HA KCKaHE, OTIPABEHO OT MOAU3IBJIHUTENS 0
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. Bp3noxkutensaT uMa MmpaBo 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. BB3JIOKUTEJAT e mnexen na npueme noctaBeHute ot JOCTABUYUHUKA
HpOI[yKTI/I, aKO CBUIIUTC OTFOBapHT Ha IIOCOYCHUTC B TO3U ,Z[OI‘OBOp yC.HOBI/ISI N U3UCKBAaHHUsATA
KbM TSX IpeAsiBeHH oT neicTBamoTo 3akoHoaatenctBo. Korato JOCTABUYHUKA e ckimrounn

I[OFOBOp/,Z[OI‘OBOpI/I 34 IIOJU3IIBJIIHCHHUC, pa60TaTa Ha MTOAUIIIBJIHUTCIUTE CC HpI/IeMa oT
BBb3JTOKUTEJIA B npuckcrBuero Ha JOCTABUHUKA v noau3nbIHUTENS.
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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 M Ja My NpEACTaBU JOTOBOPH 3a
MOAM3ITBIHEHUE C TIOCOYCHUTE B oepTara My MOAU3IMBIHUTEIIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na pocrau Ha BB3JIOXKHUTEJISA 3asBenute
JICKApCTBCHH MPOAYKTH B CpOK 0 5 /mer/ pabotHu nuu ot 3asBkara Ha BB3JIOKUTEJISA
WM B CPOK YrOBOPEH NIpH 3asBKaTta My. JlOCTaBSIHETO CE€ OCHIIECTBABA B PAaOOTHH JHH, OT
07:304. go 14:00 4aca.

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

3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXUTEJISA.

3. JOCTABUYUKDBT otrosaps 3a Ka4eCTBOTO Ha JIOCTABEHHUTE MPOIYKTH 32 LETUS UM
cpok Ha roaHoct 1pu ycnosue, ue Bb3JIOXHUTEJIAT cnassa ycnoBusita 3a CbXpaHeHHE.

4. JOCTABUYUMKDBT nexnapupa ¢ moamnuca CH MO JIOTOBOpa, Y€ € B CHhCTOSIHHE Ja
W3MBIHA KAa4eCTBEHO U B IBJCH 00EM 3aqbJDKCHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOTYKTH.

5. Jla cxitoun OTOBOP/IOTOBOPH 3a MOAM3IBIHEHHE C MOCOYEHUTE B odeprata My
MOAM3ITBIHUTENH WM Ha TOMBJIHUTEIIHO CIIOpa3yMEHHUE 3a TAXHATa 3aMsHa B CPOK OT 3 /Tpu/
JHU OT CKIIOYBAaHE HA HACTOSNIMS JOTOBOP M Jla TMPEIOCTaBH KOMHE OT HETO/TAX Ha
BB3JIOKUTEJIA B 3-1HEBEH CPOK OT CKIKOYBAHETO MM 3a€HO C JI0KA3aTEJICTBO Y€ ca
HM3ITBIIHCHHN 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 cmaszBa ctpuktHO wi.115 30I1.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

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

2. Ilpuemanero Ha JOCTaBKaTa Ce YJOCTOBEpsiBA C TMOJNUCBAHE OT JuIaTa IO
peaxogHaTa TOYKAa Ha JBYCTpaHEH IpellaBaTeTHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO W3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOroBOpP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomausmbaHUTenUTe ce mnpuema ot BB3JIOXKUTEJISA B npucbcTBHeTO Ha
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHUSTA CU 110 HACTOSIUS JONOBOP HEU3IpaBHATA CTPaHa
IBbJDKM Ha M3IIpaBHATa CTpaHa oOe3lETeHHWE 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 KOPUTUpPaHE HA LIECHUTE OT
ctpana Ha JOCTABYMKA, onpenensHero MM B OTKIOHEHHME OT JAEWCTBAIOTO
3aKOHOJATEJICTBO MJIM KOIraTo HaJBMIIABAT MOCOYEHHUTE LeHW B [l03UTHBHHA JeKapcTBEH
cnucbk, BB3JOXUTEJIAT uma npaBo 1a u3BbpLIBa AOCTAaBKA HA MPOAYKTUTE OT JIPYrH
THProBUY/ TPOU3BOJUTENHN, KAKTO U J1a IPEKpaTH €JHOCTPAHHO AO0roBopa, 0e3 Ja IbJIKH
KaKBHUTO M J1a OMiio oOe3eTeHns (3a NpeTbpIeHn BPeIu, 3a HEU3IIbJIHEH IOTOBOP, IPOIYCHATH
MIOJI3U U IPYTH).

3. B ciydaii Ha 1ocTaBKa Ha JIGKAPCTBEH MPOAYKT C MO-KPAaThK OT JIOTOBOPEHUS CPOK Ha
rogHoct JOCTABUYUKDBT abmku HEYyCTOMKA KAKTO ClleBa:
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- cpok Ha ToTHOCT OT 59.99 % no 50 % - 2,0 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % no 40 % - 3,0 % BBpPXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBPXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha ToTHOCT OT 29.99 % no 20 % - 7,5 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uueH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK HA TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha IOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT npbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha JeH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MbJIHEHHE Ha jJoroBopa B pasmep Ha 180390,08a1B. B momyctumara ot 3OI1 dopwma,
npencranisiBama 2 % ot croiiHoctTa My 6e3 JIJIC.

2. BB3JIOKUTEJIAT nma npaBo 1a 3aIbpKH Ta3u TapaHIMs U J1a C€ Pa3IoOpeau C
Hesl, KaTO C€ YJOBJIECTBOPH OT IBJIHHUS W pa3Mep NMPU HEH3MBIHEHHE HAa KOETO W Ja € OT
sanpmkeHusTa Ha JJOCTABUMKA, npousTryaniy oT J0roBopa u/uil OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asBaneTo My, Bb3JIOXKUTEJIAT
IpesBsiBa HCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKUTEJISAT ocoboxnaBa rapanuusta cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 J1a ABJKH JIMXBa WK 00e3IEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamManuy 3a IBHU HEAOCTAThLM B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOAYKTH M B 5 JHEBEH CpPOK OT JOCTaBKara Ha
paarodapMareBTHIIN, a 3a CKPUTH HEOOCTaThIM - Tpe3 Ields CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosu caydaiik JOCTABYUKDBT noamens pekiaMupaHUTe
MPOJIYKTH C HOBHU, KAYE€CTBEHH TaKUBAa B CPOK, ChIJIACHO pa3nen V, T.1 Ha HACTOSIIMS 10TOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aAbHKEHUETO CH IO MPEIXOJHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKo IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOIYKTH OT CIIEABAILU JOCTABKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MHCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MYy 10 pena Ha Wwi.87 ot 33/];
I') C BPEMEHHOTO HJIM OKOHYATETHOTO OTHEMaHe, 00€3CHIIBaHEe HMJIH MpEeKpaTsBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha eapo Ha JIOCTABUYUKA;
1) npu ycnosuaTta Ha paszzaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqHoCeAMUYHO TTPEAN3BECTHE, aKO HE € B ChCTOSIHHE J1a
U3IIBJIHSABA CBOMTE 3aJbJDKEHUS MOpad HEmpeABHIEHH oOcTtosATencTBa. B To3m ciyuail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BBpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY,
3) ot BB3JIOKUTEJISA 6e3 npenusBecTre Npy Bb3HUKBAHE HA 00CTOSITEICTBATA
o wr.118 30I1 umwm o 4,119, an.2 30I1;
) ot BB3JIOKUTEJIS 6e3 mpeausBectue, KOraro Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npriio’keHo U3KII0YeHHnE 1o Wi.4 OoT 3aKOHA 32 UKOHOMUYECKHUTE
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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
3aruiamaT M3BbpUICHUTE AeiiHOCTH, a onydeHute minamanus ot JOCTABUHMKA 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
0bJIe CKITFOYEHO PaMKOBO CIIOpPa3yMEHHUE ChC CHINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Ne
146 or 9 roum 2015r. 3a cw3gaBane Ha LleHTpaseH opraH 3a NOKYIKH B CEKTOD
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 1011/, YMATO KIIAy3H ca MO-OJaronpusSTHH OT TE€3U
M0 HACTOSIIIUS JJOTOBOP ChOOpa3HO M30paHusl KPUTEPUH 3a OIICHKA.

4. Bp3HUKHAIUTE CHOPOBE MEXIY CTPAHHUTE C€ YPEeXIaT 4Ype3 B3aUMHH IPErOBOPU
Mexny Tsx. [Ipu HemocTurane Ha cCriopa3yMeHHe, Te peliaBaT Cropa 1o chaeOeH pel.

5. 3a BCHUYKHM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH €€ Ipuiarat pasmnopeadure Ha
JEHCTBAIIOTO 3aKOHOAATEIICTBO.

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

BB3JIOKUTEJI: JJOCTABUYMK:
“KOII - CTAPA 3ATOPA” EOOJ »POII BBJT'APUSA” EOOJ
VYnpaButen: / 11/ cver un2 u wi23 om 33701 Yupasurenu:
/ 11 / cven un.2 u yun.23 om 33711
| n-p I1. Ynnmarupos / L
[ Metomus Yanukoscku /
/ 11 / cven. w2 u yun.23 om 33711
2,

/ EBrennii Hukomos/



"Pow Bbnrapua" EOOL

MpunoxeHne Ne 1

kbm [orosop Ne 10 ot 22.06.2017r.

MexagyHapogHo Mpeanoxexa Mpeanoxena MputexaTen Ha
Ne no | O6ocobeHa KAyHapon nekapcteeHa LueHa 3a LeHa 3a . Tbproecko P
ATC kop HenaTeHToBaHo MsipKa | Konu4ecTBo Ao O6wwa cToiHocT paspeLunTenHoTo 3a
pea nosuuunsa Ne dopma efuHMUa Msapka | on./amn./con. ¢ HavMeHoBaHve
HaumeHoBaHue / INN / ynotpeba
c Bkn. 4AC Bkn. A40C
1 2 3 4 3 6 7 8 9 10 11 12
1 38 Loixcos |1 rastuzumab napewTepana dhopma | Mg 180 000 7.46347 1119.52 134342400  |Hereeptin Roche Reg.Ltd.UK
150 mg 150mg x 1
2 39 Loixcoa |l rastuzumab napexTepana dbopma | Mg 360 000 5.37087 322252 193381320  |€rceptin Roche Reg.Ltd.UK
600 mg /5 ml ' ' ' 600mg x 1 9=
3 a1 Loixco7 |BEvacizumab napeHTepanHa opma | Mg 168 000 5.36600 536.60 oo1ass00  |AVastn 100mMg | e Reg.Ltd.UK
100 mg x1
4 42 Loixco7 |Bevacizumab napeHTepanka dopma |  mg 720 000 5.36143 214457 3g60220.60  |Vastin 400mg | e Reg.Lid.UK
400 mg x 1
5 44 LO1XC13 |Pertuzumab napeHTepanHa gopma mg 113400 14.27057 5993.64 1618282.80 )F:e:? eta 420mg Roche Reg.Ltd.UK
2530 47 Tarceva 100mg
x 30
6 49 LO1XEO03 |Erlotinib nepopanHa ¢opma mg 900 000 0.84649 761841.00 Roche Reg.Ltd.UK
380920 Tarceva 150mg
x 30
7 68 Lo1xx43 |Vismodegib nepopanka hopwa | mg 151200 2.31570 9725.95 350134.20 Erznéedge 150mg | Roche Reg.Ltd.UK
Roferon A 3 MIU
solucion for injection | Pow Bbvnrapua EOO[
8 75 L03AB04 [Interferon Alfa-2 a napeHTepanta copma | MIU 7200 7.52667 22.58 54192.00 0,5mix1 pre-filled BBnrapus
syringe +needle
O6wa cyma c AC: 10823404.80 ns.
BB3JIOKUTEJI: JOCTABYMUK:

“KOLL - Crapa 3aropa” EOO/]

VYnpasuten: /n/cbri wi2 u w23 or 33

/ a-p I1. Ynnuurupos /

,,POLI BBJTAPHSA” EOOJ

Yupasurenu:

1./ /cerm wn.2 mun.23 or 33J1]]
/ Meroaust YatukoBCKY /

2./n/cerm. w2 uwun.23 or 33J1]]
/ EBrennii Hukomnos/




JAOI'OBOP Ne 11

3A OBHIECTBEHA ITIOPBYKA C INIPEJIMET

“TOCTABKA HA JIEKAPCTBEHU ITPOAYKTH 3A JIEHEHUE HA
COJIMIHMU 3JIOKAYECTBEHHU 3ABOJIABAHUSA”

Huec, 22.06.2017rox. 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

»@APMHET“ AJ/l, cbc cenanuuie U aapec Ha ymnpasieHue rp. Bapua, 9020, paiion
»~Mmamoct®, x.K. ,,Mnanoct®, O0yn. Pemybnuka, crpana Ha Meaunuacku Llentsp ,,Mmagoct
Bapna®, Tten.: +359 52726890, dakc: +359 32271826, Bmucano B TP nHa AB c¢ EHUK:
202513217, UJI.Ne mo 31/1C: BG 202513217, npencrasnsiBano oT Becka CriacoBa Maperika —
M3nbanutenen Jupektop, HapudaHo 3a kparkoct B goroopa JOCTABYMUK ot npyra
CTpaHa,

Bb3 ocHoBa Ha kiacupane Ha JJOCTABYMKA B oTkpura mnpouemypa 3a Bb3JlaraHe Ha
0011ecTBeHA MOPHYUKA C YHUKAJIEH HOMED B perucThpa Ha obmiecTBeHuTe mopbuku 00731-2017-
0001, u3Bbpuieno ¢ Pemenne Ne 102/01.06.2017r. Ha Yupasurens Ha ,,KOL] - Crapa 3aropa ”
EOO/] ce ckiroun HACTOSIIHS TOTOBOP 3a OOIIECTBEHA MOPBHYKA 3a JIOCTABKa Ha JICKAPCTBEHU
NPOAYKTH (Hapu4aHu OOIIO U MOOTACTHO ,,ipoayKTh ) 3a HyxkauTe Ha Bb3JIOKUTEJISA npu
CIIETHUTE YCIIOBHUS:

I. MIPEIMET HA 1OT'OBOPA

1. BB3JIOKUTEJAT Bw3nara, a [JOCTABUMKDBT mnpuema na pgocraBs Ha
BB3JIOKUTEJIA npoaykru, o 1eHH U KosnudecTtBa cbriaacHo Ilpunoskenue Nel, koeto e
HepazaenHa 4vacT oT Hactosmus noroBop, a BB3JOKHUTEJAT ce 3agbikaBa ga My
3aruiaila LeHaTa, ChIJIaCHO YCIOBUATA HA HACTOALIUS JOTOBOpP. Taka 3aluMcaHuTe KOJIWYECTBa
ca opueHTHpoBbUHH U HE 3aabibkaBaT Bb3JIOKUTEJISA na ru 3asBu, Moiay4dy U 3a1iaT, Thid
KaTo T€ 3aBUCAT OT OCHTYPEHOTO (prHAHCHUpaHe, OpOosi HA MALMEHTUTE, MEIUIIMHCKATA Tepaus
u J1p.

2. JlekapcTBeHUTE  MPOJIYKTH,  CcJlelABa  Ja  OTroBapsT  Ha  JICHCTBaIIUTe
CTaHJAPTH3AIMOHHU JTOKYMEHTH (MEXIyHApOIHU CTaHIapTH, eBpomneiicku ctanmaptu, BJC,
OH u xap.), ¢ ocraTp4eH CPOK Ha TOJHOCT He To-Manko ot 60 %, a 3a crneuuduyHu
OMOJIOTUYHHU JIEKaPCTBEHU MPOJIYKTH - HE MO-MaJIKO OT 25 % oT oTOensi3aHus 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. KomnuectBoTo Ha mocraBsHuTe npoayktu ce ompenens oT Bb3JIOKUTEJIS upes
3as1BKH, KOUTO CE€ M3BBHPIIBAT MUCMEHO WK 110 ¢akc. [IncMennTe 3asBKu ce u3mpaiaT Ha aapec
rp. [TnoBaus, ya.“Bpats bekcron Nel34, na e-mail agpec: dvelcheva@pharmnet.bg, a te3u mo
¢axc Ha Ten.: 032 271 826. B 3asBkaTra Bb310XKUTENAT yTOUHSIBA ONMIAKOBKUTE, B KOUTO CJIEBA
Jla ce JOCTaBsAT JIEKApCTBEHUTE MPOIYKTH ChOOpa3HO MocoyeHuTe B [103UTHBHUS JeKapCTBEH
CITUCBK.



II. CPOK 1 MACTO HA U3ITBbJIHEHHUE HA TOI'OBOPA

1. JloroBopsT uMa cpok Ha aeiictBue ot 24.06.2017r. mo 23.06.2018r.

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

III. HEHU, 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
BB3JIOKUTEJISA ¢ Bxmouen [JIC.

2. BB3JIOKHUTEJISAT 3amnama Ha JTOCTABYMKA croitHoCcTTa Ha JOCTaBEHUTE
MPOJYKTHU MO 1IeHH, TocoueHu B [Ipunoxkenue Ne 1 kbM HAcCTOSAIIUS TIOTOBOP B ChOTBETCTBUE C
JIOCTaBEHHUTE KOJIMYECTBA.

3. BB3JIOXKUTEJISAT 3amnama yroBopeHara IieHa MO OaHKOB IBT C IUIATEXHO
Hapexnane, 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 HaA
noroBopa. [Ipoaykrure, BkitoueHU B [103UTHBHUS JIEKapCTBEH CIHCHK HE MOrar Ja Obaar ¢
IIEHU, TO-BUCOKM OT 3allMCaHWTe B Hero pedepeHTHH croitHOocTH. Korato Obme HamarneHa
[eHaTa Ha MpoaykTa mo [lo3UTHBEH NeKapCTBEH CMHUCHK Wi ObIEe AOTOBOPEHA OTCTHIIKA IO
pena Ha JIEeWCTBAIIOTO 3aKOHOJATENICTBO C MPUTEXKATENS Ha pa3pelieHHueTo 3a yrnorpeda u B
pe3yaTaT Ha TOBa lIEHATa Ha MPOAYKTAa CTaHE MO-HUCKA OT JOTOBOpEeHaTa, Bb3I0XKUTENAT ro
3aruialia Ha Mo — HUCKaTa IIeHa OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO pPEUICHHE Ha
KOMIIETEHTHHSI OpTaH 3a HeifHaTa IpoOMsIHA.

6. Korato JJOCTABUYUUKDBT e ckirouns JOroBOP/IOTOBOPH 3a TOAU3IBIHCHHE,
BDB3JIOKUTEJIAT wusBbpiiBa OKOHYATENHO IUalllaHe KbM HEro, clieJ] Karo Obaar
MpEeCTaBeHU JIOKa3aTeJICTBa, e JOCTABUUKDBT e 3aIUIaTHII Ha
MOIU3ITBITHUTEIIS/TIOAU3ITBITHUTEIIUTE 32 M3IMBIHEHUTE OT TAX padOTH, KOUTO Ca MPUETH IO
pella Ha 1I0roBopa.

7. Koraro wactra oT mophykaTa, KOATO C€ U3IMBIHABA OT MOAUITBIHUTEI, MOXKE /1a OblIe
npexanena karo otneneH ob6ekt Ha JOCTABYUUKA wmun nwa BB3JIOXKHUTEJA,
BB3JIOKUTEJAT 3annama Bb3HArpaKICHWE 3a Ta3W 4YacT Ha MOJU3IBJIHUTENS.
[InamaneTo ce OChIIECTBSIBA Bb3 OCHOBA HA HMCKaHE, OTHPABEHO OT MOJIU3IBIHUTENSA 0
BB3JIOKUTENS 4pe3 JIOCTAaBUMKA, KOWTO € JUIBXKEH Ja o MPeloCTaBU Ha BB3IOKUTENS B 15-
JTHEBEH CPOK OT IMOJIy4aBaHETO MY.

8. KbM nckaHeTo 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 IUIAIIaHe €
OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHE Ha NMPUYMHATA 33 OTKa3a.

IV. ITPABA U SAABJIZKEHUS HA Bb3J1OKUTEJIA
1. BB3JIOKUTEJAT e mmpxen na npueme gocraBeHute or JOCTABUYHUKA

MPOJIYKTH, aKO CBHIIUTE OTTOBAPSAT HAa MOCOYCHUTE B TO3HM JOTOBOP YCIOBUS M M3UCKBAHUSTA
KbM TAX MpeAsiBeHU oT JeicTramoTo 3akoHoaarenctso. Korato JOCTABYHUKA e ckirouni
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JIOTOBOP/AOTOBOPH 32 MOAM3MBIHEHHE, paboTaTa Ha NOIU3NBIHUTEIUTE CE€ MpuemMa oT
BBb3JTOKUTEJIA B npuckerBuero Ha JOCTABUHUKA v noau3nbiIHUTENS.

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

3. Ja m3uckBa or JOCTABUMUKA na ckimoud M Ja My HpEACTaBU JOTOBOPH 3a
MOJM3IBbJIHEHHE ¢ TOCOYEHUTE B oepTaTa My MOIU3ITBIHUTEIH.

V. IPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUMKDBT ¢ moexen na pocrau Ha BB3JIOXKHUTEJISA 3asBenute
JIEKapCTBEHU MPOAYKTH B Cpok A0 3 /Tpu/ pabotHu auu ot 3asBkara Ha BB3JIOKUTEJIA
WM B CPOK YrOBOPEH NIpH 3asBKaTta My. JlOCTaBSIHETO CE€ OCHIIECTBSABA B PAaOOTHH JHH, OT
07:304. no 14:00 4aca.

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 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 O0EM 3aqbJDKCHHSATA CH MO HEro, KakTo W 4e MOJIbpiKa
HaJUYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

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 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 3a TUTAIIAHUSITA CH T10 JOTOBOPHUTE 3a
IIOIM3ITBJIHCHHC.

7. Ja cma3Ba ctpuktHO 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 TMOJNUCBAHE OT JuUIaTa IO
npeaxogHaTa TOYKAa Ha JBYCTpaHEH IpellaBaTeTHO-TIPUEMAaTeIeH NPOTOKON U ¢akTypa 3a
HEWHOTO M3BBPIIBAHE.

3. Koraro JJOCTABYMKA e ckiarounn AOrOBOP/IOrOBOPH 3a TMOJU3IBIHEHHUE,
paborara Ha mnomusmbiaHuUTenUTe ce npuema ot BB3JIOXKUTEJISA B npucbcTBHETO HaA
JJOCTABUYMKA u noau3IrbIHUTEIS.

VII. OTTOBOPHOCTH Y HEYCTOHMKHA

1. 3a Heu3NBIHEHNE HA 33bJDKEHUTA CU 110 HACTOSIMS JONOBOP HEU3NpaBHATA CTPaHa
IBbJDKM Ha M3IIpaBHATa CTpaHa oOe3lETeHHE B pa3Mep Ha MOpaTOpHaTa JIMXBa 3a CPOKa Ha
3a0aBaTa WM 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
3aKOHOJATEJICTBO MJIM KOIraTo HaJBHIIABAT IOCOYEHHUTE LeHW B [l03UTHBHHA JeKapCTBEH
cnucbk, BB3JTOXKUTEJIAT uma npaBo 1a u3BbplLIBA AOCTAaBKA HA MPOAYKTUTE OT IPYrH
THProBUY/ TPOU3BOJUTENHN, KAKTO U Ja IPEKpaTH €JHOCTPAHHO AO0roBopa, 0e3 Ja IbJIKH
KaKBHUTO M J1a OMiio oOe3meTeHns (3a NpeTbpIeHn BPeIu, 3a HEU3ITbJIHEH IOTOBOP, IPOIYCHATH
MIOJI3U U IPYTH).
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3. B ciyuaii Ha gocTaBKa Ha JIEKapCTBEH MPOAYKT C MO-KPaThK OT JOTOBOPEHUS CPOK Ha

rogHoct JOCTABUYUKDT abmxu HEYCTOMKA KAKTO Clle/Ba:

- CpoK Ha rogHocT OT 59.99 % 1o 50 % - 2,0 % BBpXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT 0T 49.99 % no 40 % - 3,0 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

- cpok Ha rogHocT oT 39.99 % 1o 30 % - 6,0 % BBPXy CTOHHOCTTA Ha TOCTABKATA;

- cpok Ha TotHOCT OT 29.99 % mo 20 % - 7,5 % BBpXy CTOMHOCTTA HAa TOCTABKATA;

- cpok Ha rogHocT 10 20 % - 9,0 % BBpXY CTOWHOCTTA HA JOCTABKATa;

- IIpU JOCTaBKa Ha crenu(uUeH OMOJIOTHYEH JIEKAPCTBEH MPOAYKT ChC CPOK Ha TOAHOCT
o1 24.99 % no 15 % - neycroiika ot 2,0 % BbpXy CTOHHOCTTA Ha JJOCTaBKaTa.

4, Tlpm wnecnazBane Ha cpokoBere 3a goctaBka JOCTABUMKDBT nbmxu Ha
BB3JIOKUTEJIA Heycroiika B pa3mep Ha 1% Ha 1eH BbpXy CTOMHOCTTAa Ha 3asBEHUTE
JIEKapCTBEHU MPOAYKTH/pannodapMalieBTULIA 3a BCEKU JieH 3a0aBa, HO He moBede oT 30% ot
CTOMHOCTTA UM.

VIII. TAPAHIIUSA 3A U3ITBJIHEHHUE

1. HoctaBuukbsT ocurypsiBa B mnomsa Ha BB3JIOKHUTEJSA rapannus 3a 1o0po
W3MBJIHEHUE Ha joroBopa B pasmep Ha 70588,24aB. B gomyctumara ot 3O0Il ¢dopwma,
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 NMpU HEH3MBIHEHHE HAa KOETO W Ja € OT
sanpmkeHusTa Ha JJOCTABUMKA, npousThyaiiy oT J0roBopa W/l OTHOCUMAaTa KbM HETO
HOpMaTUBHA ypenda. AKO TOBa € HeJOCTaTh4HO 3a Bb3Me3asiBaHeTo My, Bb3JIOXKUTEJIAT
IpesBsiBa MCK 3a pa3linKaTa HaJ TO3U pa3Mep.

3. BB3JIOXKHUTEJISAT ocoboxnaBa rapanuusita cieq 31.07.2018r., B3 ocHOBa Ha
MUCMEHO UcKaHe Ha JlocTaBumka, 6e3 Ja ABJKM JIMXBa WK 00e3IEeTeHHE 32 BPEMETO JI0 TOBa
0CBOOOKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexinamanuy 3a IBHU HEAOCTAThLU B 15 THEBEH CPOK OT
JOCTaBKaTa Ha JIEKapCTBEHM TMPOJAYKTH M B 5 JHEBEH CpPOK OT JOCTaBKara Ha
panuodapManeBTUIld, a 3a CKPUTU HEAOCTATBhIM - Mpe3 Iedus CPOK Ha TOJHOCT Ha
noctaBeHute npoayktd. B Tosm caydain JOCTABYUKDBT noamens pekiaMupaHuTe
IPOAYKTH C HOBH, KAUECTBEHU TAKMBA B CPOK, CHIVIACHO pazzen V, T.1 Ha HacTOSIIMS JOTOBOP.

2. B cnyuait, ve JOCTABUUKDBT He M3NBJIHU 3aIbHKEHUETO CH IO MPEIXOJHATA
touka BB3JIOKUTEJIAT uma npaBo na oTKaxe IUIAIlAHETO, a aKO IUIAIIAHETO € Beue
U3BBPIICHO /1a IPUXBaHE CTOWHOCTTA HA PEKJIAMUPAHUTE MIPOAYKTH OT CIIEABAILU JOCTAaBKH.

3. JloroBopsT ce mpekpaTsiBa:

a) ¢ U3TUYAHE CPOKa Ha JOTOBOPA;
0) 10 B3aMMHO MHCMEHO CIIOpa3yMeHUe Ha CTPaHUTE;
B) C pa3BaJIsIHETO MY 10 pena Ha Wwi.87 ot 33/];
I') C BPEMEHHOTO HJIM OKOHYATEeTHOTO OTHEMaHe, 00€3CHIIBaHEe MIIM MpEeKpaTsBaHe
Ha pa3peIIeHUETO WIN yI0CTOBepeHneTo 3a ThproBus Ha enpo Ha JJOCTABUYUKA;
1) 1pu ycnosuara Ha paszaen VI 1.2 ot To3u norosop;
e) or BB3JIOKUTEJISA ¢ eqrHoceAMUYHO TTPEAN3BECTHE, aKO HE € B ChCTOSTHHE J1a
U3IIBJIHSABA CBOUTE 3aJbJDKEHUS MOpaJM HempeABHIEHH oOcTtosATencTBa. B To3m ciyuail ce
ypexaar (MHaHCOBUTE B3aMMOOTHOIIIEHHUSI MEXK/1y CTPAHUTE 3a U3BbpIIEHUTE OT JlocTaBunKa U
o100peHu oT Bb3noxkuTens AeHHOCTH 1O U3IBIIHEHNE Ha JJ0T0BOPA;
k) mopaan HeBb3MOKHOCT Ha JIOCTABUMKA 32 u3mbJIHEHUETO MY;
3) ot BB3JIOKUTEJISA 6e3 npenusBecTre py Bb3HUKBAHE HA 00CTOSITEICTBATA
o wr.118 30I1 umwm o 41,119, an.2 30I1;
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) ot BB3JIOKUTEJSA 6e3 npemusBecTue, KOraTo Bb3 OCHOBA Ha HEBEPHH
nanau oT JOCTABYHUKA e npuiio’keHo U3KII0YeHHnEe 1o Wi.4 OoT 3aKOHa 32 UKOHOMUYECKHUTE
U (DMHAHCOBUTE OTHOIICHUS C IPYKECTBATA, PETUCTPUPAHU B IOPUCIUKIINU C pedepeHIraIeH
JaHbUEH PEXKUM, KOHTPOJIUPAHUTE OT TAX JMIA U TEXHUTE JIEHCTBUTEIHU COOCTBEHUIU U €
CKJIFOUEH JIOrOBOp C Hero. B To3u ciydaii He ce Bpbllla rapaHusATa 3a U3IbJIHEHUETO MY, HE CE
3armiamaTr M3BbpUIEHUTE AciiHOCTH, a onydeHute minamanus o JOCTABUHMKA noanexar
Ha He3a0aBHO BB3CTAHOBSBAHE BEIHO CHC 3aKOHHATa JHMXBAa. BBB BCHYKK Cly4ail
BB3JIOKUTEJISAT He 1b1KA KOMIICHCAIUH U 00€3IIETCHHUS;

i) BB3JIOKUTEJIAT npekpatsiBa 1oroBopa ¢ €IHOCEIMUYHO MTPEAU3BECTHUE, aKO
0bJIe CKITFOYEHO PaMKOBO CIIOpPa3yMEHHUE ChC ChINUS MpeaMeT 1o pena u ycaoBusTa Ha [IMC Neo
146 or 9 roum 2015r. 3a cw3gaBane Ha lleHTpaseH opraH 3a NOKYIKH B CEKTOD
,,3apaBeonasBane” /JIB 6p.44/2015r., u3M. U 101./, YMATO KIIAy3H ca MO-OJaronpUsSTHH OT TE3U
M0 HACTOSIIIUS JJOTOBOP ChOOpa3HO M30paHusl KPUTEPUH 3a OIICHKA.

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

5. 3a BCHUYKHM HEYpEJeHU B TO3M JOTrOBOp BBIIPOCH C€ NIpuiarat pasmnopeadure Ha
JEHCTBAIIOTO 3aKOHOAATEICTBO.

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

BB3J10KUTEJI: JOCTABYMK:
“KOL - CTAPA 3AT'OPA” EOOJ »@APMHET* A/l
VYupaBuren: / 1/ cven ur2 uun23 om 33711 W3n. Jlupekrop:
[ 11/ cven w2 uwn23 om 33711
/n-p I1. YnmmaTHpOoB/ / Becka Mapemika /



MpunoxeHune Ne 1

kbM [orosop Ne 11 ot 22.06.2017r.

"®PapmHet" ALl
MexgyHapogHo Mpeanoxexa Mpearnoxexa MputexaTten Ha
Ne no | O6ocobeHa KAYHAPOA rekapcTBeHa ueHa 3a ueHa 3a . Tbproecko P
ATC koa HenaTeHTOBaHO Msipka |konu4yecTBo A0 O6wwa cToHoCT paspeLunTenHoTo 3a
pea nosmums Ne dopma efuHuLa mspka | on./amn./con. ¢ HanmeHoBaHue
HammeHoBaHue / INN / ynotpeba
cekn. 4AC skn. 0AC
1 2 3 4 5 6 7 8 9 10 11 12
Paclitaxel Accord,
. napeHTepanHa concentrate for solution Accord Healthcare
1 23 LoicDol |Paclitaxel 300 mg topma mg 144 000 0.19040 57.12 2741760 o infusion, 6mgwml - | Limited, OBeanHeHo
50ml. Pack:1
Keytruda , powder for Merck Sharp &
. napeHTepanta concentrate for solution Dohme Ltd.,
2 46 LO1XC18 |Pembrolizumab chopmia mg 36000 80.01760 4000.88 2880633.60 for infusion, 50mg OBeanHeHo
Pack:1 Kpanctso
. Nexavar, film coated Bayer Pharma AG,
3 51 LO1XEO5 |Sorafenib nepoparnHa opma mg 2 688 000 0.29102 6518.86 782263.20 tablet, 200mg, Pack:112 Fepmanms
Zaltrap, concentrate for
633.67 solution for infusion , Sanofi- Aventis
) 25mg\ml - 4ml,mg Groupe, ®paHuus
Pack:1
4 69 Lo1xx44 |Aflibercept o | Mg 80000 6.33670 506936.00
P Zaltrap, concentrate for
solution for infusion , Sanofi- Aventis
1267.34 25mg\ml - 8ml,mg Groupe, PpaHuus
Pack:1
Nivestim , solution for :
; ; L Hospira UK Ltd.
Filgrastim napeHTepanta injection\ infusion, 30 '
5 72 LO3AA02 (30 MIU/O.5 mI) chopma amp. 1000 38.04400 190.22 38044.00 MIU\ 0.5ml, mg OK6e,u|/|HeHo
Pask: 5 pancrso
O6wa cyma c AAC: 4235294.40 ns.
BB3JIOKUTEJI: JOCTABYHK:
“KOL - Crapa 3aropa” EOOJ »Dapmuer* Al

VYnpasuren: /1 /cbri. 4.2 u w23 or 33J1]]

/n-p I1. Unnuarupos/

Uzn. Mupexrop: /n/ cbri. wi.2 u w23 ot 33J1/]
/ Becka Maperika /
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