JAOI'OBOP Ne 1
3A OBUIIECTBEHA INIOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHA
3JIOKAYECTBEHHU 3ABOJIABAHUA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMIIVIEKCEH OHKOJIOT'NMYEH HEHTBHBP - CTAPA 3AI'OPA” EOO[,
ChC cejanuile U anpec Ha ynpasiaeHue rp. Crapa 3aropa, yiun.”JI-p T.CtosHoBuu” Nel$,
Brircado B TP nva AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»®BOHUKC ®APMA“ EOO/, cbc cenanuiie u aapec Ha ynpasieHue rp. Copus
1700 paiion p-u Ctyaenrckw, yi. "OxkonoBpberer mbt" Ne 199A, ten.: 02/9658100, Brrcano
B TP na AB ¢ EMK: 203283623, NIA.Ne mo 3JIC: BG203283623, npencraBisiBaHo OT
ynpasutenute cu BECEJIMH BEJIWMYKOB KYHEB u HJIMAH ATAHACOB
HEJAEJIYEB /3aeqno/, upe3 IIwnaomomuuiute cu KPACUMUP HUKOJIAEB wu
JAHUEJIA HUKOJIOBA, ¢ meiHOMOMIHO per. Ne 282 ot 11.02.2016 r. Ha HOTapuyc per. Ne
049 na HK, napuuano 3a kpatkoct B forosopa JOCTABYHUK ot npyra ctpaHa, Bb3 OCHOBA
Ha kimacupane Ha JJOCTABUMKA B oTkpuTa mporeaypa 3a Bb3JlaraHe Ha OOIIeCTBEHA
MOpbUKa C YHHMKAJIeH HOMEp B perucrbpa Ha oOmiectBeHute nopbuku 00731-2016-0003,
u3BbpiieHo ¢ Pemenne Ne 112/30.05.2016r. na Ympasutens Ha ,,KOI[ - Crapa 3aropa ”
EOOQO/] ce ckimtoun HACTOSIIMA JOTOBOP 32 OOIIECTBEHA MOPHUKA 3a JOCTaBKa Ha JICKApCTBEHH
npoayktu, (Hapudanu ,,nponyktu’) 3a Hyxkaute Ha BB3JOXKHUTEJISA npu cremnure
YCIIOBUSL:

I. IPEJMET HA 1OTI'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a JOCTABUUKDBT npuema na ngocraBs Ha
BB3JIOKUTEJISA nipoaykTu, 1o IeHH U KoiaudecTBa cbriaacHo [lpunoxenue Nel, koeto e
HepasnenHa yacT oT Hacrosums goroBop, a BB3JIOKUTEJIAT ce 3agpmxaBa na My
3aruIalla eHaTa, ChIVIACHO YCIOBUATA HA HACTOSIIMS AOroBOp. Taka 3amMcaHnuTe KOJINYECTBA
ca opueHTHpoBbuUHU U He 3aabkaBaT BB3JIOKUTEJIA na ru 3asBu, N0ay4yu U 3aIuiaTy,
THH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHcHpaHe, Oposl HAa MAlMEHTHTE, MEAUIIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  NPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeWCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIyHapOJIHU CTaHIApTH, eBporericku ctanaaptu, bJIC,
OH u gap.), ¢ ocraTp4eH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OHMOJIOTUYHU JIEKApPCTBEHU MPOJAYKTH - HE MO-MAaJKO OT 25 % oT oTOensi3aHus Ha OMaKkoBKaTa.

JlexapcTBeHHTE MPOAYKTU cJe/lBa Ja MpUTEXaBaT pa3pelieHHe 3a yrnorpeda uiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaenceHoro ¢ wi23 or 3akoHa 3a
JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATA MEJIULIMHA.

3. KonmuuectBoTo Ha nocraBsHHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
Yype3 3asBKHU, KOUTO C€ M3BBHPIIBAT MUCMEHO WM Mo (akc. [IucMeHnnTe 3asBKU ce M3Mpariar
Ha azgpec rp. [lnoBmmB, yn.“ VYapoy VYwmicen“ Nel8, wna e-mail axgpec:
m.ruskova@phoenixpharma.bg, a tesu mo dakc wa Ten.: 032/ 655 525. B 3asBkara
Bb3noxurensaT ompenenss ONAaKOBKUTE, B KOUTO CjelBa Ja CE€ JOCTaBST JICKAPCTBEHUTE
MPOYKTH choOpa3Ho nocoyeHuTe B [103UTHBHNUSA JT€KapCTBEH CITUCHK.



II. CPOK 1 MACTO HA U3ITBJIHEHHUE HA TOI'OBOPA

1. JoroBopbT uma cpok Ha aeiictBue ot 24.06.2016r. 10 23.06.2017T.
2. Mscro Ha w3mbIHEHWE Ha mopbukara e rp.Crapa 3aropa, yu. ,,JI-p Tomop
CrosiHoBHu™ 15, Bceku paboteH nen 1o 14.00 gaca.

III. (EHU U HAYUH HA TIVIAIITAHE

1. IlenuTe ca 0Opa3yBaHU CBHIVIACHO JEHCTBAIIOTO 3aKOHOAATENCTBO B P. bbirapus
3a THPrOBIM Ha €pO U BKJIIOYBAT BCUYKH HAYUCIICHHS, JAHBIM, TAKCH, MUTA, TPAHCIIOPT U
ap. 1o BB3JIOKHUTEJISA c sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3amnama sa JOCTABUMKA croliHOCTTa Ha TOCTaBEHHUTE
MPOAYKTHU MO 1IeHH, tocoueHu B [Ipunoxkenne Ne 1 kbM HACTOALIKS AOTOBOP B ChOTBETCTBUE
¢ JIOCTaBEHUTE KOJIHYCSCTBA.

3. Bb3JIOKHUTEJIAT 3amamia yropopeHaTa LieHa MO OaHKOB I'BT C IUIATEKHO
Hapexaane, pascpodeHo a0 30 muu cien npenctaBsHe or JOCTABUMKA nHa daktypa,
noanucada ot Bb3JIOZKHUTEJIA.

4. Bcuuky muianiaHus MEXIy CTPaHUTE TI0 JOTOBOpA III€ C€ M3BBHPIIBAT 10 OaHKOBaTa
cmerka Ha JIOCTABYUKA, nocodeHa B uzziazeHara ot Hero (hakrypa.

5. Ilenute ca (ukcupaHu W He TOMJIEKAT HAa TMPOMSHA 3a CpPOKa Ha JICHCTBUE Ha
norosopa. [lpogykrure, BkiaroueHu B [103UTHBHHUS JIEKAPCTBEH CIIUCHK HE MOTat jJa ObaaT ¢
IIEHH, TO-BUCOKH OT 3amucaHuTe B Hero pedepeHtHu croriHocTu. Korato Obne HamalneHa
[[eHaTa Ha MpoaykTa 1o [103UTHBEH JIEKapCTBEH CMUCHK WK OBbJe JOTOBOPEHA OTCTHIIKA TI0
pena Ha [lpunoxenue Ne 10 xksM Hapenda Ne 40/2004r.([AB 6p.112/2004, u3m. u gom.) U B
pe3yNTaT Ha TOBA IIEHATA HA MPOJYKTa CTaHE MO-HHUCKA OT JIOTOBOpEHAaTa, BB3IOXKUTENAT TO
3aruraia Ha 1Mo — HHUCKaTa IIeHa OT JlaTaTa Ha BJIM3aHe B CHJIa Ha KOHKPETHOTO pEIICHHE Ha
KOMITETEHTHHsI OpraH 3a HeifHaTa MpOMsIHa.

6. Korato JOCTABUUKDBT e cxmroumn J0roBOp/IOTOBOPH 3a TOIU3IBIHCHHE,
BDB3JIOKUTEJISIT wu3BbpiiBa OKOHYATETHO IUIAlaHE KBM HEro, ciel Kato Obaar
MpEICTAaBEHU JIOKa3aTesICTBa, e JOCTABUUKDBT € 3aIuIaTHII Ha
MOIU3ITBITHUTEIIS/ TIOAU3IMBIHUTENINTE 32 U3MBIHCHUTE OT TSIX pa0dOTH, KOUTO ca MPHETH TI0
pena Ha 1oroBopa.

IV. ITIPABA U 3AABJI’KEHHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJIAT e mnexen aa npueme noctaBeHute or JJOCTABUHMKA
MPOAYKTH, aKO CHILUTE OTTOBAPAT HA MOCOYEHUTE B TO3M JOTOBOP YCJIOBHS M M3UCKBAHUSITA
KbM TAX MPEASBEHU OT JAEHCTBAIIOTO 3aKOHOJATENICTBO.

2. BB3JIOKUTEJIAT e nnbxeH Ja MIaTH [eHaTa ChIVIACHO YTOBOPEHHUTE CPOK U
HAYMH Ha IUIalaHe.

3. Ma msuckea or JOCTABUMKA na ckimtouu U ga My IpeICTaBd JOTOBOPHU 3a
MOAU3MBIIHEHUE C TOCOYEHUTE B oepTaTa My HOIU3ITbIHUTEIH.

V. TPABA U 3AABJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUKDBT ¢ mmexen ma goctaBu Ha BB3JIOKHUTEJIIS 3assenute
JIEKapCTBEHH MPOIYKTH B CPOK 10 5 /met/ paboTHu quU OT 3asBKata Ha Bb3JIOKUTEJIA
WU B CPOK YTOBOPEH IpH 3asBKaTa My. J[0CTaBSIHETO ce OCBHIIECTBSIBA CaMO B pabOTEH JieH,
1o 14 gaca Ha cpIIus.

2. JOCTABUYUKDBT e mrbkeH J1a moeMe 3a CBOsI CMETKA Pa3XO/UTE 3a TPAHCIIOPT U
3acTpaxoBKa Ha JocTtaBkara 110 ckiaaa Ha Bb3JIOXKUTEJISA.



3. JOCTABUYMKDBT otroBaps 3a Ka4yeCTBOTO Ha JOCTAaBEHHUTE MPOMYKTU 3a IICIUS
uM cpok Ha roaHoct npu ycioBue, uye BDB3JOKUTEJIAT cnassa ycnoBuara 3a
ChXpaHEHHUE.

4. TOCTABYMKDBT nexnapupa ¢ noamnuca cu 1o J0roBopa, 4e € B CbCTOSHUE Ja
U3MBJIHU KaueCTBEHO W B IbJEH 00€M 3aJbJDKEHHUSTa CU 10 HEro, KakTo M 4e MOAIbpKa
HaJIMYHOCT OT IOTOBOPEHUTE MPOIYKTH.

5. Jla ckirouM JOTOBOP/IOTOBOPH 3a TMOJIM3MIBIHEHHE C TTIOCOYEHUTE B odeprara My
MOJIU3IIBJIIHUTENIN B CPOK OT 3 JHU OT CKJIIOUBAHE HA HACTOSILIMUS JOTOBOP M JIa MPEIOCTaBU
opurnHaieH ekzeMiusip Ha Bb3JIOKHUTEJISA B 3-n1HeBeH CpoOK.

V1. PEJ] 3A IPEJABAHE U IPUEMAHE HA U3ITBJIHEHUETO

1. IlpuemaneTo Ha [OCTaBKaTa C€ W3BBPIIBA OT OMNPENEICHH OT CTpaHa Ha
BB3JIOXKUTEJA u JOCTABUYUKA nuna.

2. ITlpmemaneTo Ha JOCTaBKara ce€ yJOCTOBEpsiBA C MOAMMCBAaHE OT JMIATA II0
MpexoiHaTa ToUKa Ha (aKkTypa 3a HEHHOTO U3BBPILBAHE.

3. Koraro JJOCTABYMKA e ckiao4yuia JOrOBOP/AOrOBOPH 32 MMOIU3IIBIHEHHE,
paborara Ha momusmbaHuTenute ce mpuema or BB3JIOXKUTEJISl B mpuchcTBHETO Ha
JJOCTABUYMKA u nogu3IIbIIHUTEIS.

VIlI. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Hew3mbIHEHUE HA 3aTBJDKEHUSITA CU IO HACTOSIIUS JIOTOBOP HEM3MpaBHATA
CTpaHa IBJDKM Ha M3IpaBHaTa CTpaHa oOe3leTeHHEe B pa3Mep Ha MOpaTopHaTa JMXBa 3a
Cpoka Ha 3a0aBaTa WM HEHW3NBJIHEHHETO BBPXY CTOMHOCTTA Ha 3a0aBSHOTO WU
HEU3MBIHEHOTO.

2. IIpn Heu3'BJIHEHHE HA CPOKOBETE 32 JIOCTABKAa, CAMOBOJIHO KOPUTHpPAHE HAa LIEHUTE
or crtpana Ha JOCTABUMKA, onpenensHeTo MM B OTKJIOHEHHWE OT JCMCTBAIIOTO
3aKOHOJIATEJICTBO WJIM KOTaTO HaJBHIIABAT MOCOYEHUTE IIeHW B [l03UTHBHUS JeKapCTBEH
ciucbk, BB3JIOKUTEJIAT wuma npaBo ga U3BBHPIIBA JOCTaBKa HA MPOJYKTUTE OT APYTH
THPrOBIW/ TPOU3BOJUTENN, KAKTO M Ja MPEKpaTH €JHOCTPAHHO OroBopa, 0e3 Ja AbIKH
KaKBUTO M Ja Oujo oOe3meTeHus (3a NPEThPIEHU BpEIH, 3a HEHW3IIBIHEH JIOTOBOP,
MIPOIMYCHATH TOJI3U U APYTH).

3. B cnydait Ha 1ocTaBKa Ha JEKApPCTBEH MPOAYKT C MO-KPAThK OT JIOTOBOPEHUSI CPOK
Ha rogHocT JOCTABUYUKDBT nbiku HEyCcTOMKA KaKTO CIeABa:

- cpok Ha roHOCT OT 59.99 % 10 50 % - 20 % BBpXY CTOMHOCTTA HA IOCTABKATA;
- cpok Ha rogHocT oT 49.99 % no 40 % - 30 % BBpXy CTOIHOCTTA Ha JOCTABKAaTa,
- cpok Ha roHOCT OT 39.99 % 10 30 % - 60 % BbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT oT 29.99 % no 20 % - 75 % BBpXy CTOMHOCTTA HAa JOCTABKAaTa;

- cpok Ha rogHocT 10 20 % - 90 % BBpPXY CTOMHOCTTA HA JJOCTAaBKaTa,

e Ipu JOCTaBKa Ha cHenu(UYeH OWOIIOTUYEH JIEKAPCTBEH MPOIYKT CHhC CPOK Ha
rogHoct oT 24.99 % npo 15 % - Heycroiika ot 20 % BBpXy CTOHHOCTTa Ha
JI0CTaBKara.

4. Tlpn uemsnbinenne Ha cpokoBere 3a jgocrtaBka JOCTABUMKDBT nbmxu Ha
BB3JIOKUTEJISA neycroiika B pazmep Ha 1% Ha J€H OT CTOWHOCTTa Ha 3abaBeHaTa
JIOCTaBKa, HO He noBedye oT 20% OT CTOMHOCTTA Ha Ta3H JOCTaBKa.

VIII. TAPAHIIUSA 3A U3ITBJIHEHUE

1. JlocraBuukbT ocurypsia B momsa Ha BB3JIOKUTEJISA rapanmms 3a 1006po
U3IIBJIHEHHE Ha JoroBopa B pasmep Ha 171509.07aB. mon ¢opmata Ha  mapuyHa
cyMa/0aHKOBa rapaHIus, npeacrasisBamia 2 % ot ctoiHocTTa My 6e3 J1J1C.

2. BB3JOKUTEJIAT nma npaBo 1a 3aAbp>Ku Ta3u rapaHIUiITa U Aa ce pa3opean
C Hesl, KaTo C€ YAOBJIETBOPU OT IBJIHMS I pa3Mep NMpPHU HEU3NBIHEHUE Ha KOETO U Jia € OT
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3aapiokeHusitTa Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTWBHAa ypemda. AKO ToOBa € HENOCTaThYHO 32 BBH3ME3ISIBAHETO MY,
BB3JIOKUTEJIAT npensBsaBa UCK 3a pa3ivkara HaJ TO3U pa3mep.

3. BB3JIOKUTEJIAT ocoboxnasa rapaniusta cien 01.08.2017r., Bb3 ocHOBa Ha
nucMeHo uckane Ha JlocraBumka, 6e3 Ja IbJKY JIMXBa WM 00E3UIETEHHE 32 BPEMETO JI0 TOBa
0CBOOOXKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaliuy 3a SBHH HEIOCTaThIM B 15 THEBEH CPOK
OT JIOCTaBKaTa Ha JIEKapCTBEHHU MPOAYKTH, a 32 CKPUTH HEIOCTAThIM - MPe3 LEIUs CPOK Ha
rogHoct Ha poctaBeHuTe npoaykth. B Tto3m ciaywait JJOCTABYUHMUKDBT noamens
peKJIaMUpaHUTE MPOAYKTH C HOBU, KAUECTBEHU TAKUBA B CPOK, ChriacHo pazaen V, 1.1 Ha
HACTOSIIUS JOTOBOP.

2. B ciyyaii, ye JJOCTABUUKDT He U3MbIHHU 3aABKEHUETO CH IO MPEAXOIHATA
touka BB3JTOKUTEJIAT uma nmpaBo 1a OoTKake IUIAIlaHETO, & aKO IUIAIIAHETO € Beue
M3BBPILEHO Ja MPUXBaHE CTOMHOCTTA Ha PEKJIAMUPAHUTE MIPOJIYKTH OT CJIEJBAIIU JOCTABKHU.

3. JloroBopbT ce npekparsBa:

a) ¢ U3THYaHE Ha CPOKaA MY;

0) ¢ KOTUYECTBEHOTO MY M3ITJIHEHHE B IIBJICH 00eM;

B) ChC CTOMHOCTHOTO MY U3ITbJIHEHUE B ITBJIEH pa3Mep;

I') 10 B3aUMHO NMHUCMEHO CIIOpa3yMEHUe Ha CTPaHUTE;

1) ¢ pa3BaJISIHETO My 10 pena Ha 4in.87 ot 33/1;

€) C Bp€MEHHOTO WUJIM OKOHYATETHOTO OTHEMaHe, 00e3CHIBaHe MIIH
MpEeKpaTsBaHe Ha Pa3pelICHUETO WM YJOCTOBEPEHHMETO 3a THPrOBUS Ha €Apo Ha
JOCTABYHKA;

) IIpH ycinoBusATta Ha paszaen VI 1.2 ot To3u norosop.

3) BB3JIOKUTEJIST npekparsiBa 10oroBopa ¢ €IHOCEAMUYHO MPEIU3BECTHE,
aKo HE € B CBbCTOSHHE [la M3IBJIHSABA CBOUTE 3aJBJDKCHHS TOPAad HENPEIBUJICHU
oOctositencTBa. B To3u ciywail ce ypexxnaT (UHAHCOBUTE B3aHMMOOTHOIICHHSI MEXKIY
CTpaHHMTE 3a U3BBpLICHUTE OT JlocTaBuMka M 0100peHH OT Bb3nmokutens AeHHOCTH 1O
U3IBJIHEHHUE Ha J10rOBODA.

1) nopaau HeBB3MOKHOCT Ha JJOCTABUMKA 3a u3NbIHEHUETO MY.

1) BB3JIOKKUTEJISAT npekparsBa J0roBOpa ¢ €IHOCEAMHUYHO IMPEIU3BECTHE,
aKo ObJIe CKIIFOYEHO PAaMKOBO CIIOPa3yMEHHE ChC CHIIMS MPEIMET M0 pea M YCIOBUsITA Ha
I[IMC Ne 146 ot 9 rwonu 2015r. 3a chb3maBaHe Ha LEHTPAJIEH OpraH 3a Bb3JaraHe Ha
00IIIeCTBEHH MMOPBUYKU B CEKTOP ,,37paBeonasBane” /[IB 06p.44/2015r./, unuro xiay3u ca mo-
OJIarOMPUSITHU OT TE3H IO HACTOSIIIHS JIOTOBOP ChOOpa3HO M30paHuUs KpUTEPHUH 3a OIICHKA.

4. Bb3HUKHAIUTE CIOPOBE MEXKIY CTPAHUTE CE€ YPEKIaT 4Ype3 B3aUMHHU IMPErOBOPHU
Mexny Tax. [Ipu HemocTurane Ha copazyMeHHe, T€ peniaBaT cropa o cbJaeOeH pel.

5. 3a BCHYKH HEYpPEJCHH B TO3M JOTOBOP BBIIPOCH CE MpUJIAraT pasmnopeaouTe Ha
JeCTBAIIOTO 3aKOHOAATEJICTBO.

JIoroBOPBT ce ChCTaBU B JIBA €THOOOPA3HU SK3EMILISPA, TIO €MH 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYMUK:
“KOII - Crapa 3aropa” EOO/] »®bBOHUKC ®PAPMA“ EOO/]
VYmpasuren: /m/ Kp. Hukonaes-mbaHOMOITHUK /11 /

/n-p I1. Yununrupos/
J.HukxonoBa-nrbI1HOMOIITHUK /m/



" ®bOHUKC ®APMA " EOO[

MpunoxeHue Ne 1

KbMm [loroBop

Ne 1 ot 15.06.2016r.

O6ocobe MNpeanoxexa MpeanoxeHa
MexayHapogHo Ped. LeHa 3a MpuTtexaTten Ha
Ne no Ha JlekapcTtBeHa N KONM4YeCTBO LieHa 3a O6uwa Tvproscko
ATC Koo HenaTeHToBaHO CTOMHOCT 3a MApKa eanHuua o paspewmnTenHoT
peq | nosvuns dopma ao on./amn./cpn. | cTomHOCT / nB. HanmMeHoBaHue
HavMmeHoBaHue  /INN/ mg MsipKa C BKI. 0 3a ynotpeba
Ne c Bkn. 40cC
anc
1 2 3 4 5 6 7 8 9 10 11 12 13
1 22 L01CDO1 |Paclitaxel 100 mg naperTepania | g 22017 mg 180 000 0.17340 17.34 3121200 |7 aclitaxelfl. Ebewe
thopma 100mg
- napeHTepanHa . .
2 27 LO1CDO04 |Cabazitaxel bopwa 144.74400 mg 7200 137.36000 8241.60 988992.00 |Jevtana fl. 60mg | Sanofi Aventis
3 32 | LO1DBO7 |Mitoxantrone nepeopanta | 3.12550 mg 6 000 2.69700 53.94 1618200 |Mitoxantrone fl. Ebewe
opma 20mg
4 40 | Loixcoa | rastuzumab napeHTepania | g prgon mg 360 000 540600 | 324360 | 194616000 | Erceptinfl. Roche
600 mg /5 ml dopma ' ' ' ' 600mg
5 41 | L01XCO06 |Cetuximab napeHtepania | 3 gg740 mg 168 000 3.86775 386.78 649782.00 |ErPItUxfl.5mg/ Merck
thopma ml 20ml|
. napeHTepanHa
6 47 LO1XC18 [Pembrolizumab bopwa 84.02780 mg 19200 81.04800 4052.40 1556121.60 |Keytruda fl. 50 mg MSD
7 54 | Loixeoo | TEMSirolimus nepeopanta | 55.58967 mg 3600 53.48000 1604.40 192528.00 |Torisel fl. 30 mg Pfizer

/5 mg;10 mg/




. nepoparHa Afinittor tabl. 10 Novartis
8 55 LO1XE10 |Everolimus s 23.45153 mg 36 000 21.08280 6324.84 758980.80 Mg X 30 Pharma
. nepopanHa Tafinlar tabl. 75 Novartis
o 59 LO1XE23 [Dabrafenib s 1.68455 mg 864 000 1.51748 13657.32 | 1311102.72 mg x 120 Pharma
10 60 LO1XE16 |Crizotinib repopanta 0.74520 mg 270000 0.72216 10832.40 10498320 |@lkori tabl. 250 Pfizer
cdopma mg X 60
1 61 | LOLXE17 |Axitinib oo | 2846607 mg 25 200 27.57000 7719.60 694764.00 |Iniyta 5 mg x 56 Pfizer
. nepopanHa Votrient tabl. 400 Novartis
12 62 LO1XE1l |Pazopanib s 0.22710 mg 4 320 000 0.20390 4893.60 880848.00 | "o Pharma
13 68 LO1XX41 |Eribulin faperTepaniia | 850.79545 mg 396 837.20400 736.74 33153278 |HAlaven amp. 044\ o o iss
copma mg/ ml 2ml
Zaltrap fl.
” 71 | Lo1xx44 |Aflibercept napewTepania | 4 45640 mg 60000 6.98349 698.35 419009.40 |22Mg/ml 4ml Sanofi Aventis
bopwia 1396.70 Zaltrap fl.
25mg/ml 8ml
Mycobacterium Calgevax fl
15 78 | LO3AX03 [bovis BCG (Baccilus| "PEroe™ | 1.85262 mg 22500 1.81696 20.44 40881.60 |7 295m ' BUL BIO
Calmette - Guerin) ' 9
Ibandronic acid
16 79 | MOSBAOS6 |Ibandronic acid o | 466333 mg 1800 4.20000 126.00 7560.00 |Sandoz amp.6mg |  Sandoz

6ml x 5




Oxycodone
hydrochloride/

. 91 | N02AAS5 |Naloxone nepopanva | 0.13857 mg 480000 0.12420 124.20 s0616.00 |12rgin tabl. Mundipharma
hydrochloride 20 P 20mg/10mg x 50
mg/10 mg
Oxycodone
hydrochloride/ Tarain tabl
18 92 | NO2AA55 [Naloxone oo | 013857 mg 480000 0.12675 507.00 60840.00 g ' Mundipharma
hydrochloride P 40mg/20mg x 100
40 mg/20 mg
. Thyrogen amp 0.9
napeHTepanHa
10 101 | HO1ABO1 |Thyrotropin alfa bopua 681.21759 mg 64.8 677.77778 1464.00 43920.00 mag/ml - 1.2ml x 2 Genzyme
Calcium folinate napexTeparnHa Calcium folinate
20 102 | VO3AFO03 0.12320 360 000 0.12280 18.42 44208.00 Eb
10 mg/ml 3 ml dopma md 10mg/ml 3ml x 5 ewe
Calcium folinate napexTeparnHa Calcium folinate
2 1 VO3AF 0.12320 500 000 0.12264 30.66 61320.00 Eb
' 03 03AF03 10 mg/ ml 5 ml dopma mJ 10mg/ml 5ml x 5 ewe
O6wa cyma c AOC: 10 290 544.10 nB
BbH3J1OKUTEI: JOCTABYHK:

“KOL - Crapa 3aropa” EOO/]

VYmopaButen: /m/

/n-p I1. Ynnunarupos/

»PBOHUKC ®PAPMA*“ EOOJ

Kp. Hukonaes-mpiHoMouHUK /11 /

JI.HukomoBa-IrbJIHOMOIITHUK

/m/




JOTI'OBOP Ne 2

3A OBIIECTBEHA ITIOPBYKA

3A ,,JOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHN
3JIOKAYECTBEHU 3ABOJISIBAHUSA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMIIVIEKCEH OHKOJIOI'MYEH HEHTBHBP - CTAPA 3AI'OPA” EOOJ,
ChC cejanuile U anpec Ha ynpasieHue rp. Crapa 3aropa, yun.”JI-p T.CrosnoBuu” Nel$,
BrircadHo B TP va AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIHUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

» TOIl XOCIIUTAJI CBPBUC* AJl, chc cemanuile W aApec Ha yIpaBJICHUE
rp.Codus 1407, paiion Jlozenen, ym. ,,Uepau Bpbx“ Ned7, Tem.: 02/8620192, daxc:
02/4084013, Bnucano B TP na AB ¢ EMK: 202161036, 1/I.Ne o 3/1J1C: BG202161036,
npeacrasisiBaHo oT MBaiino binarosecroB barunkos — Msnbeinnurenen Jupexrop u Liseran
NBanoB JlumutpoB — Ilpencenaren na ChbBeTa Ha JUPEKTOPUTE, HAPUYAHO 3a KPATKOCT B
norosopa IOCTABYMK ot npyra crpana,

Bb3 ocHoBa Ha kiacupaHe Ha JOCTABYMUKA B oTkpura mpoueaypa 3a Bb3jaraHe Ha
o0IIeCTBeHAa NOPbUYKA C YHUKAJEH HOMEp B perucrbpa Ha oOmectBeHuTe nopbuku 00731-
2016-0003, uzBbpmieno ¢ Pemenne Ne 112/30.05.2016r. na Ynpasurens Ha ,,KOII - Crapa
3aropa ” EOOJl ce cKIIl0YM HACTOSIIMS JOTOBOpP 3a OOIIECTBEHA MOpBYKA 32 AOCTaBKa Ha
JIEKapCTBEHW TPOIYKTH, (Hapudanu ,,ipoaykTu’) 3a Hykaute Ha BB3JTOXKUTEJIISA npu
CIICZIHUTE YCIIOBUSL:

I. IPEJMET HA TOT'OBOPA

1. BB3JIOKUTEJAT Bb3nara, a JOCTABYUUKDBT mnpuema na pocraBs Ha
BB3JIOKUTEJISA npoaykTu, 1o UeHH U KoiaudecTBa cbriaacHo [Ipunoxenue Nel, koeto e
HepasnenHa yacT oT Hactosuus noroBop, a BBIJIOKUTEJIAT ce 3agpmxaBa na My
3arJiania 1eHaTa, CbIJIaCHO YCIOBHSITA Ha HACTOSIIUS JoroBop. Taka 3amucaHuTe KOJU4YeCTBa
ca opueHTHpoBbuHU U He 3aabkaBaT BB3JIOKUTEJIA na ru 3asBu, Noay4yu U 3aIUiaTy,
THU KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHCHpaHe, Oposl HAa MAlMEHTHTE, MEIULIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  NPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeHCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIyHapOJIHU CTaHIApTH, eBporelicku ctanaaptu, bJIC,
OH u gp.), ¢ ocraTpyeH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OHMOJIOTUYHU JIEKApPCTBEHU MPOJAYKTH - HE MO-MAJKO OT 25 % oT oTOensi3aHus Ha OMaKkoBKara.

JlexapcTBeHHTE MPOAYKTU cJe/lBa Ja MpUTEXaBaT pa3pelieHre 3a yrnorpeda wuiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaenceHoro ¢ wi23 or 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIINHA.

3. KonmuuectBoTo Ha nocraBsHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
Yype3 3asBKHU, KOUTO C€ M3BBHPIIBAT MUCMEHO WM Mo Qakc. [IncMeHnuTe 3asBKU ce M3mpariar
Ha azgpec r1p.Codpms 1632, ym ,Axkan. Muxaun Mamkapo“ NelO, na e-mail
anpec: order@thserice-bg.com, a Tesu mo dakc nHa Tem.: 02/4084013. B 3asBkara
Bb3noxurensT ompenenss ONAaKOBKUTE, B KOUTO CjelBa Ja CE€ JOCTaBAT JIEKAPCTBEHUTE
MPOJYKTH choOpa3Ho nocoyeHuTe B [103UTHBHNUSA J1€KapCTBEH CITUCHK.




I1. CPOK U MSACTO HA U3ITBJIHEHUE HA JIOI'OBOPA

1. JloroBopsT uma cpok Ha zeiicteue ot 24.06.2016r. no 23.06.2017r.
2. Mscto Ha u3mbiHEeHWE Ha mopbukata € rp.Crapa 3aropa, yiu. ,,JI-p Tomop
CrosHoBHY™ 15, Bceku paboren aeH 1o 14.00 gaca.

III. MEHU U HAYMH HA TIVIAIITAHE

1. Ilenute ca oOpa3yBaHH CBHIIIACHO JIEHCTBAIIOTO 3aKOHOAATENCTBO B P. Bhirapus
3a THPrOBIM Ha €JpO U BKJIIOYBAT BCUYKH HAYUCIICHHS, JAHBIM, TAKCH, MUTA, TPAHCIIOPT U
ap. 1o BB3JIOKHUTEJISA c sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3annama nHa JOCTABUMKA cToiHOCTTA HA IOCTABCHUTE
MPOAYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenne Ne 1 kbM HaACTOALIMS JOTOBOP B CHOTBETCTBUE
C JIOCTaBEHUTE KOJIHYCSCTBA.

3. BB3JIOKUTEJISAT 3annama yropopeHata LeHa Mo OaHKOB IbT C IJIATEKHO
Hapexaane, pascpodeHo a0 30 muu cien npenctaBsHe or JOCTABUMKA nHa daktypa,
noanucada or Bb3JIOZKHUTEJIA.

4. Bcuukd TUTaliaHusi MEXIy CTPaHUTE 10 IOTOBOpa e ¢e M3BBHPIIBAT 10 OaHKOBaTa
cmerka Ha JIOCTABYUKA, nocodena B uzziazeHara ot Hero (akrypa.

5. Ilenute ca (ukcupaHu W He TOIJIEKAT HAa MPOMSHA 3a CpPOKa Ha JICHCTBHE Ha
norosopa. [Ipogykrure, BkiaroueHu B [103UTHBHHUS JIEKApCTBEH CIIUCHK HE MOTat jJa ObaaT ¢
IIEHH, TO-BUCOKH OT 3amucaHuTe B Hero pedepentHu croriHocTu. Korato Obne HamaneHa
[[eHaTa Ha MPoayKTa 1o [103UTHBEH TeKapCTBEH CMHUCHK WK OBJE JOTOBOPEHA OTCTHIIKA TI0
pena Ha [Ipunoxenue Ne 10 ksM Hapenda Ne 40/2004r.([AB 6p.112/2004, u3m. u gom.) U B
pe3yiaTaT Ha TOBa I[€HaTa Ha MPOJYKTa CTaHE MO-HUCKA OT JOrOBOpEHAaTa, BB3M0oXUTENAT ro
3aruraia Ha 1Mo — HHACKaTa IIeHa OT JlaTaTa Ha BJIM3aHe B CHJIa Ha KOHKPETHOTO pEIICHHE Ha
KOMIIETEHTHHS OpraH 3a HelHaTa mpoMsiHa.

6. Korato JOCTABUUKDBT e cxmroumn J0roBOp/IOTOBOPH 3a TOIU3IBIHECHHE,
BB3JIOKUTEJISIT wu3BbpiiBa OKOHYATETHO IUIAIIaHE KBM HEro, ciel Kato Obaar
MpEICTAaBEHU JIOKa3aTeJICTBa, e JOCTABUYUUKDBT € 3aIuIaTHII Ha
MOAU3ITBITHUTEIS/TIOAU3MBIHUTENINTE 32 U3MBIHCHUTE OT TSIX pa0dOTH, KOUTO ca MPHETH TI0
pena Ha 1oroBopa.

IV. ITIPABA U 3AABJI’KEHHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJIAT e nnexen na npueme noctaBenute ot JOCTABUHUKA
MPOAYKTH, aKO CHILUTE OTTOBAPAT HA MOCOYEHUTE B TO3M JOTOBOP YCIOBHS M M3UCKBAHUSITA
KbM TSX MPEASBEHH OT JAEHCTBAIIOTO 3aKOHOJATENICTBO.

2. BB3JIOKUTEJIAT e mibxkeH Aa TUIaTy [IeHaTa ChIIIacHO YTOBOPEHHUTE CPOK U
HAYMH Ha IUIalaHe.

3. Jla m3ucksa or JOCTABUYUMKA na ckitouu U aa My MPEACTaBH JOTOBOPH 3a
MOMU3IBbIIHEHUE C TOCOYEHUTE B oepTaTa My HOIU3ITbIHUTEIH.

V. TPABA U 3AABJIKEHUSA HA JOCTABUUKA

1. JOCTABYUUKBDBT e mrexen nma moctaBu Ha BB3JIOXKUTEJISA 3assenute
JIEKapCTBEHH MPOAYKTH B CPOK 10 3 /Tpu/ pabotHu auu oT 3asBkata Ha BB3JIOKUTEJISL
WIHA B CPOK YTOBOPEH IpH 3asBKaTa My. /locTaBSHETO ce OChIIECTBsIBA caMO B pabOTEH JIeH,
1o 14 gaca Ha cpIIus.



2. JOCTABYHUKDBT e mibxkeH qa MoeMe 3a CBOS CMETKA Pa3XOAHUTe 3a TPAHCIIOPT
Y 3acTpaxoBKa Ha goctaBkaTa 10 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHMKDBT otroBaps 3a Ka4ecTBOTO Ha JOCTABEHUTE MPOAYKTH 3a LTS
UM cpok Ha romgHocT mipu ycioBue, dye BBIJOKUTEJAT cnaszsa ycnoBusTta 3a
ChXpaHEHHUE.

4. JOCTABUYUMKDBT nexmapupa ¢ moamnuca c 1Mo J0ToBOpa, Y€ € B ChCTOSTHUE Ja
U3ITBJIHU KaUeCTBEHO U B IIBJIEH 00E€M 3aJbJDKEHHTAa CH 110 HEro, KaKTO U 4Ye MOAIbpXKa
HAJIMYHOCT OT JIOTOBOPEHUTE MPOIYKTH.

5. /Jla cxiroun 1OroBOp/IOTOBOPH 32 MOIU3IIBIHEHHE C TIOCOYCHHUTE B oepTrara My
MOAU3MBIHUTENN B CPOK OT 3 JHHU OT CKIIIOYBAHE HAa HACTOSIIMS JOTOBOP U Ja MPEAOCTaBU
opurnHaines exzeMiuLsip Ha Bb3JIOKUTEJISA B 3-nHeBeH cpok.

V1. PEJ] 3A IPEJABAHE U IIPUEMAHE HA U3ITBJIHEHUETO

1. IlpuemaneTo Ha JOCTaBKaTa C€ W3BBPIIBA OT OMNPENEICHH OT CTpaHa Ha
BB3JIOKUTEIA u JOCTABUYUKA nuna.

2. ITlpmemaneTo Ha JOCTaBKara ce€ yJOCTOBEpsiBa C MOAMMCBAaHE OT JMIATA II0
MpexoiHaTa ToUKa Ha (paKkTypa 3a HEHHOTO U3BBPILBAHE.

3. Koraro JJOCTABYMKA e ckiao4yuia JOrOBOP/AOrOBOPH 32 MOIU3ITBIHEHHE,
paborara Ha momusmbaHuTenute ce mpuema oT BB3JIOXKUTEJISl B mpuchcTBHETO Ha
JJOCTABUYHMKA u nogu3IrbIHUTEIS.

VIlI. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a HeusmbJIHEHUE HA 3aBJHKEHUSITA CU IO HACTOSIIMS JOTOBOP HEW3NpaBHATA
CTpaHa IBJDKM Ha M3IpaBHaTa cTpaHa oOe3leTeHHe B pa3Mep Ha MOpaTopHaTa JMXBa 3a
Cpoka Ha 3a0aBaTa WU HEHW3MBJIHEHHETO BBPXY CTOMHOCTTA Ha 3a0aBSHOTO WU
HEU3IBIHEHOTO.

2. Ilpu Hew3mbIHEHUE HA CPOKOBETE 3a JOCTAaBKa, CaMOBOJIHO KOpPUTHpAaHE Ha
uenute ot crpaHa Ha JJOCTABUMKA, onpenensiHeTO UM B OTKJIOHEHUE OT JEHCTBAIIOTO
3aKOHOJIATEJICTBO WJIM KOTaTO HaJBHIIABAT MOCOYEHUTE IIeHUW B [l03UTHBHUS JeKapCTBEH
ciucbk, BB3JTOKUTEJIAT wuma npaBo Ja U3BBPIIBA JOCTaBKa HA MPOJYKTUTE OT APYTH
THPrOBIW/ TPOU3BOJUTENN, KAKTO M Ja MPEKpaTH €JHOCTPAHHO JOroBopa, 0e3 Ja ABIKH
KaKBUTO W Ja Oujo o0e3meTeHus (3a NPEeThPIEHU BpEId, 3a HEHW3IIBIHEH JOTOBOP,
MIPOIMYCHATH TOJI3U U APYTH).

3. B ciyuaii Ha JOoCTaBKa Ha JIEKAPCTBEH MPOAYKT C MO-KpaThbK OT JOTOBOPEHHUS
cpok Ha rogHocT JOCTABUUKDBT abmku HEYyCTOMKA KAKTO ClIe/iBa:

- cpok Ha roHOCT OT 59.99 % 10 50 % - 20 % BBpXY CTOMHOCTTA HA IOCTABKATA;
- cpok Ha rogHocT oT 49.99 % no 40 % - 30 % BBpXy CTOMHOCTTA Ha JOCTABKAaTa,
- cpok Ha roHOCT OT 39.99 % 10 30 % - 60 % BbpXy CTOMHOCTTA HAa TOCTABKATA;
- cpok Ha rogHocT oT 29.99 % no 20 % - 75 % BBpXy CTOMHOCTTA HA JOCTABKAaTa;
- cpok Ha rogHocT 10 20 % - 90 % BBpPXY CTOMHOCTTA Ha JJOCTAaBKaTa,
® Ipu JOCTaBKa Ha cHenu(pUYCeH OUOIIOTUYEH JIEKAPCTBEH MPOIYKT CHhC CPOK Ha
rogHocT 0T 24.99 % npo 15 % - Heycroiika ot 20 % BBpXy CTOHHOCTTa Ha

J0CTaBKara.

4. Ilpn uemsnbinenne Ha cpokoBere 3a jgocrtaBka JOCTABUMKDBT nbmxu Ha
BB3JIOKUTEJISA neycroiika B pazmep Ha 1% Ha J€H OT CTOMHOCTTa Ha 3abaBeHaTa
JIOCTaBKa, HO He noBeye oT 20% OT CTOMHOCTTA Ha Ta3H JOCTaBKa.



VIII. TAPAHIIMSA 3A U3ITBJIHEHUE

1. JJocraBuukbT ocurypsisa B nomsa Ha BB3JIOKHUTEJIS rapanuus 3a mo0po
M3IBJIHEHHE Ha OTOBOpA B pasmep Ha 1916.67 aB. mox ¢popmara Ha mapuvHa cyma/OaHKOBa
rapaHius, npeacrasnsaBama 2 % ot croitHocTTa My 6e3 JIJIC.

2. BDB3JIOKUTEJIAT uma npaBo 1a 3aAbp>KU Ta3H TapaHIMATA U J1a C€ Pa3opean
C Hes, KaTO C€ yJOBIIETBOPHU OT IBIHUS W pa3Mep MPU HEU3ITbIHEHHE Ha KOETO W Jia € OT
sagbiokeHusitTa Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTWBHAa ypemda. AKO TOBa € HEIOCTaThYHO 32 BBH3ME3ISIBAHETO MY,
BB3JIOKUTEJIAT npensBsBa UCK 3a pa3ivkara HaJ TO3U pa3mep.

3. BB3JIOKUTEJIAT ocoboxnaBa rapanusta cien 01.08.2017r., Bb3 ocHOBa Ha
nucMeHo uckane Ha JloctaBumka, 6e3 Ja IbJKY JIMXBa WM 00E3LIETEHHE 32 BPEMETO JI0 TOBa
0CBOOOXKIaBaHe.

IX. JOI'bJIHUTEJIHHU YCJIIOBUSA

1. BB3JIOKUTEJIAT mnpaBu pexkiamManuu 3a SIBHU HENOCTaTbUM B 15 1HEBeH
CPOK OT JOCTaBKaTa Ha JICKapCTBEHH MPOJYKTH, a 32 CKPUTH HEJOCTATBIM - IIPE3 LEUs CPOK
Ha TroJHOCT Ha pocraBeHuTe npoayktu. B Tto3m cayuait JJOCTABUMKDBT noamens
pEKJIaMUpPaHUTE MPOAYKTH C HOBH, KAUECTBEHM TaKMBA B CPOK, ChIVIaCHO paszen V, T.1 Ha
HACTOSILUS JOTOBOP.

2. B cnyuaii, ve JOCTABUUKDBT He u3nbiHN 331BDKEHHETO CH 110 TIPEAXOHATA
touka BB3JIOKUTEJIAT uma npaBo Ja OTKaxKe IJIAIIAHETO, a aKO IJIAIIAHETO € Bede
U3BBPILIEHO /1 IPUXBAHE CTOMHOCTTA HA PEKIAMUPAHUTE MPOJAYKTH OT CIEABALIN JOCTaBKU.

3. JloroBopsbT ce mpekpaTsBa:

a) C U3TUYAHE HAa CPOKA MY;

0) C KOJIMYECTBEHOTO MY M3ITBbJIHEHUE B ITBJICH 00EM;

B) CbC CTOMHOCTHOTO MY M3IIbJIHEHHUE B IIbJIEH Pa3Mep;

I') 10 B3aUMHO NTHCMEHO CIIOpPa3yMEHUE Ha CTPAHUTE;

1) ¢ pa3BaJITHETO My 10 pea Ha 4wi.87 ot 33]1;

€) C BPEMEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00e3CHiIBaHe WIn
IpEeKpaTsBaHe Ha pPa3pelIeHUeTO WM YAOCTOBEPEHUETO 3a TBHProBUA Ha €ApO Ha
JOCTABYHUKA;

) ipu ycioBusTa Ha pazaen VI 1.2 ot To3u 1orosop.

3) BB3JIOKUTEJIAT npekpatsiBa 10roBopa ¢ €JHOCEIMUYHO MPENNU3BECTHE,
ak0o HE € B CBCTOSIHHME Ja U3II'BJIHABA CBOWUTE 3aJb/DKEHUS IOPagd HENpPEIBUACHU
obcrosiTencTBa. B To3m ciywail ce ypexnaT (UHAHCOBHTE B3aUMOOTHOIIECHUS MEXKIY
CTpaHHWTE 3a WU3BBpIICHHTE OT JlocTaBumka m omoOpeHu OT BB3moxuTens MeHHOCTH IO
U3IIBJIHEHHUE Ha J10I0BODA.

1) nopaau HeBE3MOKHOCT Ha JIOCTABUMKA 3a u3mbIHEHHUETO MY.

i) BB3JIOKUTEJIAT npekparsiBa 10roBopa ¢ €IHOCEAMHYHO MPEAU3BECTHE,
aKo ObJe CKIIIOUEHO PAaMKOBO CIIOPAa3yMEHHUE ChC ChILUSA NMPEIAMET IO pPeAa U yCIOBUATA Ha
IIMC Ne 146 or 9 roum 2015r. 3a cb3gaBaHe Ha LIEHTpPAJIEH OpraH 3a Bb3JIaraHe Ha
00IIIeCTBEHN MOPBYKHU B CEKTOP ,,3apaBeomnas3Bane’ /JIB 06p.44/2015r./, auuro kinay3u ca mo-
ONarompusATHU OT TE3H 110 HACTOSAIIMS JJOTOBOP ChOOpa3HO N30paHuUs KpUTEPUH 3a OIICHKA.

4. Bb3HUKHAIUTE CIIOPOBE MEX]y CTPAaHUTE C€ ypEeKJaT upe3 B3aUMHH IPEroBOpU
Mexay Tax. [lpu HemocTurane Ha criopa3yMeHue, Te peliaBaT cropa o cbaedeH pes.

5. 3a BCHYKHM HEypelleHH B TO3U JOTOBOP BBIIPOCU CE€ MpUiaraT pa3nopenouTte Ha
JEMCTBAIlOTO 3aKOHOAATEJICTBO.

JIoroBOpBT c€ ChCTABU B JiBa €JHOOOPA3HM €K3EMILISIPA, 10 €MH 32 BCSAKA CTPaHA.



BB3JIOKHUTEJI:
»KOII - Crapa 3aropa” EOO/]

VYnpasuten: /m/
/n-p I1. Ynnuarupos/

JOCTABYMK:
» TOII XOCIIUTAJI CbPBUC* A/l

Wznenuautenen Jupexkrop: /1 /
/WBaiino batnHkoOB/
[Ipencenaren Ha ChBeTa HA qUPEKTOpUTE:/ 11 /
/lsetan Jlumutpos/



" TON XOCIMNUTAIl CbPBUC " Al

MpunoxeHue Ne 1
kbm [Jorosop Ne 2 oT 15.06.2016 .

MpeanoxeHa
O6ocobe MpepnoxeHa
Ne MexagyHapoaHo Ped. LieHa 3a . Mputexarten Ha
Ha JlekapcTBeHa N KONM4ecTBO LieHa 3a O6Lwwa cTonHocT Tbproscko
no ATC kog HenaTeHToBaHO CTOWHOCT | MspKa eanHuua paspeLlunTenHoTo 3a
nosuums dopma o on./amn./con. / nB. HavMeHoBaHue
pea HanmeHoBaHne /INN/ 3a mg MsipKa C BKI1. ynoTtpeba
Ne c Bkn. 0AC
Aac
1 2 3 4 5 6 7 8 5 10 11 12 13
| ol Bendafolin < Ph
Calcium folinate napeHTepanHa 10 ma/ml 100ml |Lyomark Pharma
1 106 VO3AF03 0.12320 m 1 000 000 0.11500 115.00 115000.00 9
10 mg/ml 100ml chopma 9 solution for GmbH, NepmaHus
injection
O6wa cyma c 44C: 115 000.00 ns..
Bb3/TOXKUTEN: DOCTABYUK:
»KOL, - Crapa 3aropa” EOO[, »TOM XOCNMUTAN CbPBUC” AL,
Ynpasuten: /n/ MN3nbaHuTeNneH upektop: /n/

/a-p N. Yunuurupos/

/WBaiino batnuHkos/

Mpepcenaten Ha CbBeTa Ha AUPEKTOPUTE:

/n/

/UseTtaH AumunTpos/




JOI'OBOP Ne 3

3A OBIIECTBEHA ITIOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHN
3JIOKAYECTBEHU 3ABOJISIBAHUSA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMINVIEKCEH OHKOJIOI'MYEH HEHTBP - CTAPA 3AT'OPA” EOOJ,
ChC cejanuilie U anpec Ha ynpasieHue rp. Crapa 3aropa, yun.”JI-p T.CtosnoBuu” Nel$,
Brrcado B TP nva AB ¢ EMK: 000812197, a. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»MEJIEKC* OO/, cbc cemanume u aapec Ha ympasieHue rp. Codms 1138,
yi.“CamokoBcko 1moce Ne 2 JI, Teproscku nentsp ,,bOUJIA“ 5 er., Ten.: 02 4833362, 02
9175545, 02 9175552, daxc: 02 9175538, Bnucano B TP na AB ¢ EUK: 131268894, WJI.Ne
no 3JIC: BG 131268894, npencrasnsBano ot aA-p Emun JlaneB Anekcanapos - YrpaBuTedn,
HapuuaHo 3a kpatkocT B gorosopa JOCTABYMUK ot apyra ctpana,

Bb3 ocHOBa Ha kinacupaHe Ha JJOCTABYMKA B orkputa mpoueaypa 3a Bb3jlaraHe Ha
oOIIecTBeHa MOpbUKa ¢ YHUKAJIEH HOMEpP B perucThbpa Ha obmectBenute mopbuku 00731-
2016-0003, u3Bbpmieno ¢ Pemenune Ne 112/30.05.2016r. nHa Ynpasurens va ,,KOL - Crapa
3aropa ” EOOJ] ce ckiroun HACTOSIIIMS JOTOBOP 3a OOIIECTBEHA MOpbhUKA 3a JIOCTaBKa Ha
JIEKapCTBEHU NPOAYKTH, (HapudaHu ,,ipoayktu’) 3a Hyxkaute Ha BB3JIOKUTEJIA npu
CIICZIHUTE YCIIOBUSL:

I. HIPEJMET HA TOI'OBOPA

1. BB3JIOXKUTEJAT Bb3nara, a JOCTABYUUKDBT mnpuema na poctaBs Ha
BB3JIOKUTEJISA nponykTH, 1o 1eHH U KonuuecTBa cbriacHo IIpunoxenue Nel, koeto e
HepasnenHa yacT oT Hacrosums noroBop, a BB3JIOKUTEJAT ce 3agpmxaBa na My
3arJiana 1eHaTa, CbIVIaCHO YCIOBHSTA Ha HACTOSIIUS JoroBop. Taka 3amucaHuTe KOJIU4YeCcTBa
ca opueHTHpoBbUHU U He 3aabkaBaT BB3JIOKUTEJISA na ru 3asBu, NOay4yu U 3aIUiaTy,
ThH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHCHpaHe, Oposl HAa MAlMEHTHTE, MEIUIIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  NPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeHCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIyHapOJIHU CTaHIApTH, eBporericku ctanaaptu, bJIC,
OH u gp.), ¢ ocraTpyeH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OHMOJIOTUYHU JIEKApPCTBEHU MPOJAYKTH - HE MO-MAJKO OT 25 % oT oTOensi3aHus Ha OMaKkoBKaTa.

JlexapcTBeHHTE MPOAYKTU CcJe/lBa Ja MpUTEXaBaT pa3pelieHHe 3a yrnorpeda wiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaenceHoro ¢ wi23 or 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIINHA.

3. KonmuuectBoTo Ha nocraBsHHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
ype3 3asBKH, KOUTO C€ M3BBHPILIBAT MUCMEHO WM o (akc. [IucMeHnnTe 3asBKU ce M3mpariar
Ha anpec rp. Codus 1138, yn.“CamoxoBcko moce™ Ne 2 JI, TrproBcku neHtsp ,,BOMIJIA® 5
er., Ha e-mail ampec: office@medex.bg, a te3u mo ¢dakc va ten.: 02 9175538. B 3asBkara
Bb3noxurensaT ompenenss ONaKOBKUTE, B KOUTO CjelBa Ja CE€ JOCTaBAT JICKAPCTBEHUTE
MPOAYKTH choOpa3Ho nocoyeHuTe B [103UTHBHNUSA J1€KapCTBEH CITUCHK.



I1. CPOK U MSACTO HA U3ITBJIHEHUE HA JIOI'OBOPA

1. JloroBopsT uma cpok Ha zeiicteue ot 24.06.2016r. no 23.06.2017r.
2. Mscto Ha u3mbiHEeHWE Ha mopbukata € rp.Crapa 3aropa, yiu. ,,JI-p Tomop
CrostHoBHY™ 15, Bceku paboren aeH 1o 14.00 gaca.

III. (EHU U HAYMH HA TIVIAIITAHE

1. Ilenute ca oOpa3yBaHH CBHIIIACHO NEHCTBAIIOTO 3aKOHOAATENCTBO B P. Bhirapus
3a ThProBUY Ha €pO W BKJIIOYBAT BCUYKM HAYUCIICHMS, JaHBIM, TAKCH, MUTA, TPAHCIOPT U
ap. 1o BB3JIOKHUTEJISA c sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3annama vHa JOCTABUMKA cToiHOCTTA HA IOCTABCHUTE
MPOAYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenne Ne 1 kbM HaACTOALIMS JOTOBOP B CHOTBETCTBUE
C IOCTaBEHUTE KOJINYECTBA.

3. BB3JIOKUTEJIAT 3annama yropopeHara LeHa Mo OaHKOB IbT C IJIATEKHO
Hapexaane, pascpodeHo a0 30 muu cien npenctaBsHe or JOCTABUMKA nHa daktypa,
noanucana ot Bb3JIOKUTEJISA.

4. Bcuuky muiamaHus Mexay CTpaHUTe MO J0roBOpa 1€ ¢e M3BbpIIBAT M0 OaHKOBaTa
cmetka Ha JIOCTABYUKA, nocodeHa B uzziazeHara ot Hero (hakrypa.

5. llenurte ca ¢ukcupaHu U HE TOJJIEKAT Ha MPOMsSHA 3a CPOKAa Ha JIeHCTBUE Ha
norosopa. [lpogykrure, BkiaroueHu B [103UTHBHUS JIEKApCTBEH CIUCHK HE MOTar jJa ObaaT ¢
LIEHU, TI0-BUCOKU OT 3alUcaHuTe B Hero pedepeHTHH croiiHocTU. Koraro Obne HamaneHa
[[eHaTa Ha MpoayKTa 1o [103UTHBEH IeKapCTBEH CMHUCHK WK OBbJE JOTOBOPEHA OTCTHIIKA TI0
pena Ha [lpunoxenue Ne 10 xksM Hapenda Ne 40/2004r.([AB 6p.112/2004, u3m. u gom.) U B
pe3yiaTaT Ha TOBa II€HaTa Ha MPOJAYKTa CTaHE MO-HUCKA OT JOrOBOpEHAaTa, BB3MOXUTENAT ro
3aruIalla Ha 1o — HHUCKaTa IIeHa OT JlaTaTa Ha BJIM3aHE B CHJIA Ha KOHKPETHOTO pELICHHE Ha
KOMIIETEHTHHS OpraH 3a HeHHaTa NpoMsHa.

6. Korato JOCTABUYUKDBT e cxitounsi JOroBOpP/IOTOBOPU 32 MOIU3IIBIHEHHE,
BB3JIOKUTEJSAT wu3BbpimiBa OKOHYATEIHO IUTAllaHE KBM HEro, clieJ] KaTto Obaar
MPEICTABEHU JI0Ka3aTeJICTBA, ye JOCTABUYUKDBT e 3arIaTrI Ha
MOAU3ITBIIHUTENSA/TIOAU3IBIHUTENINTE 38 U3MBIHEHUTE OT TSIX pabOTH, KOUTO ca MPHUETH IO
pena Ha 10roBopa.

IV.ITPABA U 3AABJI’KEHUS HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e nnbxen aa npueme nocraBeHutre or JOCTABUYUHUKA
MPOYKTH, aKO CHIIUTE OTTOBAPAT HA MOCOYCHHUTE B TO3HM JOTOBOP YCJIOBHS M W3UCKBAHUSTA
KbM TSIX MPEASBEHU OT JACUCTBAIIOTO 3aKOHOAATENICTBO.

2. BB3JIOKUTEJIAT e mrbxkeH 1a MjaTH IeHaTa ChIVIACHO YTOBOPEHUTE CPOK U
Ha4yMH Ha IJIallaHe.

3. Ha umsuckBa or JOCTABUUKA na ckitoud U 1a My NpeACTaBUd JOTOBOPH 3a
MOAM3ITBbITHEHUE C TOCOYCHHUTE B OepTaTa My MOIU3ITBIHUTEIH.

V. IIPABA U 3AJIBJIZKEHUA HA TOCTABYUHUKA

1. JOCTABUYUUMKDBT e mrbpxedn na goctaBu Ha BB3JIOKUTEJIISA 3assenute
JIEKapCTBEHH MPOAYKTH B CPOK 10 5 /met/ pabotHu auu oT 3asBkata Ha BB3JIOXKHUTEJIA
WM B CPOK YrOBOPEH MpH 3asiBKata My. JOCTaBSHETO Ce OCHINECTBSABA CaMO B paOOTEH JICH,
1o 14 yaca Ha cpIus.

2. JOCTABYHUKDT e mibkeH na moeme 3a CBOSI CMETKA Pa3XxOUTe 3a TPAHCIIOPT U
3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDT otroBaps 3a KaueCTBOTO Ha JOCTABEHUTE MPOAYKTH 3a LENHUS
UM cpok Ha romgHocT nipu ycioBue, dye BBIJOKUTEJAT cnaszea ycnoBusTta 3a
ChbXpaHEHHUE.



4. IOCTABYMKDBT nexnapupa ¢ noamnuca cu 1o J0roBopa, 4e € B CbCTOSHUE Ja
M3MBJIHU KaueCTBEHO W B IbJEH 00€M 3aJbJDKEHHUSTA CU 10 HEro, KakTo M 4e MOAIbpKa
HAJIMYHOCT OT JJOTOBOPEHUTE MPOILYKTH.

5. Jla ckirouM JTOTOBOP/IOTOBOPH 3a TMOJIM3MBIHEHHE C TTIOCOYEHUTE B odeprara My
MOJU3IIBIIHUTENIN B CPOK OT 3 JTHU OT CKJIIOUBAHE HA HACTOSINIUS JOTOBOP M JIa MPEIOCTaBU
opurnHaieH ekzeMiusip Ha Bb3JIOKUTEJISA B 3-n1HeBeH CpoK.

VI. PEJ 3A IPEJABAHE U IPUEMAHE HA U3ITbJIHEHUETO

1. [Ipuemanero Ha JOCTaBKAaTa C€ W3BBPIIBA OT OMNpPEACICHH OT CTpaHa Ha
BB3JIOXUTEJLA u JOCTABUYMKA nuia.

2. Ilpmemanero Ha JOCTaBKaTa ce€ YAOCTOBEpsSBa C TMOAMUCBAHE OT JIMIaTa IO
MpenxoIHaTa TOUKa Ha (pakTypa 3a HEHHOTO U3BBPIIIBAHE.

3. Korato JIOCTABUYMKA e ckiooumi JOTOBOP/IJOTOBOPH 3a TOJU3IBIHCHHE,
paborara Ha mnomusnmbaHuTenuTe ce npuema ot BB3JIOXKUTEJISL B mpuchcrBueTo Ha
JOCTABYMKA u nogu3IrbJIHUTE]IS.

VIl. OTTOBOPHOCTHU U HEYCTOUKHA

1. 3a HewsmbIHEHHE HA 3aJBDKEHUATA CH IO HACTOSIIMS JOTOBOP HEWU3IpaBHATA
CTpaHa IBJDKM Ha HM3MpaBHATa CTpaHa OOE3IIETCHHWE B pa3Mep Ha MOpaTOpHATa JMXBa 3a
cpoka Ha 3a0aBaTa WM HEHU3INBJIHEHUETO BBPXY CTOMHOCTTa Ha 3a0aBSHOTO WU
HEU3M'BJIHEHOTO.

2. Ilpu Heu3IbJIHEHUE HA CPOKOBETE 3a JOCTaBKa, CAMOBOJIHO KOPUTHpPAHE Ha LIEHUTE
or crpaHa Ha JJOCTABYMKA, omnpenensHeTo UM B OTKJIOHEHHE OT JAEHCTBALOTO
3aKOHOJATEJICTBO WJIM KOraTO HaJBMILIABAT MOCOYEHUTE IeHH B [103WTHUBHUS JekapcTBEH
ciucbk, BB3JTOKUTEJIAT wuma npaBo ga U3BBHPIIBA JOCTaBKAa HA MPOJYKTUTE OT APYTH
THPrOBIW/ TMPOU3BOJUTENN, KAKTO M Ja MPEKpaTH €JHOCTPAHHO OroBopa, 0e3 Ja ABIKH
KaKBUTO M Ja Oujo oOe3meTeHus (3a NPEeThPIEHU BPEIW, 3a HEHW3IIBIHEH JOTOBOP,
MIPOIMYCHATH TOJI3U U APYTH).

3. B cnydail Ha 1ocTaBKa Ha JIEKAPCTBEH MPOAYKT C MO-KPAThK OT IOTOBOPEHUSI CPOK
Ha rogHocT JOCTABUYUKDBT nbiku HEyCTOMKA KaKTO CleABa:

- cpok Ha roHOCT OT 59.99 % 10 50 % - 20 % BBpXY CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT oT 49.99 % no 40 % - 30 % BBpXy CTOIHOCTTA Ha JOCTABKAaTa,

- cpok Ha roHOCT OT 39.99 % 10 30 % - 60 % BbpXy CTOMHOCTTA HAa IOCTABKATA;

- cpok Ha rogHocT oT 29.99 % no 20 % - 75 % BBpXy CTOMHOCTTA Ha JOCTABKAaTa;

- cpok Ha rogHocT 10 20 % - 90 % BBpPXY CTOMHOCTTA HA JJOCTAaBKaTa,

® [pU JOCTaBKa Ha cHelu(pUYCeH OUOIIOTHYEH JIEKAPCTBEH MPOIYKT CHhC CPOK Ha

rogHoct oT 24.99 % no 15 % - Heycroitka ot 20 % BBpXy CTOMHOCTTa Ha
JIOCTaBKATa.

4. Tlpn wemsmbinenne Ha cpokoBeTe 3a jgocrtaBka JJOCTABUMKDBT nwmxu Ha
BB3JIOKHUTEJISA nHeyctoiika B pasmep Ha 1% Ha JeH OT CTOMHOCTTa Ha 3abaBeHaTa
JIocTaBKa, HO He moBede oT 20% OT CTOMHOCTTA Ha Ta3: JOCTaBKa.

VIII. TAPAHIUSA 3A UBITBJIHEHUE

1. JocraBuukbT ocurypsisa B nomsa Ha BB3JIOKHUTEJIS rapanuus 3a mo06po
M3IBJIHEHHE Ha J0TOoBOpa B pazMep Ha 30852.80nB. mox ¢popmara Ha mapuvyHa cyma/OaHKOBa
rapaHius, npeacrasisBama 2 % ot croitHocTTa My 6e3 JIJIC.

2. BDB3JIOKUTEJIAT uma npaBo 1a 3aAbp>KU Ta3H TapaHIUATA U J1a C€ pa3mopean
C Hesl, KaTO C€ YAOBJIETBOPU OT MbBJIHUA ¥ pa3Mep NPU HEU3I'BJIHEHHE HA KOETO U Jia € OT
saapiokeHusAta Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTHWBHAa ypemda. AKO TOBa € HENOCTaThYHO 32 BBH3ME3NSIBAHETO MY,
BB3JIOKUTEJIAT npensiBsaBa UCK 3a pa3ivkara HajJ TO3U pa3mep.



3. BB3JIOKUTEJIAT ocoboxnaBa rapanusta cien 01.08.2017r., Bb3 ocHOBa Ha
nUCMEHO MckaHe Ha JloctaBunka, 0€3 1a ABIDKY JMXBa WIH 00E3IIETEHUE 32 BPEMETO 10 TOBA
0CBOOOXK/1aBaHE.

IX. JOI'bJIHUTEJIHHU YCJIIOBUA

1. BB3JIOKUTEJIAT npaBu pexinamanuy 3a IBHU HENOCTaThLUU B 15 JHEBEH CpPoOK
OT JIOCTaBKaTa Ha JIEKAPCTBEHH MPOAYKTH, a 32 CKPUTH HEIOCTATHIM - Mpe3 LEIUs CPOK Ha
rogHoCcT Ha jocrtaBeHuTe MpoaykTh. B Tto3m caywaii JOCTABYUMKDBT noamens
peKJIaMHpaHuTe MPOAYKTH C HOBU, KQUECTBEHU TaKUBa B CPOK, ChIJIacHO pasnen V, T.1 Ha
HACTOSIUS JOTOBOP.

2. B cnyuait, ve JOCTABUUKDT He u3IIbIHU 337BDKCHUETO CH TI0 TPEIX0IHATA
touka BB3JIOKUTEJIAT uma npaBo Ja OTKaxke IJIAIAHETO, a aKO IJIAIIAHETO € Bede
M3BBPUICHO Ja MPUXBAaHE CTOMHOCTTA Ha PEKJIIAMUPAHUTE MPOIYKTH OT CJEABAIIN JOCTABKH.

3. JloroBopsT ce mpekpartsBa:

a) C U3TUYAHE HAa CPOKA MY;

0) C KOJIMYECTBEHOTO MY M3ITbJIHEHUE B ITBJICH 00EM;

B) CbC CTOMHOCTHOTO MY M3IIBJIHEHHE B IIBJIEH pa3Mep;

I') 10 B3aUMHO NTHCMEHO CIIOpPa3yMEHUE Ha CTPaHUTE;

1) C pa3BaJISTHETO MY 110 pea Ha 4i.87 ot 33/1;

€) C BPEMEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00e3CHiIBaHe Win
MpeKpaTsBaHe Ha pPa3pelICHUETO WIM YIOCTOBEPEHHETO 3a THPrOBHs Ha €Apo Ha
JOCTABYHKA;

X) ipu ycinoBusTa Ha pazaen VI 1.2 ot To3u 1orosop.

3) BB3JIOKUTEJIAT npekpatsiBa 10roBopa ¢ €JHOCEAMUYHO MPENNU3BECTHE,
ako HE € B CBhCTOSHHE Ja WH3IBJIHSIBA CBOUTE 3aIbJDKEHUS IOpaaud HEMpeIBUICHU
oOctositencTBa. B To3u ciywail ce ypexxnaT (UHAHCOBUTE B3aMMOOTHOIICHUSI MEXKIY
CTpaHHMTE 3a U3BBpLICHUTE OT JlocTaBumka M 0100peHH OT Bb3nmokutens AeHHOCTH 1O
U3IBJIHEHHUE Ha JI0rOBODA.

1) nopaau HeBB3MOKHOCT Ha JJIOCTABUYMKA 3a u3NbIHEHUETO MY.

1) BB3JIOKKUTEJISAT npekparsBa J0roBOpa ¢ €IHOCEAMHUYHO IMPEIU3BECTHE,
aKo ObJie CKIIIOUEHO PAaMKOBO CIIOPAa3yMEHHUE ChC CHIIUS MPEIMET MO peaa U yCIOBUATA HA
IIMC Ne 146 ot 9 rwonu 2015r. 3a chb3maBaHe Ha LEHTPAJIEH OpraH 3a Bb3JaraHe Ha
00IIeCTBEHH MMOPBYKU B CEKTOD ,,37paBeonasBane” /[IB 06p.44/2015r./, unuro xiay3u ca mo-
OJIarOMPUSITHU OT TE3H IO HACTOSIIIHS IOTOBOP ChOOpa3HO M30paHuUs KpUTEPHUH 3a OIICHKA.

4. Bb3HUKHAIUTE CIIOPOBE MEXIY CTPAaHMTE C€ ypeXkJaT 4pe3 B3aUMHHU IPEroBOpU
Mexny Tax. [Ipu HemocTurane Ha cnopazyMeHHe, T€ peniaBaT cropa o chbJaeOeH pel.

5. 3a BCHYKM HEYpEIEHH B TO3HM JIOTOBOP BBIPOCH CE€ MpHiIaraT pasrnoperadure Ha
JeCTBAIIOTO 3aKOHOAATEJICTBO.

JIoroBOpBT ce ChCTAaBH B JiBa €JHOOOPA3HH €K3eMIUISIPa, [0 €MH 33 BCSAKA CTpaHa.

BBb3JIOKUTEJI: JOCTABYMK:
“KOII - CTAPA 3AI'OPA” EOO/JL »MEJIEKC“ 00/
VYupasuren: /m/ Ynpasuren: /a/

/n-p I1. Yununrupos/ /n-p Emun Anekcannpos/



" MEOEKC " o0f

MpunoxeHne Ne 1

kbM [Jorosop Ne 3 ot 15.06.2016r.

MexayHapoaHo MNpennoxewa Mpeanoxena
Ne Ped. ueHa 3a o Mputexaten Ha
O6ocobeHa HenaTeHToBaHO JlekapcTBeHa N KONUYecTBO LeHa 3a O6uwa cToiHocT/
no noauLys No ATC kog HAVIMEHOBAHME dopma CTOMHOCT 3a | Msipka o eanHuua on.Jamn.in B TbproBcko HauMeHoBaHne paspeLmTenHoTo 3a
pen - mg MsipKa C BKI1. ) LS : ynotpeba
/INN/ nac cekn. 4AC
1 2 3 4 5 6 7 8 9 10 11 12 13
L Binicrit 200001U\1 ml
1 1 BO3XA01 /Elrgtohoré) FS/'et'n ”apz‘;;j:””a 0.00879 U 4000 000 0.00484 48.40 19360.00  [solution for injection in Sandoz
pre-filled syringe x 1
Temozolamide Accord Accord Healthcare
2 6 LO1AX03 |Temosolomide M ooowa | 028768 | mg | 400000 0.09392 46.96 37568.00 |100 mg hard capsules x | Limited OGeavtero
5 Kpanctseo
Armisarte 25 mg/ ml
3 8 LO1BAO4 |Pemetrexed ”apg‘JSSZ””a 3.40496 mg 300 000 2.34588 1172.94 703764.00 |concentrate for solution Actavis
for infusion 20 ml x 1
Fluorouracil Accord 50 Accord Health
. . CCOrt ealthcare
a 10 Loigcog |F1uorouracil 1000 naperrepansa | 00500 | mg | 10000000 |  0.00502 5.02 5020000 |9/ Ml solution for Limited OGeguHeHo
mg topma injection or infusion K
pancTeo
20ml x 1
Gemcitabine Accord Accord Health
f f . CCOrt ealthcare
s 12 Loigcos |Gemcitabine napewrepanta | o397 | mg | 3000000 0.03910 39.10 11730000 |CONCENtrate for solution| Lt o6 meno
1000 mg topma for infusion 100 mg/ ml K
pancTeo
1x 10 ml
Capecitabine Capecitabine Accord Accord Healthcare
6 15 LO1BCO6 | oo ”egz’;fw”a”a 0.00145 | mg | 72000000 0.00144 86.40 103680.00  [500mg film-coated Limited OBeanHeHo
9 tablets x 120 Kpasncteo
Tegafur uracil Teysuno 20 mg/ 5,8 mg/
7 16 LO1BCS3 |/20mg/5,8 ”eg‘;‘;fﬂg”a 7.85214 | tabl. 2016 7.82500 657.30 1577520  [15,8 mg hard capsule x Nordic Group
mqg/15,8 mg/ 84




Docetaxel

Docetaxel Accord
concentrate for solution

Accord Healthcare

8 24 L01CDO02 MApEHTEPaNiA | g 41544 m 10000 0.41500 8.30 4150.00 } ) Limited OGeauHeHo
20 mg topma g for infusion 20 mg/ 1 ml K anm;
1 p
X
Docetaxel Accord Accord Health
. CCOrt ealthcare
o 25 Loicpoz |DOcetaxel napewtepanta | 41544 | mg 80000 0.41500 33.20 3320000 |CONCentrate forsolution| Gt " nee o
80 mg topma for infusion 80 mg/ 4ml KOANCTEO
1 p
X
Docetaxel Accord Accord Health
. CCOrt ealthcare
10 26 Loicpoz |DOcetaxel napewtepanta | 49544 | mg 80000 0.41500 66.40 3320000 |CONCentratefor solution| Gt " oee o
160 mg topma for infusion 160 mg/ KOANCTEO
8mlx 1 P
Mitomycin-C KYOWA
1 33 L01DCO3 [Mitomycin T oo | 266900 | mg 54 000 2.66900 53.38 144126.00 [powd.for sol.for inj. Nordic Pharma
20mg x 1
Cisplatin Accord Accord Health
CCOrt ealthcare
12 34 LOLXAOL |Cisplatin 50 mg | "PSTeRamE | 021440 | mg 175 000 0.21440 10.72 a7s2000 |LM/ml concentrate for | iy Oeameno
cpopma solution for infusion KDANGCTEO
50ml x 1 P
Oxaliplatin Accord Accord Health
CCOrt ealthcare
13 37 LO1XA03 |Oxaliplatin 50 mg| "PSTePamE | 036640 | mg 150 000 0.36640 18.32 sa00.00  |om9/ml - 10 ml powder | i O6eameno
cpopma for solution for infusion «oa
1 pancTeo
X
Oxaliplatin Accord Accord Health
. . CCOrt ealthcare
1 38 Loixao3 |Oxaliplatin napewtepanta | 36640 | mg 150 000 0.36640 36.64 s4960.00 |om9/ml-20mlpowder | it ose reno
100 mg cpopma for solution for infusion Koa.
1 pancTeo
X
. Meaxin 100 mg film-
15 69 LO1XEO1 |Imatinib nepopanta 0.04451 m 2160000 0.04350 522.00 93960.00 KRKA
copma 9 coated tablets x 120
Filgrastim Zarzio 30MU ( 60MU/ml)
16 74 Lozaacz |30 MU/0.5 mi) napenTepania | 60 54000 | amp. 800 30.24000 30.24 24192.00 ?‘OIUt!O” Tor 'nJe_Ct'cm/ Sandoz
colony cpopma infusion in pre-filled
stim.faktors syringe-0.5ml x 1
Pamitor concentrate for
17 80 MO5BA03 |Pamidronic acid ”apz‘;;j:””a 3.37256 mg 13 500 3.34900 301.41 4521150 |sol.for infusion Tchaikapharma

15mg/ml - 6ml x 1




18

85

NO2AA05

Oxycodone

nepoparHa
opma-/modified-
release tablets/

0.04812

mg

1200 000

0.01698

8.49
16.98
33.96

20376.00

Oxycodone Actavis 10
mg prolonged-release
tablets x 50
Oxycodone Actavis 20
mg prolonged-release
tablets x 50
Oxycodone Actavis 40
mg prolonged-release
tablets x 50

Actavis

19

86

NO2AA05

Oxycodone

nepopanHa
dopma /capsules,
hard/

0.04812

mg

600 000

0.01698

8.49
16.98

10188.00

Oxycodone Actavis
capsules,hard 10mg x
50

Oxycodone Actavis
capsules,hard 20mg x
50

Actavis

20

87

NO2AA05

Oxycodone
hydrochloride

nepoparHa
cdopma

Iprolonged-release
tablets/

0.04812

mg

1200 000

0.01698

8.49
16.98
33.96

20376.00

Oxycodone Actavis 10
mg prolonged-release
tablets x 50
Oxycodone Actavis 20
mg prolonged-release
tablets x 50
Oxycodone Actavis 40
mg prolonged-release
tablets x 50

Actavis

21

88

NO2AA08

Dehydrocodeine

nepopanta
dopma

0.00832

mg

5400 000

0.00744

33.48

40176.00

DHC Continus modified
- release tablets 90 mg
x 50

Mundipharma

22

89

NO2AA55

Oxycodone
hydrochloride/
Naloxone
hydrochloride
5mg/2,5 mg

nepopanHa
cdopma

0.13857

mg

30 000

0.12240

30.60

3672.00

Targin 5mg/2,5mg
prolonged release
tablets x 50

Mundipharma




Oxycodone
hydrochloride/ Targin 10mg/5mg
2 20 NO02AA55 [Naloxone iy 0.13857 | mg 480000 0.12432 62.16 59673.60 |prolonged release Mundipharma
hydrochloride tablets x 50
10 mg/5 mg
Ondansetron Accord Accord Health
. Ccort ealthcare
24 107 AO04AAO0L | Ondansetron faperTepanta | g 34475 mg 160 000 0.29500 2.36 47200.00 ?W‘g’r_"' SOIU_t'On f_or Limited O6eauHeHo
copwma injection or infusion 4 pANCTEO
KpancTst
ml ampoules
0,25 ALOXI solution for Helsinn Birex
2 109 AO4AAO5 |Palonosetron ”apg‘JSSZ””a 135.60000 | mg/ 300 133.00000 133.00 39900.00 |injection 0,05 mg/ml - 5 Pharmaceuticals
1amp. mlx 1
AHpxenuHn ®apma
nepoparnHa
2 110 N02ABO3 |Fentanyl chopma 0.01311 | mcg 384000 0.09500 50.54 36480.00 Velquent 133 meg Bwnrapus EOO[ ,
sublingual tablets/ sublingual tablets x 4 Bnrapus
O6wa cyma c 4AC: 1851 168.30 nB.
BB3JIOKUTEJI: JOCTABYHK:
“KOLI - Ctapa 3aropa” EOO/| S»MEJEKC*“ 00
VYmpasuren: /n/ VYmupasuren: /n/

/n-p I1. Ynnuurupos/

/n-p Emun Anexcanapos/




JIOTOBOP N: 4
3A OBHIECTBEHA ITOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHA
3JIOKAYECTBEHHU 3ABOJIABAHUA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMINVIEKCEH OHKOJIOI'MYEH HEHTBP - CTAPA 3AT'OPA” EOOJ,
ChC cejanuile U anpec Ha ynpasiaeHue rp. Crapa 3aropa, yiun.”JI-p T.CtosHoBuu” Nel$,
Brircado B TP nva AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»AJITA ®APMACIOTUKDBJC“ EOO/J, cbc cenanuiie u aipec Ha yrnpaBJI€HUE TP.
Codus 1618, Oyn.“bearapus Nel18, buznec nearsp Abakyc®, etr.2, ten.: 02 8549701, dakc:
02 9532622, Bnucano B TP na AB ¢ EMK: 175256438, W/I.Ne mo 31/1C: BG 175256438,
npeacrasisiBano ot Togop oueB JloueB - YnpaButes, HapuyaHO 3a KPaTKOCT B JOTOBOpa
JOCTABYHK ot npyra crpana,

Bb3 ocHoBa Ha kiacupaHe Ha JOCTABYMUKA B oTkpura mpoueaypa 3a Bb3jaraHe Ha
o0IIeCTBeHAa MOPbUYKA C YHUKAJEH HOMEp B perucrbpa Ha oOmectBeHute nopbuku 00731-
2016-0003, uzBbpmieno ¢ Pemenne Ne 112/30.05.2016r. na Ymnpasurens Ha ,,KOII - Crapa
3aropa ” EOOJl ce ckiIl0YM HACTOSIIMS JOTOBOP 3a OOIIECTBEHA MOPBHYKA 32 JOCTaBKa Ha
JIEKapCTBEHW TPOIYKTH, (Hapudanu ,,ipoaykTu’) 3a Hykaute Ha BB3JTOXKHUTEJIISA npu
CIICZIHUTE YCIIOBUSL:

I. IPEJMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a JOCTABUUKDBT npuema na gocraBs Ha
BB3JIOKUTEJISA npoaykTu, 1o UeHH U KoiaudecTBa cbriaacHo [Ipunoxenue Nel, koeto e
HepaszenHa yacT oT Hacrosums noroBop, a BBIJIOKUTEJIAT ce 3agpmxaBa na My
3arJiana 1eHaTa, CbIVIaCHO YCIOBHSTA Ha HACTOSIIUS JoroBop. Taka 3amucaHuTe KOJU4YeCTBa
ca opueHTHpoBbUHU U He 3aabkaBaT BB3JIOKUTEJISA na ru 3asBu, Noay4yu U 3aIuiaTy,
THH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHcHpaHe, Oposl HAa MAlMEHTHTE, MEIUIIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  TNPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeWCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIyHapOJIHU CTaHIApTH, eBporericku ctanaaptu, bJIC,
OH u xap.), ¢ ocraTp4eH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OMOJIOTUYHU JIEKApPCTBEHU MPOJAYKTH - HE MO-MAaJKO OT 25 % oT oTOens3aHus Ha OMaKoBKaTa.

JlexapcTBeHHTE MPOAYKTU CJe/lBa Ja MpUTEXaBaT pa3pelieHHe 3a yrnorpeda wiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaencHoro ¢ wi23 or 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIINHA.

3. KonuuectBoTo Ha nocraBsHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
Yype3 3asBKHU, KOUTO C€ M3BBHPILIBAT MUCMEHO WM o (akc. [IncMeHnuTe 3asBKU ce M3Mpariar
Ha anpec rp. Codus, Oyn. “Bearapus* Nel18, busznec nenrsp Adakyc, et.2, Ha e-mail aapec:
zop@altaph.eu, a te3u mo daxc Ha Ten.: 02/ 95 32 622. B 3asBkata Bu3a0KUTEIAT Onpeaess
OMAKOBKUTE, B KOUTO CJeIBa Ja C€ JOCTaBAT JIGKAPCTBEHUTE TMPOIYKTH CHOOpPa3HO
nocoyeHute B [103UTUBHUS T€KapCTBEH CIUCHK.

II. CPOK 1 MACTO HA U3ITBJIHEHHUE HA TOI'OBOPA

1. JoroBopbT uMa cpok Ha aeiictBue oT 24.06.2016r. 10 23.06.2017r.



2. Mscto Ha uw3mbiHEeHWE Ha mopbukata € rp.Crapa 3aropa, yiu. ,,JI-p Tomop
CrosHoBHY™ 15, Bceku paboren aeH 1o 14.00 gaca.

III. MEHU U HAYMH HA TIVIAIITAHE

1. Ilenute ca oOpa3yBaHU CHIIIACHO JCHCTBAIIOTO 3aKOHOAATENCTBO B P. bhirapus
3a ThProBUY Ha €pO WU BKJIIOYBAT BCUYKM HAYUCIICHMS, JaHBIM, TAKCU, MUTA, TPAHCIOPT U
ap. 1o BB3JIOKHUTEJISA c sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3amnama sa JOCTABUUMKA croliHOCTTa Ha TOCTaBEHHUTE
MIPOAYKTH MO 1IeHH, TocoueHu B [Ipunoxkenne Ne 1 kbM HacTOALIMSA JOTOBOP B CHOTBETCTBUE
C IOCTaBEHHUTE KOJINYECTBA.

3. BB3JIOKUTEJIST 3arurama yroBopeHara meHa Mo OaHKOB MBT C IUIATEHKHO
HapexnaHe, pascpoueHo 1o 30 muu cien npencrassHe or JJOCTABUYUMKA Ha ¢akrypa,
nonmucana or Bb3JIOKUTEJIS.

4. BCcHYKY MIIAIIAaHUS MEX]y CTPAHUTE IO JOTOBOpA IIIe C€ M3BBPIIBAT MO OaHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero aktypa.

5. llennte ca ¢uKcHpaHU W HE TOJJICKAT HA MPOMSIHA 32 CPOKA Ha JICHCTBUE Ha
norosopa. [Ipoagykrure, Bkitouenu B [103UTHBHUSA JIeKapCTBEH CIUCHK HE MOrar jJa ObaaT ¢
[[EHU, TI0-BUCOKU OT 3amUcaHuTe B Hero pedepeHTHH croiiHOocTH. Koraro Obne HamaieHa
1eHaTa Ha npoaykTa o Ilo3uTHBeH eKkapCTBEH CNUCHK WK ObJe JOrOBOPEHA OTCTHIKA IO
pena Ha [Ipunoxenne Ne 10 kbm Hapen6a Ne 40/2004r.(IAB 6p.112/2004, u3M. u Ao1.) u B
pe3yiaTaT Ha TOBa LI€HaTa Ha MPOAYKTa CTAHE MO-HUCKA OT JOrOBOpEHAaTa, Bb3moxXuTenar ro
3aruiaila Ha 1o — HUCKaTa 1IeHa OT JlaTaTa Ha BJIM3aHE B CHJIAa Ha KOHKPETHOTO pEIIEHHE Ha
KOMIIETEHTHHS OpraH 3a HeHHaTa NpoMsHa.

6. Korato JOCTABUYUKDBT e cxitounsi JOroBOpP/IOTOBOPU 32 MOIU3IIBIHEHHE,
BB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIHO IUTAllaHE KBM HETo, clieJ] KaTto Obaar
MPEICTABEHU JI0KA3aTeJICTBA, ye JOCTABUYUKDBT e 3arIaTrI Ha
MOAU3ITBIIHUTENSA/TIOAU3IBIHUTENINTE 38 U3MBIHEHUTE OT TSIX pabOTH, KOUTO ca MPHUETH IO
pena Ha 10roBopa.

IV.ITPABA U 3AABJI’KEHUS HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e nnbxen aa npueme nocraBeHutre or JOCTABUYUHUKA
MPOJIYKTH, aKO CHIIUTE OTTOBAPAT HA MOCOYCHHUTE B TO3HM JOTOBOP YCJIOBHS M M3UCKBAHUSTA
KbM TSIX MPEASBEHU OT JACUCTBAIIOTO 3aKOHOAATENICTBO.

2. BB3JIOKUTEJIAT e mrbxeH 1a MjaTH IeHaTa ChIVIACHO YTOBOPEHUTE CPOK U
Ha4yMH Ha IJIallaHe.

3. Ha wmsuckBa or JOCTABUUKA na ckimtoud U 1a My NpEACTaBUA JOTOBOPH 3a
MOAU3ITBITHEHUE C TIOCOYCHHUTE B OepTaTa My NOIU3ITBbIHUTEIH.

V. IIPABA U 3AJBJIZKEHUA HA TOCTABYUHUKA

1. IOCTABUYUUMKDBT e mibxedn na goctaBu Ha BB3JIOKUTEJIISA 3assenute
JIEKapCTBEHH MPOAYKTH B CPOK 10 5 /met/ pabotHu auu oT 3asBkata Ha BB3JIOXKHUTEJIA
WM B CPOK YTOBOPEH MpH 3asiBKata My. JOCTaBSHETO ce OCHINECTBSABA CaMO B paOOTEH JICH,
1o 14 gyaca Ha cpIus.

2. JOCTABYHUKDBT e mibxeH na moeme 3a CBOSI CMETKA Pa3XxOUTe 3a TPAHCIIOPT U
3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDBT otroBaps 3a KaueCTBOTO Ha JOCTABEHUTE MPOAYKTH 3a LENHUS
UM cpok Ha romgHocT mipu ycioBue, dye BBIJOKUTEJAT cnaszea ycnoBusTta 3a
ChbXpaHEHHUE.



4. TOCTABYUKDBT nexnapupa ¢ moamuca cu Mo JAOTrOBOpa, Y€ € B ChCTOSTHUE Ja
U3ITBJIHM KaUeCTBEHO U B ITBJIEH 00E€M 3aJbJDKEHHTAa CH 110 HEro, KaKTO U 4Ye MOAIbpXKa
HQJIMYHOCT OT JJOTOBOPEHUTE MPOAYKTH.

5. Jla cxioun AOrOBOp/AOTOBOPH 32 MOJIU3ITBIHEHHE C MTOCOYEHUTE B odeprara My
HNOJU3II'BJIIHUTEIN B CPOK OT 3 JIHU OT CKJIFOUBAHE HAa HACTOSILUSA JOTOBOP M Jla MPEI0CTaBU
opurnHaines exzeMiuLsip Ha Bb3JIOKUTEJISA B 3-nHeBeH cpok.

V1. PEJl 3A IPEJABAHE U IPUEMAHE HA U3ITBJIHEHUETO

1. [Ipuemanero Ha JOCTaBKAaTa C€ W3BBPIIBA OT OMNpPEACICHH OT CTpaHa Ha
BB3JIOXUTEJLA u JOCTABUYMKA nuna.

2. Ilpmemanero Ha JOCTaBKaTa ce€ YAOCTOBEpsBa C TMOANUCBAHE OT JIMIATa IO
MpenxoIHaTa TOUKa Ha (DakTypa 3a HEHHOTO U3BBPIIBAHE.

3. Korato JIOCTABUYMKA e ckiooumi JOrOBOP/IJOTOBOPH 3a TOJU3IBIHCHHE,
paGorara Ha mnomusnmbaHuTenuTe ce npuema ot BB3JIOXKUTEJISL B mpuchcrBueTo Ha
JOCTABYMKA u nogu3IrbJIHUTE]IS.

VIl. OTTOBOPHOCTHU U HEYCTOUKHA

1. 3a HewsmbIHEHHE HA 3aJBDKEHUATA CH IO HACTOSIIMS JOTOBOP HEWU3IpaBHATA
CTpaHa IBJDKM Ha WM3MpaBHATa CTpaHa OOE3IIETCHHWE B pa3Mep Ha MOpaTOpHATa JUXBa 3a
cpoka Ha 3a0aBaTa WM HEHU3NBJIHEHHETO BBPXY CTOMHOCTTa Ha 3a0aBSHOTO WU
HEU3I'BJIHEHOTO.

2. Ilpu Heu3IbJIHEHUE HA CPOKOBETE 3a JOCTaBKa, CAMOBOJIHO KOPUTHpPAHE Ha LIEHUTE
or crpaHa Ha JJOCTABYMKA, omnpenensHeTo UM B OTKJIOHEHHE OT JAEHCTBALOTO
3aKOHOJATEJICTBO WJIM KOraTo HaJBMILIABAT MOCOYEHUTE IeHH B [103WTHMBHUS JekapcTBEH
cnucbk, BB3JIOKUTEJAT wuma npaBo 1a U3BBPIIBA I0CTABKA HA NIPOAYKTUTE OT IPYrH
THProBIW/ TMPOU3BOJUTENN, KAKTO M Ja MPEKpaTHd €JHOCTPAaHHO JOroBopa, 0e3 Ja ABIKU
KaKBUTO M Ja Ouno o6e3miereHus (3a TPETHPICHH BpEAW, 32 HEU3MBIHEH JOTOBOD,
MPOITYCHATHU MOJI3H U APYTH).

3. B ciyyait Ha JocTaBKa Ha JIEKQPCTBEH MPOAYKT C MO-KPAaThK OT JTOTOBOPEHUS CPOK
Ha rogHocT JOCTABYUKDBT abxku HEYCTOMKA KaKTO CIIEBA:

- cpok Ha rogHocT oT 59.99 % no 50 % - 20 % BBpXy CTOIHOCTTA Ha JOCTABKATa;

- cpok Ha roHOCT OT 49.99 % 10 40 % - 30 % BbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHoCT oT 39.99 % 10 30 % - 60 % BBpXY CTOMHOCTTA HA JOCTABKATA;

- cpok Ha roiHOCT OT 29.99 % 10 20 % - 75 % BBbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT 110 20 % - 90 % BBpPXy CTOMHOCTTA HAa JOCTABKaTa,

® [Ipu JOCTaBKa Ha cHenu(uueH OWOJIOTWYEH JIEKApCTBEH MPOIYKT ChC CPOK Ha

rogHoct oT 24.99 % no 15 % - Heycroitka ot 20 % BBpXy CTOMHOCTTa Ha
JIOCTAaBKATa.

4. Tlpn wemsmbinenne Ha cpokoBeTe 3a jgocrtaBka JOCTABUMKDBT nwmxu Ha
BB3JIOKHUTEJISA nHeyctoiika B pasmep Ha 1% Ha JeH OT CTOMHOCTTa Ha 3abaBeHaTa
JIocTaBKa, HO He moBede oT 20% OT CTOMHOCTTA Ha Ta3: JOCTaBKa.

VIII. TAPAHIUS 3A UBITbJIHEHUE

1. JJocraBuukbT ocurypsisa B noma Ha BB3JIOKHUTEJIS rapanuus 3a mo06po
W3MBJIHEHWE Ha JoroBopa B pasMep Ha 128223.80aB. mon d¢opmara Ha  mapuyHa
cyma/b6aHKoBa rapaHius, npeacrasisaBama 2 % ot croitnoctra My 6e3 J1J1C.

2. BDB3JIOKUTEJIAT uma npaBo 1a 3aAbp>KU Ta3H TapaHIMATA U J1a C€ Pa3mopean
C Hesl, KaTO CE YAOBJIETBOPU OT MbBJIHHUSA U pa3Mep NPU HEU3I'BIHEHHE HA KOETO U Jia € OT
saabiokeHusAta Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTWBHAa ypemda. AKO TOBa € HENOCTaThYHO 32 BBH3ME3NSIBAHETO MY,
BB3JIOKUTEJIAT npensisaBa UCK 3a pa3ivkara HajJ TO3U pa3Mmep.



3. BB3JIOXKUTEJSAT ocBoboxnaBa rapaniusrta cien 01.08.2017r., Bb3 ocHOBa Ha
MUCMEHO HckaHe Ha JlocTaBumka, 6e3 Ja IbJDKY JIMXBa WM 00E3IIETCHHE 32 BPEMETO JI0 TOBa
0cBOOOXK1aBaHE.

IX. JOITbJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaliuy 3a SBHH HEIOCTaThIM B 15 THEBEH CPOK
OT JOCTaBKaTa Ha JICKAPCTBEHU MPOAYKTH, a 32 CKPUTU HEIOCTaThLHU - Mpe3 LeNusi CPOK Ha
rogHoct Ha JgoctaBeHuTe npoaykth. B Tto3m ciaywait JJOCTABYUHUKDBT noamens
peKJIaMHpaHuTe MPOIYKTH C HOBU, KQUECTBEHU TaKUBa B CPOK, ChIJIacHO pasnen V, T.1 Ha
HACTOSILUS JOTOBOP.

2. B cnyuait, ve JOCTABUUKDT He u3IIbIHU 337BJDKCHUETO CH IO TPEIX0IHATA
touka BB3JIOKUTEJIAT uma npaBo Ja OTKaxKe IJIAIIAHETO, a aKoO IJIAIIAHETO € Bede
M3BBPUICHO Ja IPUXBAaHE CTOMHOCTTA Ha PEKJIIAMUPAHUTE MPOYKTH OT CJEABAIIN JOCTABKH.

3. JloroBopsT ce mpekpatsBa:

a) C U3TUYAHE HAa CPOKA MY;

0) C KOJIMYECTBEHOTO MY M3ITbJIHEHUE B ITBJICH 00€M;

B) CbC CTOMHOCTHOTO MY U3II'BJIHEHHE B IIBJICH pa3Mep;

I') 10 B3aUMHO ITHCMEHO CIIOpPa3yMEHUE Ha CTPaHUTE;

1) C pa3BaJITHETO My 10 peaa Ha 4i.87 ot 33/1;

€) C BpEMEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00e3CHiIBaHe Win
MpeKpaTsBaHe Ha pPa3pelICHUETO WIM YIOCTOBEPEHHETO 3a THPrOBHs Ha €Apo Ha
JOCTABYHUKA;

X) ipu ycinoBusTa Ha pazaen VI 1.2 ot To3u 1orosop.

3) BB3JIOKUTEJIAT npekpatsiBa 10roBopa ¢ €JHOCEAMUYHO MPENNU3BECTHE,
ako HE € B CBhCTOSHUE Ja WU3IBJIHSIBA CBOUTE 3aIbJDKEHUS IOpaaud HENpeIBUICHU
obcrosiTencTBa. B To3m ciywail ce ypexnaT (UHAHCOBHTE B3aUMOOTHOIICHUS MEXKIY
CTpaHHWTE 3a W3BBpHICHHTE OT JlocTaBumka u omo0peHu OT BB3NoXuTENs MEHHOCTH IO
U3IIBJIHEHHUE Ha J10I0BODA.

n) nopaau HeB3MOKHOCT Ha JJIOCTABUMKA 3a u3mbIHEHHUETO MY.

i) BB3JIOKUTEJIAT npekparsiBa 10roBopa ¢ €IHOCEAMHYHO NPEAU3BECTHE,
aKo Ob/ie CKIIOYEHO PaMKOBO CIIOpa3yMEHHE ChC ChIIMS MPEeIMET M0 pela U yCIOBHUATA Ha
IIMC Ne 146 ot 9 ronm 2015r. 3a cb3gaBaHe Ha LIEHTPAJIEH OpraH 3a Bb3JIaraHe Ha
00IIIeCTBEHN MOPBYKHU B CEKTOP ,,3apaBeomna3Bane’ /JIB 6p.44/2015r./, unuro kiiay3u ca mo-
ONarompusATHU OT TE3H 110 HACTOSIIMS JJOTOBOP ChOOpa3HO N30paHuUs KpUTEPUH 3a OIICHKA.

4. Bb3HUKHAINTE CIIOPOBE MEXIY CTPAaHHUTE C€ ypexkJaT 4pe3 B3aUMHHU MPEroBOpU
Mexay Tsax. [lpu HemocTurane Ha criopa3yMeHue, T€ peliaBaT cropa o cbaedeH pes.

5. 3a BCHMYKHM HEYpPEJCHHU B TO3M JOTOBOP BBIPOCH CE€ MpUjaraT pasmnopeiaourte Ha
JEMCTBAILlOTO 3aKOHOAATEJICTBO.

JloroBOpbHT ce ChCTaBU B JIBA €IHOOOPA3HU €K3EMILISPA, IO €I1H 3a BCSIKA CTpaHa.

BB3JIOKUTEJI: JOCTABYHK:
“KOII - CTAPA 3AI'OPA” EOO/JL »AJITA ®APMACIOTUKBJIC* EOOJ
VYmpasuren: /m/ VYnpasuren: /m/

/n-p I1. Ynnuarupos/ / Togop Jloues /



" AIITA ®APMACIOTUKBJIC " EOOA

MpunoxeHune Ne 1

kbM Jorosop Ne 4 ot 15.06.2016r.

O6ocobe MexayHapoaHo Mpeanoxeta
o Ped. LeHa 3a [MpennoxeHa ueHa MputexaTten Ha
Ne no Ha HenaTteHToBaHO JlekapcTtBeHa . KONM4ecTBO O6uwa Tbproscko
ATC kopg CTOMHOCT 3a | Mspka eavHuua 3a on./amn./cn. ¢ . paspeLnTenHoTo
pen | nosuums HaMmeHoBaHue dopma o CTOWMHOCT / NB.|  HauMeHoBaHue
Ne /INN/ mg MSIpKa C BKI1. skn. 40C 3a ynotpeba
i anc
1 2 3 4 5 6 7 8 9 10 11 12 13
Dacarbazin Teva
. napeHTeparnHa pOWd-er for TeBa
1 7 LO1AX04 [Dacarbasine dbopma 0.08059 mg 480 000 0.07510 150.16 36048.00 (solution for dapmactoTUKbIC
injection 200mg x Bwnrapua EOO[
10
napeHTeparnHa Myocet 50_mg .
D bici copmapowder,/ powder, dispersion
oxorubicin dispersion and and concentrate Teva Pharma
2 28 LO1DBO1 hydrochlorid concentrate for 20.62010 mg 10000 18.05340 1805.34 180534.00 for dispersion for B.V.. Xonamaus
d'SiEfJSSilgr?/for infusion 50mg 1
box x 2 sets
Roche
3 42 | Loixcoy |BEVACizumab naperTepanka | g 4g600 mg 120 000 5.21950 521.95 626340.00 |Avastin 100 mg Registration
100 mg copma Limited
United Kingdom
Roche
Bevacizum ) istrati
4 43 | Loixcoy |BEVACizumab napewTepania | g 39142 mg 624 000 5.21950 2087.80 3256968.00 |Avastin 400 mg Registration
400 mg thopma Limited
United Kingdom
Gyramza 10
. napeHTepanHa mg/ml - 10 ml Eli Lilly Nederland
5 48 LO1XC21 |Ramucirumab cbopma 14.06030 mg 115200 14.05930 2811.86 1619631.36 |concentrate for B.V,
solution for infusion HupepnaHauns

X 2




Tarceva 100 mg; Roche
- nepopanHa 2549.10 - 100 mg; 150 mg film- Registration
50 LO1XEO3 |Erlotinib dopma 0.87330 mg 860 000 0.84970 3823.65 - 150 mg 730742.00 coated tablets x Limited
United Kingdom
30
Roche
. . nepopanHa Erivedge 150 mg Registration
70 LO1XX43 |Vismodegib dopma 3.47893 mg 151200 2.26830 9526.86 342966.96 capsules, hard x 28 Limited
United Kingdom
xtandi 40 ma soft Astellas Pharma
72 L02BB04 |Enzalutamide “e;zzfﬂg”a 1.45488 mg 537600 1.31079 5872.34 704680.70 os ¢ 11 29 Europe B.V.,
capsules X HupepnaHgmus
Lonquex 6 mg
solution for UAB "Sicor
76 | LO3AAL4 |Lipegfilgrastim | "PSTCPATA | 579 72833 mg 720 271.55120 1629.31 195516.86 |injection in pre- Bl
opma . . Biotech", Nutea
filled syringe 0.6ml
X1

Bb3JIOKUTEJL:
“KOL - Crapa 3aropa” EOO/]
VYopasuren: /n/

/n-p I1. UnnmuaTHpOB/

O6bwa cyma c JC: 7 693 427.88 nB..

JTOCTABYMK:

»AJTA ®PAPMACIOTHKDBJIC EOOJ

Ympasuren:

/n/

/ Tomop [oues /




JIOTOBOP Ne 5

3A OBUIIECTBEHA INIOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHA
3JIOKAYECTBEHHU 3ABOJIABAHUA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMIIVIEKCEH OHKOJIOI'MYEH HEHTBHBP - CTAPA 3AI'OPA” EOO[J,
ChC cejanuile U anpec Ha ynpasieHue rp. Crapa 3aropa, yun.”JI-p T.CrosnoBuu” Nel$,
Brrcado B TP nva AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»CO®APMA TPEVJIUHI“ AJl, chc ceanuiie u anpec Ha yrpasierue rp. Codus
1756, paiton Usrpes, yun.“JIpuesap CranueB* NeS, Codapma busznec Taywpc, crpaga ,,A,
er.12, Ten.: 02 8133660, daxc: 02 8133666, Bnucano B TP na AB ¢ EMK: 103267194,
NANe mo 3/JJ1C: BG 103267194, nmpencraBnsiBano ot Jumutsp ['eoprue JumutpoB —
M3nbaautenen aupekrop, upe3 MBan JKeneB HaueB — IIBJIHOMOIIHMK € I'BJIHOMOLIHO
per.Ne6408 ot 09.12.2015r. na Hotapuyc B paiion P.C. Codust ¢ per.Ne400 na HK, Hapnyano
3a kpatkocT B forosopa JOCTABYHK ot npyra cTpana,

Bb3 ocHoBa Ha kiacupaHe Ha JOCTABYMUKA B oTkpura mpoueaypa 3a Bb3jaraHe Ha
o0IIeCTBeHAa NOPbYKA C YHUKAJEH HOMEp B perucrbpa Ha oOmectBeHute nopbuku 00731-
2016-0003, usbpmieno ¢ Pemenne Ne 112/30.05.2016r. na Ynpasurens Ha ,,KOII - Crapa
3aropa ” EOOJl ce ckiIl0YM HACTOSAIIMS JOTOBOP 3a OOIIECTBEHA MOPBYKA 32 JOCTaBKa Ha
JIEKapCTBEHW TPOJYKTH, (Hapudanu ,,ipoaykTu’) 3a Hykaute Ha BB3JOXKHUTEJIISA npu
CIICZIHUTE YCIIOBUSL:

I. IPEJMET HA OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a JOCTABUUKDBT npuema na gocraBs Ha
BB3JIOKUTEJISA npoaykTu, 1o UeHH U KoiaudecTBa cbriaacHo [lpunoxenue Nel, koeto e
HepaszenHa yacT oT Hactosums noroBop, a BBIJIOKUTEJIAT ce 3agpmxaBa na My
3aruIalla HeHaTa, ChIVIACHO YCJIOBUSTA HA HACTOSIIMS AOroBop. Taka 3anMcaHnuTe KOJINYECTBA
ca opueHTHpoBbuHU U He 3aabkaBaT BB3JIOKUTEJIA na ru 3asBu, NOay4yu U 3aIUiaTy,
THH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHcHpaHe, Oposl HAa MAlUMEHTHTE, MEIUIIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  NPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeWCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIyHapOJIHU CTaHIApTH, eBporericku ctanaaptu, bJIC,
OH u gp.), ¢ ocraTpyeH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OMOJIOTMYHH JIEKAPCTBEHU MPOAYKTH - HE MO-MAJIKO OT 25 % OT 0TOeNsI3aHMs Ha OITaKOBKaTa.

JlexapcTBeHHTE MPOAYKTH CcJe/Ba Ja MpUTEXaBaT pa3pelieHre 3a yrnorpeda wuiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaenceHoro ¢ wi23 or 3akoHa 3a
JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATA MEJIULIMHA.

3. KonmuuectBoTo Ha nocraBsHHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
Yype3 3asBKH, KOUTO C€ M3BBHPILIBAT MUCMEHO WM Mo Qakc. [IncMeHnuTe 3asBKU ce M3mpariar
Ha anpec rp. Codus 1756, paiton Usrpes, yin.“JIpuezap Cranuer” Ne5, Codapma busnec
Tayspc, crpama ,,A“, er.12, na e-mail ampec: helpdeskhs@sopharmatrading.bg, a te3u mo
¢daxc Ha Tenm.: 02/ 8133 785. B 3asBkara Bb3mokutensT ompenens ONAaKOBKHTE, B KOUTO
clieiBa Ja Ce JIOCTaBST JIEKAPCTBEHUTE MPOAYKTU ChoOpa3HO mocoueHuTe B Ilo3uTHBHUSA
JIEKapCTBEH CIIUCBK.



II. CPOK 1 MACTO HA U3ITBJIHEHHUE HA TOI'OBOPA

1. JoroBopbT uma cpok Ha aeiictBue ot 24.06.2016r. 10 23.06.2017T.
2. Mscro Ha w3mbiIHEHUE Ha mopbukara e rp.Crapa 3aropa, yu. ,,JI-p Tomop
CrosiHoBHu™ 15, Bceku paboteH neH 1o 14.00 gaca.

III. (EHU U HAYUH HA TIVIAIITAHE

1. Ilennte ca oOpazyBaHU CHIIACHO JCHCTBAIIOTO 3aKOHOAATENCTBO B P. bhirapus
3a THPrOBUM Ha €/Ip0 U BKJIIOYBAT BCUYKHU HAYMCIIEHUS, JaHbBLU, TAKCH, MUTA, TPAHCIIOPT U
ap. 1o Bb3JIOKHUTEJISA c sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3amnama sa JOCTABUUMKA croliHOCTTa Ha JOCTaBEHHUTE
MPOAYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenne Ne 1 kbM HACTOALIMS AOTOBOP B ChOTBETCTBUE
C IOCTaBEHHUTE KOJIMYECTBA.

3. Bb3JIOKHUTEJIAT 3amama yropopeHaTa LieHa MO OaHKOB I'BT C IUIATEKHO
Hapexaane, pascpodeHo a0 30 muu cinen npenctaBsHe or JOCTABUMKA nHa daktypa,
noanucada ot Bb3JIOKUTEJISA.

4. Bcuyky miamiaHus MKy CTpaHUTE 10 JOTOBOpa IIe ce W3BbPUIBAT M0 OaHKOBaTa
cmetka Ha JIOCTABYUKA, nocodeHa B uzziazieHara ot Hero (hakrypa.

5. llenute ca ¢ukcupaHu W HE TOJJIEKAT HAa MPOMsSIHA 3a CPOKa Ha JIEHCTBUE Ha
norosopa. [Ipogykrure, BkinroueHu B [103UTHBHUS JIEKApCTBEH CIUCHK HE MOTar Ja ObaaT ¢
LIEHU, TI0-BUCOKU OT 3alUCcaHuTe B Hero pedepeHTHH croiiHocTU. Koraro Obne HamaneHa
[[eHaTa Ha MPoayKTa 1o [103UTHBEH JIeKapCTBEH CMHUCHK WK OBbJE JOTOBOPEHA OTCTHIIKA TI0
pena Ha [lpunoxenune Ne 10 kpM Hapenda Ne 40/2004r.([AB 6p.112/2004, u3m. u gom.) U B
pe3yiaTaT Ha TOBa I[€HATa Ha MPOJAYKTa CTaHE MO-HUCKA OT JOrOBOpEHATa, BB3MOXUTENAT ro
3arjiamia Ha 1o — HHCKaTa I[eHa OT JaTaTa Ha BJIM3aHE B CHJIa HA KOHKPETHOTO pEILIEeHUE Ha
KOMIIETEHTHHS OpraH 3a HelHaTa mpoMsiHa.

6. Korato JOCTABUUKDBT e cxmroumn J0roBOp/IOTOBOPH 3a TOIU3IBIHECHHE,
BDB3JIOKUTEJISIT wu3BbpiiBa OKOHYATETHO IUIAIlaHE KBbM HEro, cien Kato Obaar
MpEICTAaBEHU JIOKa3aTeJICTBa, e JOCTABUYUUKDBT € 3aIUIaTHII Ha
MOU3ITBITHUTEIIS/ TIOAU3MBIHUTENINTE 32 U3MBIHCHUTE OT TSIX pa0dOTH, KOUTO ca MPHETH TI0
pena Ha J1I0roBopa.

IV. ITIPABA U 3AABJI’KEHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e mnexern aa npueme noctaBeHute or JOCTABUHMKA
MPOAYKTH, aKO CHILIUTE OTTOBAPAT HA MOCOYEHUTE B TO3M JOTOBOP YCIOBHS M M3UCKBAHUSITA
KbM TSX MPEASBEHU OT JAEHCTBAIIOTO 3aKOHOJATENICTBO.

2. BB3JIOKHUTEJIAT e nnpxeH Ja MIAaTH [[eHaTa ChIVIACHO YTOBOPEHHUTE CPOK U
HAYMH Ha IUIalaHe.

3. Ma m3uckBa or JOCTABUMKA na ckimtouu ¥ Ja My OpeICTaBd JOTOBOPHU 3a
MOMU3IBIIHEHUE C TOCOYEHUTE B oepTaTa My HOIU3ITbIHUTEIH.

V. TPABA U 3AABJIZKEHUSA HA JOCTABUUKA

1. JOCTABUYUUKDBT ¢ mrexen nma goctaBu Ha BB3JIOKUTEJIIS 3assenute
JICKQpCTBEHH MPOAYKTH B Cpok 10 4 /[detupw/ paOOTHM JHU OT 3asBKara Ha
BB3JIOKUTEJIA wim B cpok yroBOpeH IpH 3asiBKara My. J[oCTaBSIHETO ce OChHIIECTBABA
camo B paboTeH JieH, 10 14 yaca Ha chInus.

2. JOCTABUYUKDBT e mrbkeH J1a moeMe 3a CBOsI CMETKa Pa3XO/UTE 3a TPAHCIIOPT U
3acTpaxoBKa Ha gocTaBkara a0 ckiana Ha Bb3JIOKUTEJISA.



3. JOCTABUYMKDBT otrosaps 3a Ka4eCTBOTO Ha JOCTAaBEHHUTE MPOMYKTU 3a IICIUS
uM cpok Ha roaHoct npu ycinoBue, ye BDB3JIOKUTEJIAT cnassa ycnoBuara 3a
ChXpaHEHHUE.

4. TOCTABYMKDBT nexnapupa ¢ noamnuca cu 1o J0roBopa, Y€ € B CbCTOSHUE Ja
U3MBJIHU KaueCTBEHO U B IbJEH 00€M 3aJbJDKEHHUSTa CU 10 HEro, KakTo M 4e MOAIbpKa
HAJIMYHOCT OT IOTOBOPEHUTE MPOIYKTH.

5. Jla ckirouM JTOTOBOP/IOTOBOPH 3a TMOJIM3MBIHEHHE C TTIOCOYEHUTE B odeprara My
MOJIU3IIBJIIHUTENIN B CPOK OT 3 JTHU OT CKJIIOUBAHE HA HACTOSINIUS JOTOBOP M JIa MPEIOCTaBU
opurnHaieH ekzeMusip Ha Bb3JIOKUTEJISA B 3-n1HeBeH CpoOK.

V1. PEJ 3A IPEJABAHE U IIPUEMAHE HA U3ITBJIHEHUETO

1. IlpuemaneTo Ha [OCTaBKaTa C€ W3BBPIIBA OT OMNPENEICHH OT CTpaHa Ha
BB3JIOXKUTEIA u JOCTABUYUKA nuna.

2. ITlpmemaneTo Ha JOCTaBKara ce€ yJOCTOBEpsiBA C MOAMMCBAaHE OT JMIATA II0
MpexoIHaTa ToUKa Ha (pakTypa 3a HEHHOTO U3BBPILBAHE.

3. Koraro JJOCTABYMKA e ckiao4yuia JOrOBOP/AOrOBOPH 32 MMOIU3IIBIHEHHE,
paborara Ha momusmbaHuTenute ce mpuema or BB3JIOXKUTEJISl B mpuchcTBHeTO Ha
JJOCTABUYMKA u nogu3IIbIIHUTEIS.

VIlI. OTTOBOPHOCTH Y HEYCTOMKHA

1. 3a Hew3mbIHEHUE HA 3aTBJDKEHUSITA CU IO HACTOSIIUS JIOTOBOP HEM3MpaBHATA
CTpaHa IBJDKM Ha M3IpaBHaTa CTpaHa oOe3leTeHHe B pa3Mep Ha MOpaTopHaTa JUXBa 3a
Cpoka Ha 3a0aBaTa WM HEHW3NBJIHEHHETO BBPXY CTOMHOCTTA Ha 3a0aBSHOTO WU
HEU3MBIHEHOTO.

2. IIpn HeU3'BJIIHEHHE HA CPOKOBETE 3a JI0CTABKAa, CAMOBOJIHO KOPUTHpPAHE HAa LIEHUTE
or crtpana Ha JOCTABUMKA, onpenensHeTo MM B OTKJIOHEHHWE OT JCMCTBAIIOTO
3aKOHOJIATEJICTBO WJIM KOTaTO HaJBHIIABAT MOCOYEHUTE IIeHUW B [l03UTHBHUS JeKapCTBEH
ciucbk, BB3JTOKUTEJIAT wnma npaBo Ja U3BbPIIBA JOCTaBKAa HA MPOJYKTUTE OT APYTH
THPrOBIW/ TPOU3BOJUTENN, KAKTO M Ja MPEKpaTH €JHOCTPAHHO OroBopa, 0e3 Ja AbIKH
KaKBUTO M Ja Ouio oOe3meTeHus (3a NPEThPIEHU BpPEIW, 3a HEHW3IIBIHEH JOTOBOP,
MIPOIMYCHATH TOJI3U U APYTH).

3. B cnydail Ha 1ocTaBKa Ha JIEKApPCTBEH MPOAYKT C MO-KPAThK OT JIOTOBOPEHUS CPOK
Ha rogHocT JOCTABUYUKDBT nbiku HEyCTOMKA KaKTO CleABa:

- cpok Ha roHOCT OT 59.99 % 10 50 % - 20 % BBpXY CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT oT 49.99 % no 40 % - 30 % BBpXy CTOIHOCTTA HAa JOCTABKAaTa,

- cpok Ha roHOCT OT 39.99 % 10 30 % - 60 % BbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT oT 29.99 % no 20 % - 75 % BBpXy CTOMHOCTTA HAa JOCTABKAaTa;

- cpok Ha rogHocT 10 20 % - 90 % BBpPXY CTOMHOCTTA HA JJOCTAaBKaTa,

® Ipu JOCTaBKa Ha cHelu(UYCeH OWOIIOTUYEH JIEKAPCTBEH MPOIYKT CHhC CPOK Ha

rogHoct oT 24.99 % npo 15 % - Heycroiika ot 20 % BBpXy CTOHHOCTTa Ha
JI0CTaBKara.

4. Ilpn uemsnbinenne Ha cpokoBere 3a jgocrtaBka JOCTABUMKDBT nbmxku Ha
BB3JIOKUTEJISA neycroiika B pazmep Ha 1% Ha J€H OT CTOWHOCTTa Ha 3abaBeHaTa
JIOCTaBKa, HO He noBedye oT 20% OT CTOMHOCTTA Ha Ta3H JOCTaBKa.

VIII. TAPAHIIUSA 3A U3ITBJIHEHUE

1. JlocraBuukbT ocurypsia B momsa Ha BBIJIOKUTEJISA rapanmms 3a 100po
U3IIBJIHEHHE Ha JoroBopa B pasmep Ha 195917.50aB. mon ¢opmata Ha  mapuyHa
cyMma/0aHKOBa TapaHIus, npeacrasisBamia 2 % ot ctoiiHocTTa My 6e3 J1J1C.

2. BB3JIOKHUTEJIAT nma npaBo 1a 3aAbp>Ku Ta3u rapaHUATa U Aa ce pa3opean
C Hesl, KaTo C€ YAOBJIETBOPU OT IBJIHMS I pa3Mep NMpPHU HEU3NBIHEHUE Ha KOETO U Jia € OT
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3aapiokeHusitTa Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTWBHAa ypemda. AKO TOBa € HENOCTaThYHO 32 BBH3ME3NSIBAHETO MY,
BB3JIOKUTEJIAT npensBsaBa UCK 3a pa3ivkara HaJ TO3U pa3Mmep.

3. BB3JIOKUTEJIAT ocoboxnaBa rapaniusita cien 01.08.2017r., Bb3 ocHOBa Ha
nucMeHo uckane Ha JlocraBumka, 6e3 Ja IbJKY JIMXBa WM 00E3LIETEHHE 32 BPEMETO JI0 TOBa
0CBOOOXKIaBaHe.

IX. JOObJHUTEJHH YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamalidy 3a SBHH HEIOCTaThIM B 15 THEBEH CPOK
OT JIOCTaBKaTa Ha JIEKapCTBEHHU MPOAYKTH, a 32 CKPUTH HENOCTAThIM - MpPe3 LEIUsl CPOK Ha
rogHoct Ha JnocraBeHute npoayktu. B Tto3m ciaywait JJOCTABYUHUKDBT noamens
peKJIaMUpaHUTE MPOAYKTH C HOBU, KQUECTBEHU TAKUBA B CPOK, ChriacHO pasaen V, 1.1 Ha
HACTOSIIHUS JOTOBOP.

2. B cnyyaii, ye JJOCTABUUKDT He M3MbIHH 3aABKEHUETO CH IO MPEAXOJHATA
touka BB3JTOKUTEJIAT uma nmpaBo 1a OoTKake IUIAllaHETO, & aKO IUIAIAHETO € Bede
M3BBPILEHO Ja MPUXBAaHE CTOMHOCTTA Ha PEKJIAMUPAHUTE MTPOJIYKTH OT CJIEJBAIIU JOCTABKHU.

3. JloroBopbT ce npekparspa:

a) ¢ U3TUYAHE Ha CPOKA MY;

0) ¢ KOTUYECTBEHOTO MY M3IThJIHEHHE B IIBJICH 00eM;

B) ChC CTOMHOCTHOTO MY U3ITbJIHEHUE B ITBJIEH pa3Mep;

I') 110 B3aUMHO MMHUCMEHO CIIOpa3yMEHUe Ha CTPaHUTE;

1) ¢ pa3BaJISIHETO My 110 pena Ha 4in.87 ot 33/1;

€) C BpEMEHHOTO WUJIM OKOHYATETHOTO OTHEMaHe, 00e3CHIIBaHe WIIH
MpEeKpaTsBaHe Ha Pa3pelICHUETO WM YJOCTOBEPEHHMETO 3a TBHPrOBUS Ha €Apo Ha
JOCTABYHKA;

) IIpH ycinoBusATta Ha paszen VI 1.2 ot To3u norosop.

3) BB3JIOKUTEJIST npekparsiBa 1oroBopa ¢ €IHOCEAMUYHO MPEIU3BECTHE,
aKko HE € B CBbCTOSHHE Jla M3IBJIHSABA CBOMUTE 3aJBJDKCHHSI TOPAad HENPEIBUJICHU
oOctositencTBa. B TO3u ciywail ce ypexxnaT (UHAHCOBUTE B3aHMMOOTHOIICHHSI MEXKIY
CTpaHHTE 3a U3BBpUICHUTE OT JlocTaBumka M 0100peHH OT Bb3moxkutens AeHHOCTH 1O
U3MBJIHEHHUE Ha JI0TOBODA.

1) nopaau HeBB3MOKHOCT Ha JJIOCTABUYMKA 3a u3nbIHEHUETO MY.

1) BB3JIOKKUTEJISAT npekparsiBa J0roBOpa ¢ €IHOCEAMHUYHO IMPEIU3BECTHE,
aKo ObJIe CKIIFOYEHO PAMKOBO CIIOpPa3yMEHHE ChC CHIIHS MPEIMET M0 pela U YCIOBUsITA Ha
IIMC Ne 146 ot 9 rwonu 2015r. 3a chb3maBaHe Ha LEHTPAJIEH OpraH 3a Bb3JaraHe Ha
O0IIIeCTBEHH MMOPBUYKU B CEKTOP ,,37paBeonasBane” /[I1B 06p.44/2015r./, unuro kiay3u ca mo-
OJIarOMPUSITHU OT TE3H 11O HACTOSIIIIHS IOTOBOP ChOOpa3HO M30paHuUs KpUTEPHUH 3a OIICHKA.

4. BBb3HUKHAIUTE CIOPOBE MEXKIY CTPAHUTE CE€ YPEKJAT 4Ype3 B3aUMHHU IMPErOBOPHU
Mexny Tax. [Ipu HemocTurane Ha copazyMeHHe, Te peniaBaT cropa o cbJaeOeH pel.

5. 3a BCHYKHM HEYpPEJCHH B TO3M JOTOBOP BBIIPOCH CE MpUJIAraT pasmnopeaouTte Ha
JeCTBAIIOTO 3aKOHOAATENICTBO.

JIorOBOPHT ce ChCTaBU B JIBA €THOOOPA3HU SK3EMILISPA, IO €1H 3a BCSIKA CTpaHa.

BB3JIOKUTEJIL: JOCTABYMK:
“KOL - Crapa 3aropa” EOO/] »Copapma Tpeiiguure AJl
VYnpasuren: /m/ W3n. Jlupekrop: /m/
/n-p I1. Ynnuerupos/ /IAMUATBP JuMHTpOB, 4pe3

[TenmaOMoOIIHKKa cu Ban Haues/



"Codrapma Tpenguur " ALl

MpunoxeHne Ne 1
kbM Jorosop Ne 5 ot 15.06.2016r.

Mpeanoxena Mpennoxexa
Ne no O6ocoben MexayHapoaro JlekapcTBeHa I?eqa. KOnu4ecTBO HeHa sa LieHa 3a O6ua cToHocT / Mpurexaren Ha
a no3nuua ATC Koo HenaTeHToBaHoO CTOMHOCT 3a MApKa eanHnua prFOBCKO HanmMeHoBaHune paspenTenHoTo
pen ¢opma ao on./amn./con. nB.
Ne HaumeHoBaHue /INN/ mg MsipKa C BKI. 3a ynotpeba
c Bkn. 4AC
Aac
1 2 3 4 5 6 7 8 9 10 11 12 13
- Amgen Eu5rope
ApaHecn UHX. p-p B
. 2 Bo3xAQ2 | D2rbepoetin alfa/300 Tepeepata | 294212 | meg 36000 2.88500 865.50 103860.00 pahec iy B.V., The
mcg/ pm cnpwuHu. 300 mkr x 1 Nitherlande
CanpocTatuH JIAP amn.
. napeHTepanHa 1266.00 20mr + p-n 2.5mn Novartis Pharma
2 3 HO1CBO2 |Octreotide opma 69.79133 mg 3250 63.30000 1899 00 205725.00 CanpocTatut NAP amn. GmbH, Germany
30mr + p-n 2.5Mn
. ) BuHopen6uH AK A EAL,
3 19 L01CA04 |Vinorelbine T o | 1:24780 mg 60 000 0.82000 41.00 49200.00 KOHLL pp_p 10ME/MT - 5 Kgi??:pm/:ﬂ
o EnucunHaaHn 2mr/mn AkTasuc EAL
4 30 LO1DBO3 naperTePAnta | - 0.86660 m 200 000 0.49200 24.60 98400.00 ’
Epirubicin 50 mg dopma g UH.p-p 50Mr/25Mmn Bwunrapus
. . napeHTepanHa EnuncuHpaH 2mr/mn Actavis Group PTC
5 31 L01DBO3 |Epirubicin 100 mg bopua 0.86660 mg 200 000 0.49000 49.00 98000.00 WHdD.p-p 100Mr/50Mn enf. Iceland
. napeHTepanHa Kap6onnatud 10mr/mn Actavis Group PTC
6 36 LO1XA02 |Carboplatin bopua 0.14760 mg 360 000 0.13400 20.10 48240.00 KOHLL, 32 MHG. p-p X 15 Mn enf. lceland
Roche Registration
7 39 | LO1XCO03 |Trastuzumab T o | 754347 mg 180 000 7.26000 1089.00 1306800.00  |XepuenTuH con 150mr x 1 Limited United

Kingdom




BeKTMOUMKC KOHLIeHTpaT 3a

Amgen Eu5rope

8 a4 LO1XCO08 |Panitumumab ”apg*gsh‘,’;“”a 8.34850 mg 72000 8.28000 828.00 596160.00 20Mrian 5 1 B.V., The
WHX.P-p 20MriMIT Smi X Nitherlande
Roche Registration
o 45 | LO1XC13 |Pertuzumab napenTepanta | 14 73657 | mg 90720 1412000 | 5930.40 128006640 | [ePAXeTa con. 420 mg /14 | e
opma mlx 1 :
Kingdom
Roche Registration
Kagcuna 100mr con Limiited, 6 Falcon
Trastuzumab napeHTepanHa 3563.00 (npax 3a nHdys) x 1 Way Shire Park
10 46 LO1XC14 _ 36.50463 mg 30940 35.63000 : 1102392.20 Welwyn Garden
emtansine dopma 5700.80 Kagcuna 160mr con City AL7 1TW
(npax 3a uHdys) x 1 O6eanHeHo
Kpancrteo
1 49 | LOIXEO2 |Gefitinib nepopania | o 5g734 | mg 720 000 056930 | 4269.75 409896.00  |Mpeca T6. 250mr x 30 Astra zeneca AB,
dopma Sweden
2323.50 CyteHT Kanc. 12.5mr x 30 ) o
T nepopanHa Pfizer Limited
12 51 LO1XEO4 |Sunitinib bopwa 6.39840 mg 180 000 6.19600 4647.00 1115280.00 CyteHT Kanc. 25mr x 30 United Kingdom
9294.00 CyTeHT Kanc. 50mr x 30
13 52 | LOIXEO5 |Sorafenib nepopanta | 31439 | mg | 2419200 | 0.29440 6594.56 71221248  |HekcaBap T6. 200mr x 112 |B3Vel PharmaAG,
¢opma Germany
Novartis
Europharm
o Limited, Frimley
.. n .
" 53 | LO1XEO7 |Lapatinib nepopam@ | 042207 | mg | 4200000 | 010975 | 3841.25 460950.00 Zg;mbpi: g"g"‘" Tabnetk Business Park,
Mr X p- Camberley GU16
7SR, United
Kingdom
. 3213.00 Kanpenca 16 100mr x 30 Astra Zeneca AB
15 56 LO1XE12 nepoparnna 1.09660 m 324000 1.07100 347004.00 ’
Vandetanib opua g 9639.00 Kanpenca 76 300mr x 30 Lseus
Boehringer
e nepoparnHa 3834.88 Oxuotpud 16 40mr x 28 Ingelheim
16 57 LOI1XE13 |Afatinib oo 3.58316 mg 72800 3.42400 587616 249267.20 IkMoTpUd T6 30Mr X 28 International

GmbH, Germany




Roche Registration

17 58 | LOIXEL5 |Vemurafenib nepopanka | 5531 mg 5806080 0.25600 3440.64 148635648 | >en10opacd mnm.tabn. Limiited, United
hopma 240mr x 56 ;
Kingdom
Novartis
Europharm
s | 63 | LOIXX17 |Topotecan nepopana | 61.05700 | mg 600 57.44000 | 574.40 34464.00 é"KaMT"" kanc AMEX 10 | jied, Frimley
p- Business Park,
Camberlev GLI16
19 66 | LOLXX19 |Irinotecan 100 mg | "PeMTSPEMA | 552610 | mg 300 000 0.49400 49.40 14820000  |/IPUHOTEKaH Koy p-p Axrasuc EALL,
dopma ' ' ' ’ 20mr/mn 5mn Bonrapus
Janssen-Cilag
20 73 L02BX03 |Abiraterone acetate | "¢PoPaM 0.23275 mg 3600 000 0.23260 6978.00 837360.00 3utura 16.250mr x 120 6p. | International NV,
cdopma P
Benrns
- Amgen Eu5rope
” 75 | L03AA13 |Pegfilgrastim nepeopaa | 023275 mg 720 271.00000 | 1626.00 195120.00 ';ey"aCTa MHX.p-p 0.6mn x B.V., The
Nitherlande
PodhepoH A 31U/0.5mn + Pow B
2 77 | L03ABO4 [Interferon Alfa-2a | "SR | 798000 | MIU 2 400 7.40000 22.20 17760.00  |pasTB.-HambAHeHa “eoon
cnpuHUoBKa X 1
Amgen Eu5rope
= | 82 | wmosexos [DENOSUMAD | TepeepaTa | 559566 | mg | 115200 | 555500 | 666.60 639936.00  |EkcaxvBa chn. 120mr x 1 B.V., The
/120 mg/ 1.7 ml/ Nitherlande
Codpbapma AL,
. napeHTepanHa MopduH amn. 20mr/mn yn"UnueHcko
2 84 | N02AAOL |Morphine P 0.07238 mg 600 000 0.07200 1.44 43200.00 o o6, 1990
Codpus, Bvnrapus
H Kanc. Ml X
2 93 | N02AX02 |Tramadol nepoparnia | 0.00285 mg | 4800000 | 0.00228 2.28 10944.00 -nga""a"r" anc. 50 Yhudbapm Afl
Codpbapma AL,
- napeHTepanHa Nupon amn. 50mr/mn 2mn x| yn"Unuexcko
2 94 | N02ABO2 |Pethidine ivopa 0.01680 mg 1200000 | 0.01680 1.68 20160.00 1 a5, 1220

Codpus, Bvnrapus




2 95 | N02ABO3 |Fentanyl 50 mcg/h nnacvp 010730 | meg/h | 150000 0.10000 25.00 15000.00 Buktahun TpaHcaepm. Actavis Group PTC
nnactup 50 Mkrp x 5 enf.,Iceland
2 96 | NO2ABO3 |Fentanyl 75 mcg/h nnacvp 010730 | mecg/h | 150000 | 0.10000 37.50 15000.00 Buktahun TpaHcaepm. Actavis Group PTC
nnactup 75 Mkrp x 5 enf.,Iceland
2 97 | NO2ABO3 |Fentanyl 100 mcg/h nnactvp 010730 | mcg/h | 200000 0.09880 49.40 19760.00 BukTahun TpaHcaepM. Actavis Group PTC
nnactup 100 Mkrp x 5 enf.,Iceland
. BynpeHopdun AK )
% 98 No2ago1 |BUPrenorphine nnactup 0.23657 | mcg/h 35000 0.22000 38.50 7700.00 TpaHcAepM. nnactup Actans Group PTC
35 mcg/h enf.,Iceland
35mkr/u x 5
. BynpeHopdun AK )
s 99 Nozago1 |BUPrenorphine 52,5 nnactup 0.23657 | mcg/h 52500 0.22000 57.75 11550.00 TpaHcAepM. nnactup Actanis Group PTC
mcg/h enf.,Iceland
52.5MKr/u x 5
Buprenorphine BynpexopduH AK Actavis Group PTC
2 100 | NO2AEO1 nnactup 0.23657 | mcg/h 70000 0.21980 76.93 15386.00 TpaHcaepM. nnacTup
70 mcg/h enf.,Iceland
70Mkr/4 x 5
» 104 VO3AF03 Calcium folinate napentepana | o 45000 mg 500 000 0.10560 10.56 52800.00 KanuueB ®onuHat 10Mr/mn |Actavis Group PTC
10 mg/ml 10 ml opma ¢n x 10mn enf.,lceland
O6wa cyma c A4AC: 11 755 049.76 nB..
BB3JIOKUTEJ: JOCTABYHK:

“KOII - Crapa 3aropa” EOO/]

Ymupauren:  /m/

/n-p I1. Ynnuarupos/

»Codapma Tpeitnuure AJl
Wzn. Tupexrop: /1 /

/AuMuTbp AUMUTPOB, Ype3

ITenmaoMomuuka cu MBan Haues/




JIOTOBOP Ne 6
3A OBILIECTBEHA MOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHA
3JIOKAYECTBEHHU 3ABOJIABAHUA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMINVIEKCEH OHKOJIOI'MYEH HEHTBP - CTAPA 3AT'OPA” EOOJ,
ChC cejanuile U anpec Ha ynpasiaeHue rp. Crapa 3aropa, yiun.”JI-p T.CtosHoBuu” Nel$,
Brircado B TP nva AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»MC ®APMA“ AJl, cbc cenanuiie u aapec Ha ympasienue rp. Codust 1618, p-u
,»OBua kymen®, yn.“3emusae Ne35, ten.: 02 8189934, daxc: 02 8189936, Bnucano B TP Ha
AB ¢ EUK: 130861077, MI.Ne mo 3/IC: BG 130861077, mpencraBnsiBano ot KanosiH
AceHoB ApceHoB — MWMambiauteneH [lupekTop, Hapu4aHO 3a KpPAaTKOCT B JOTOBOpa
JOCTABYHK ot npyra crpana,

Bb3 ocHoBa Ha kiacupaHe Ha JOCTABYMUKA B oTkpura mpoueaypa 3a Bb3jaraHe Ha
o0IIeCTBeHAa NOPbUYKA C YHUKAJEH HOMEp B perucrbpa Ha oOmectBeHuTe nopbuku 00731-
2016-0003, uzBbpmieno ¢ Pemenne Ne 112/30.05.2016r. na Ymnpasurens Ha ,,KOII - Crapa
3aropa ” EOOJl ce ckiIl0YM HACTOSIIMS JOTOBOP 3a OOIIECTBEHA MOPBHYKA 32 JOCTaBKa Ha
JIEKApCTBEHW TPOIYKTH, (Hapudanu ,,ipoaykTu’) 3a Hykaute Ha BB3JTOXKHUTEJIISA npu
CIICZIHUTE YCIIOBUSL:

I. IPEJMET HA 1OT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a JOCTABUUKDBT npuema na gocraBs Ha
BB3JIOKUTEJISA npoaykTu, 1o UeHH U KoiaudecTBa cbriaacHo [Ipunoxenue Nel, koeto e
HepaszenHa yacT oT Hacrosums noroBop, a BBIJIOKUTEJIAT ce 3agpmxaBa na My
3arJiaa 1eHaTa, CbIVIaCHO YCIOBHSTA Ha HACTOSIIUS JoroBop. Taka 3amucaHuTe KOJU4YeCTBa
ca opueHTHpoBbuHU U He 3aabkaBaT BB3JIOKUTEJIA na ru 3asBu, NOay4yu U 3aIUiaTy,
THH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHcHpaHe, Oposl HAa MAlMEHTHTE, MEIUIIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  TNPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeWCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIYyHapOJIHU CTaHIApTH, eBporelicku ctanaaptu, bJIC,
OH u xap.), ¢ ocraTp4eH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OMOJIOTUYHU JIEKApPCTBEHU MPOJAYKTH - HE MO-MAaJKO OT 25 % oT oTOens3aHus Ha OMaKoBKaTa.

JlexapcTBeHHTE MPOAYKTU cJe/lBa Ja MpUTEXaBaT pa3pelieHHe 3a yrnorpeda wuiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaenceHoro ¢ wi23 or 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIINHA.

3. KonuuectBoTo Ha nocraBsHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
Yype3 3asBKHU, KOUTO C€ M3BBHPIIBAT MUCMEHO WM o (akc. [IucMeHnnTe 3asBKU ce M3Mpariar
Ha anpec rp. Codus, yn.“3emnsne” Ne35, na e-mail agpec: sales@mc-pharma.com, a Te3u o
(dakc nHa Tem.: 02 8189936 . B 3asBkara BB3I0XKUTENAT Oompenesnis OMaKOBKHUTE, B KOWUTO
clie[Ba Ja C€ JIOCTaBST JIGKAPCTBEHUTE MPOAYKTU ChOOpa3HO mocoueHuTe B Ilo3UTHBHUS
JIEKapCTBEH CITUCDHK.

II. CPOK 1 MACTO HA U3ITBJIHEHHUE HA TOI'OBOPA

1. JoroBopbT uMa cpok Ha aeiictBue ot 24.06.2016r. 10 23.06.2017T.



2. Mscto Ha uw3mbiHEeHWE Ha mopbukata € rp.Crapa 3aropa, yiu. ,,JI-p Tomop
CrosHoBHY™ 15, Bceku paboren aeH 1o 14.00 gaca.

III. MEHU U HAYMH HA TIVIAIITAHE

1. Ilenute ca oOpa3yBaHU CHIIIACHO JCHCTBAIIOTO 3aKOHOAATENCTBO B P. bhirapus
3a ThProBUY Ha €pO WU BKJIIOYBAT BCUYKM HAYUCIICHMS, JaHBIM, TAKCU, MUTA, TPAHCIOPT U
ap. 1o BB3JIOKHUTEJISA c sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3amnama sa JOCTABUUMKA croliHOCTTa Ha TOCTaBEHHUTE
MIPOAYKTH MO 1IeHH, TocoueHu B [Ipunoxkenne Ne 1 kbM HacTOALIMSA JOTOBOP B CHOTBETCTBUE
C IOCTaBEHHUTE KOJINYECTBA.

3. BB3JIOKUTEJIST 3arurama yroBopeHara meHa Mo OaHKOB MBT C IUIATEHKHO
HapexnaHe, pascpoueHo 10 30 muu cien npencrassHe or JJOCTABUYUMKA Ha ¢akrypa,
nonmucana or Bb3JIOKUTEJIS.

4. BCcHYKY MIIAIIAaHUS MEX]y CTPAHUTE IO JOTOBOpA IIIe C€ M3BBPIIBAT MO OaHKOBAaTa
cmetka Ha JJIOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero aktypa.

5. llennte ca ¢uKcHpaHU W HE TOJJICKAT HA MPOMSIHA 32 CPOKA Ha JICHCTBUE Ha
norosopa. [Ipoagykrure, Bkitouenu B [103UTHBHUSA JIeKapCTBEH CIUCHK HE MOrar jJa ObaaT ¢
[IEHU, TI0-BUCOKU OT 3amucaHuTe B Hero pedepeHTHH croiiHocTu. Koraro Obne HamaieHa
1eHaTa Ha npoaykTa o Ilo3uTHBeH ekapCcTBEH CUCHK WK ObJe JOTOBOPEHA OTCTHIIKA IO
pena Ha [Ipunoxenne Ne 10 kebm Hapen6a Ne 40/2004r.(IAB 6p.112/2004, u3M. u Ao1.) u B
pe3yiaTaT Ha TOBa LI€HaTa Ha MPOAYKTa CTAHE MO-HUCKA OT JOrOBOpPEHAaTa, Bb3moxXUTenar ro
3aruiaila Ha 1o — HHUCKaTa 1IeHa OT JlaTaTa Ha BJIM3aHE B CHJIA Ha KOHKPETHOTO pEIICHHE Ha
KOMIIETEHTHHS OpraH 3a HeHHaTa NpoMsHa.

6. Korato JOCTABUYUKDBT e cxitounsi JOroBOpP/IOTOBOPU 32 MOIU3IIBIHEHHE,
BB3JIOKUTEJAT wu3BbpimiBa OKOHYATEIHO IUTAllaHE KBM HEro, clieJ] KaTto Obaar
MPEICTABEHU JI0KA3aTeJICTBA, ye JOCTABUYUKDBT e 3arIaTrI Ha
MOAU3ITBIIHUTENSA/TIOAU3IBIHUTENINTE 38 U3MBIHEHUTE OT TSIX pabOTH, KOUTO ca MPHUETH IO
pena Ha 10roBopa.

IV.ITPABA U 3AABJI’KEHUS HA Bb3JIOKUTEJIA

1. BB3JIOKKUTEJAT e nnbxen aa npueme nocraBeHutre or JOCTABUYUUKA
MPOJIYKTH, aKO CHIIUTE OTTOBAPAT HA MOCOYCHHUTE B TO3HM JOTOBOP YCJIOBHS M M3UCKBAHUSTA
KbM TSIX MPEASBEHU OT JACUCTBAIIOTO 3aKOHOAATENICTBO.

2. BB3JIOKUTEJIAT e mrbxeH 1a MjaTH IeHaTa ChIVIACHO YTOBOPEHUTE CPOK U
Ha4yMH Ha IJIallaHe.

3. Ha umsuckBa or JOCTABUUKA na ckimtoud U 1a My NpEACTaBU JOTOBOPH 3a
MOAU3ITBITHEHUE C TIOCOYCHHUTE B OepTaTa My NOIU3ITBbIHUTEIH.

V. IIPABA U 3AJBJIZKEHUA HA TOCTABYUHUKA

1. IOCTABUYUUMKDBT e mibxedn na goctaBu Ha BB3JIOKUTEJIISA 3assenute
JIEKapCTBEHH MPOAYKTH B CPOK 10 5 /met/ pabotHu auu oT 3asBkata Ha BB3JIOXKHUTEJIA
WM B CPOK YTOBOPEH MpH 3asiBKata My. JOCTaBSHETO ce OCHINECTBSABA CaMO B paOOTEH JICH,
1o 14 gyaca Ha cpIus.

2. JOCTABYHUKDBT e mibxeH na moeme 3a CBOSI CMETKA Pa3XxOUTe 3a TPAHCIIOPT U
3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDBT otroBaps 3a KaueCTBOTO Ha JOCTABEHUTE MPOAYKTH 3a LENHUS
UM cpok Ha romgHocT mipu ycioBue, dye BBIJOKUTEJAT cnaszea ycnoBusTta 3a
ChbXpaHEHHUE.



4. TOCTABYUKDBT nexnapupa ¢ moamuca cu Mo JAOTrOBOpa, Y€ € B ChCTOSTHUE Ja
U3ITBJIHM KaUECTBEHO U B IIBJIEH 00E€M 3aJbJDKEHHATAa CH 110 HEro, KaKTO U 4e MOAIbpXKa
HQJIMYHOCT OT JJOTOBOPEHUTE MPOAYKTH.

5. Jla cxioun AOrOBOp/AOTOBOPH 32 MOJIU3ITBIHEHHE C MTOCOYEHUTE B odeprara My
HNOJU3II'BJIIHUTEIN B CPOK OT 3 JIHU OT CKJIFOUBAHE HAa HACTOSILUSA JOTOBOP M Jla MPEI0CTaBU
opuruHaiieH exzemmsip Ha Bb3JIOKUTEJISA B 3-1HeBeH Cpok.

V1. PEJl 3A IPEJABAHE U IPUEMAHE HA U3ITBJIHEHUETO

1. [Ipuemanero Ha JOCTaBKAaTa C€ W3BBPIIBA OT OMNpPEACICHH OT CTpaHa Ha
BB3JIOXUTEJLA u JOCTABUYMKA nuna.

2. Ilpmemanero Ha JOCTaBKaTa ce€ YAOCTOBEpsBa C TMOANUCBAHE OT JIMIATa IO
MpenxoIHaTa TOUKa Ha (DakTypa 3a HEHHOTO U3BBPIIIBAHE.

3. Korato IOCTABUYMKA e ckiooumi JOrOBOP/IJOTOBOPH 3a TOJU3IBIHCHHE,
paborara Ha mnomusnbaHuTenuTre ce npuema ot BB3JIOXKUTEJISL B mpuchcTBHeTo Ha
JOCTABYMKA u nogu3IrbJIHUTE]IS.

VIl. OTTOBOPHOCTHU U HEYCTOUKHA

1. 3a HeusMbIHEHHE HA 3aJBDKEHUATA CH IO HACTOSIIMS JOTOBOP HEWU3IpaBHATA
CTpaHa IBJDKM Ha WM3MpaBHATa CTpaHa OOE3IIETCHHWE B pa3Mep Ha MOpaTOpHATa JUXBa 3a
cpoka Ha 3a0aBaTa WM HEHU3INBJIHEHUETO BBPXY CTOMHOCTTa Ha 3a0aBSHOTO WU
HEU3M'BJIHEHOTO.

2. Ilpu Heu3mbJIHEHUE HA CPOKOBETE 3a JOCTaBKa, CAMOBOJIHO KOPUTHpPAHE Ha LIEHUTE
or crpaHa Ha JOCTABYMKA, omnpeaensHeTo UM B OTKJIOHEHHE OT JAEHCTBALOTO
3aKOHOJATEJICTBO WJIM KOraTO HaJBMILIABAT MOCOYEHUTE IeHH B [103WTHMBHUS JekapcTBeH
cnucbk, BB3JIOKUTEJAT wnma npaBo 1a U3BBPIIBA I0CTABKA HA IPOAYKTUTE OT IPYrH
THProBIW/ TPOU3BOJUTENN, KAKTO M Ja MPEKpaTH €JHOCTPaHHO IOroBopa, 0e3 Ja ABIKU
KaKBUTO M Ja Ouyo obe3miereHus (3a TPETHPICHH BPEAW, 32 HEU3MBIHEH JOTOBOD,
MPOITYCHATHU MOJI3U U APYTH).

3. B ciyyait Ha JOoCcTaBKa Ha JIEKAPCTBEH MPOAYKT C MO-KPAaThK OT JTOTOBOPEHUS CPOK
Ha rogHocT JOCTABYUKDBT abku HEYCTOMKA KAKTO CIIEBA:

- cpok Ha rogHocT oT 59.99 % no 50 % - 20 % BBpXy CTOIHOCTTA Ha JOCTABKATa;

- cpok Ha TroHOCT OT 49.99 % 10 40 % - 30 % BbpXy CTOMHOCTTA HAa IOCTABKATA;

- cpok Ha rogHoCT oT 39.99 % 10 30 % - 60 % BBpXY CTOMHOCTTA HA JOCTABKATA;

- cpok Ha roiHOCT OT 29.99 % 10 20 % - 75 % BBbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT 110 20 % - 90 % BBpPXy CTOMHOCTTA HAa JOCTABKaTa,

® [Ipu JOCTaBKa Ha cHenu(uueH OWOJIOTWYEH JIEKApCTBEH MPOIYKT ChC CPOK Ha

rogHoct oT 24.99 % no 15 % - Heycroitka ot 20 % BBpXy CTOMHOCTTa Ha
JIOCTAaBKATa.

4. Tlpn wemsmbinenne Ha cpokoBeTe 3a jgocrtaBka JOCTABUMKDBT nwmxu Ha
BB3JIOKHUTEJISA nHeyctoiika B pasmep Ha 1% Ha JeH OT CTOMHOCTTa Ha 3abaBeHaTa
JIocTaBKa, HO He moBede oT 20% OT CTOMHOCTTA Ha Ta3: JOCTaBKa.

VIII. TAPAHIUS 3A UBITbJIHEHUE

1. JJocraBuukbT ocurypsisa B noma Ha BB3JIOKHUTEJIS rapanuus 3a mo06po
M3MBJIHEHHE Ha JI0ToBOpa B pasmep Ha 1464.23xaB. nmox ¢popmara Ha mapudHa cyma/OaHKOBa
rapaHius, npeacrasisaBama 2 % ot croitHocTTa My 6e3 JIJIC.

2. BDB3JIOKUTEJIAT uma nipaBo 1a 3aAbp>KU Ta3H TapaHIUMATA U J1a C€ Pa3opeaun
C Hesl, KaTO C€ YAOBJETBOPU OT MbJIHUSA ¥ pa3Mep NPU HEU3I'BIHEHHE HA KOETO U J1a € OT
saabiokeHusitTa Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMAaTHWBHAa ypemda. AKO TOBa € HEIOCTaThYHO 32 BBH3ME3NSIBAHETO MY,
BB3JIOKUTEJIAT npensiBsaBa UCK 3a pa3ivukara HajJ TO3U pa3Mmep.



3. BB3JIOXKUTEJSAT ocBoboxnaBa rapaniusrta cien 01.08.2017r., Bb3 ocHOBa Ha
MUCMEHO HckaHe Ha JlocTaBumka, 6e3 Ja IbJDKY JIMXBa WM 00E3IIETCHHE 32 BPEMETO JI0 TOBa
0cBOOOXK1aBaHE.

IX. JOITbJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaliuy 3a SBHH HEIOCTaThIM B 15 THEBEH CPOK
OT JOCTaBKaTa Ha JICKAPCTBEHU MPOAYKTH, a 32 CKPUTU HEIOCTaThLHU - Mpe3 LeNusi CPOK Ha
rogHoct Ha JgoctaBeHuTe npoaykth. B Tto3m ciaywait JJOCTABYUHUKDBT noamens
peKJIaMHpaHuTe MPOIYKTH C HOBU, KQUECTBEHU TaKUBa B CPOK, ChIJIacHO pasnen V, T.1 Ha
HACTOSIIMUS AOTOBOP.

2. B cnyuait, ve JOCTABUUKDT He u3IbIHN 33BDKCHUETO CH TI0 TPEIX0IHATA
touka BB3JIOKUTEJIAT uma npaBo Ja OTKaxKe IJIAIIAHETO, a aKO IJIAIAHETO € Bede
M3BBPUICHO Ja IPUXBAaHE CTOMHOCTTA Ha PEKJIIAMUPAHUTE MPOYKTH OT CJEABAIIN JOCTABKH.

3. JloroBopsbT ce mpekpartsBa:

a) C U3TUYAHE HAa CPOKA MY;

0) C KOJIMYECTBEHOTO MY M3ITbJIHEHUE B ITBJICH 00€M;

B) CbC CTOMHOCTHOTO MY U3II'BJIHEHHE B IIBJICH pa3Mep;

I') 10 B3aUMHO ITHCMEHO CIIOpPa3yMEHUE Ha CTPaHUTE;

1) ¢ pa3BaJISTHETO MY 10 peza Ha 4i.87 ot 33/1;

€) C BpEMEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00e3CHiIBaHe Win
MpeKpaTsBaHe Ha pPa3pelICHUETO WJIM YIOCTOBEPEHHETO 3a THPrOBHs Ha €Apo Ha
JOCTABYHUKA;

X) ipu ycinoBusTa Ha pazaen VI 1.2 ot To3u 1orosop.

3) BB3JIOKUTEJIAT npekpatsiBa 10roBopa ¢ €JHOCEAMUYHO MPENNU3BECTHE,
ako HE € B CBhCTOSHUE Ja WU3IBJIHSIBA CBOUTE 3aIbJDKEHUS IOpaaud HENpeIBUICHU
obcrosiTencTBa. B To3m ciywail ce ypexnaT (UHAHCOBHTE B3aUMOOTHOIICHUS MEXKIY
CTpaHHWTE 3a WU3BBpIICHHTE OT JlocTaBumka u omo0peHu OT BB3moxuTens MeHHOCTH IO
U3IIBJIHEHHUE Ha J10I0BODA.

n) nopaau HeB3MOKHOCT Ha JJIOCTABUMKA 3a u3mbIHEHHUETO MY.

i) BB3JIOKUTEJIAT npekparsiBa 10roBopa ¢ €IHOCEAMHYHO NPEAU3BECTHE,
aKo ObJie CKIIOYEHO PaMKOBO CIIOpa3yMEHHE ChC ChIIMS MPEeIMET M0 pela U yCIOBUATA Ha
IIMC Ne 146 ot 9 ronm 2015r. 3a cb3gaBaHe Ha LIEHTpPAJIEH OpraH 3a Bb3JIaraHe Ha
00IIIeCTBEHN MOPBYKHU B CEKTOP ,,3apaBeomnas3Bane’ /JIB 6p.44/2015r./, anuro kiays3u ca mo-
ONarompusATHU OT TE3H 110 HACTOSIIMS JJOTOBOP ChOOpa3HO N30paHuUs KpUTEPUH 3a OIICHKA.

4. Bb3HUKHAINTE CIIOPOBE MEXIY CTPAaHHUTE C€ ypexkJaT 4pe3 B3aUMHHU MPEroBOpU
Mexay Tsax. [lpu HemocTurane Ha criopa3yMeHue, T€ peliaBaT cropa o cbaedeH pes.

5. 3a BCHMYKHM HEYpPEJCHHU B TO3M JOTOBOP BBIPOCH CE€ MpUjaraT pasmnopeiaourte Ha
JEMCTBAILlOTO 3aKOHOAATEJICTBO.

JloroBOpHT ce ChCTaBU B JIBA €IHOOOPA3HU €K3EMILISPa, IO €IH 3a BCSIKA CTpaHa.

BB3JIOKUTEJIL: JOCTABYHUK:

“KOLl - CTAPA 3AT'OPA” EOO/] »MC ®APMA* AJ]

VYnpasuren: /m/ W3n. {upexrop: /1 /
/n-p I1. Yunuurupos/ / Kanosiu Apcenos /



"MC ®APMA " Al

MpunoxeHune Ne 1
kbM [dorosop Ne 6 ot 15.06.2016r.

MexayHapogHo Mpeanoxena MpeonoxeHa
Ne no Obocoben HernaTeHToBaHo JlekapcTtBeHa Ped. KOnu4yecTBo Hena sa LieHa 3a O6wa Tbproscko Mpurexaren Ha
a no3nuus| ATC kopg CTOMHOCT | MspkKa eamHuua . paspeLmnTenHoTo 3a
pea HavMeHoBaHue dopma o on./amn./cn. | ctonHocT / nB. HaMMeHoBaHue
Ne 3a mg MsipKa C BKI. ynoTpeba
/INN/ 0aC cBkn. 4AcC
1 2 3 4 5 6 7 8 9 10 11 12 13
Cytoblastin solution
1 17 LO1CAO1 |Vinblastine ”apg*gsh‘;:“”a 1.95500 | mg 2000 1.95500 19.55 3910.00 for.injection 1mg/ml - | Cipla (UK) Ltd, UK
10mlx 1
Cytocristin Img/ml
2 18 LO1CAO02 |Vincristine “ap;*g;;:““a 9.96000 | mg 150 9.96000 9.96 1494.00 | solution for.injection -1ml | Cipla (UK) Ltd, UK
x1
. napeHTepanHa Etosid 20mg/ml solution .
3 20 LO1CBO1 |Etoposide dopvia 0.07280 mg 400 000 0.06000 6.00 24000.00 for infusion - 5ml x 1 Cipla (UK) Ltd, UK
. nepoparHa LYSODREN 500 mg Laboratoire HRA
4 67 LO1XX23 |Mitotane bopwa 0.02440 mg 2 500 000 0.02338 1169.00 58450.00 tabl.x 100 Pharma, France
O6wa cyma c AAOC: 87 854.00 n..
BB3JIOXKUTEJL: JOCTABYHUK:

“KOL - Crapa 3aropa” EOOJ

VYnpasuren: /m/

/n-p I1. Ynnmuarupos/

,MC ®APMA“ AJ]

W3n. dupexrop:

/a/

/ Kanosta ApceHoB /




JAOI'OBOP Ne 7
3A OBUIIECTBEHA INIOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHA
3JIOKAYECTBEHHU 3ABOJIABAHUA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMIIVIEKCEH OHKOJIOI'MYEH HEHTBHBP - CTAPA 3AI'OPA” EOOJ,
ChC cefanuuie U aapec Ha ynpasieHue rp. Crapa 3aropa, yun.”JI-p T. CrossHoBuu” NelS5,
Brircado B TP nva AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»@APMHET* AJl, cbc cenanuuie U ajgpec Ha ynpasieHue rp. Bapua, 9020, paiion
»Mmamgoct®, x.K. ,,Mmanoct®, Oyn. Pemy6nuka, crpaga Ha Meaunuucku Lleatsp ,,Mmnanoct
Bapna“, ten.: 052 726890, Bnucano B TP Ha AB ¢ EMK: 202513217, WJI.Ne o 3/IC: BG
202513217, mpenacraBmsiBano oT Becka CmacoBa Mapemka — M3mbiaautenen JupexTop,
HapuuaHo 3a kpatkocT B norosopa JOCTABYHK ot npyra ctpana,

Bb3 ocHoBa Ha kiacupaHe Ha JOCTABYMUKA B oTkpura mpoueaypa 3a Bb3jaraHe Ha
o0IIeCTBeHAa NOPbYKA C YHUKAJEH HOMEp B perucrbpa Ha oOmectBeHuTe nopbuku 00731-
2016-0003, u3Bbpmieno ¢ Pemenne Ne 112/30.05.2016r. na Ymnpasurens Ha ,,KOII - Crapa
3aropa ” EOOJl ce ckII0YM HACTOSIIMS JOTOBOP 32 OOIIECTBEHA MOPBYKA 32 JOCTaBKa Ha
JIEKApCTBEHW TPOIYKTH, (Hapudanu ,,ipoaykTu’) 3a Hykaute Ha BB3JTOXKHUTEJIISA npu
CIICZIHUTE YCIIOBUSL:

I. IPEJMET HA TOT'OBOPA

1. BB3JIOKKUTEJAT Bb3nara, a JOCTABUUKDBT npuema na ngocraBs Ha
BB3JIOKUTEJISA npoaykTu, 1o eHH U KoiaudecTBa cbriaacHo [Ipunoxenue Nel, koeto e
HepazzenHa yacT oT Hactosums noroBop, a BBIJIOKUTEJIAT ce 3agpmxaBa na My
3arJiaa 1eHaTa, CbIVIaCHO YCIOBHSITA Ha HACTOSIIUS JoroBop. Taka 3amucaHuTe KOJU4YeCcTBa
ca opueHTHpoBbUHU U He 3aabkaBaT BB3JIOKUTEJISA na ru 3asBu, Noay4yu U 3aIuiaTy,
THH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (puHaHCHpaHe, Oposl HAa MAlMEHTHTE, MEIUIIMHCKATa
Tepanus U Jp.

2. JlekapcTBeHUTE  TNPOAYKTH, CleABa Ja  OTroBapAT Ha  JIeWCTBalIUTe
CTaHAApTU3ALMOHHU JOKYMEHTH (MEXIYyHapOJIHU CTaHIApTH, eBporelicku ctanaaptu, bJIC,
OH u xap.), ¢ ocraTp4eH CpPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneunduyHu
OMOJIOTUYHU JIEKApPCTBEHU MPOJAYKTH - HE MO-MAaJKO OT 25 % oT oTOens3aHus Ha OMaKoBKaTa.

JlexapcTBeHHTE MPOAYKTU cJe/lBa Ja MpUTEXaBaT pa3pelieHHe 3a yrnorpeda wuiu
YIOCTOBEpEHUE 3a pEerucTpanus ChoOpa3HO ompeaenceHoro ¢ wi23 or 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIINHA.

3. KonuuectBoTo Ha nocraBsHUTE Mponyktu ce ompenens or BB3JIOKUTEJIS
Yype3 3asBKHU, KOUTO C€ M3BBHPIIBAT MUCMEHO WM o (akc. [IucMeHnnTe 3asBKU ce M3Mpariar
Ha aapec rp. [lnoBmmB, yn.“bpars  Bbkcron“ Nel34, wa e-mail axgpec:
dvelcheva@pharmnet.bg, a te3u o ¢akc na Ten.: 032/ 271 826. B 3asBkara Bu3noxkurensr
oTpeseNisi ONaKOBKUTE, B KOUTO CIIEJIBA J1a CE JIOCTABST JICKAPCTBEHUTE MPOIYKTH ChOOPa3HO
nocoyeHute B [103UTUBHUS T€KapCTBEH CIUCHK.

II. CPOK 1 MACTO HA U3ITBJIHEHHUE HA TOI'OBOPA

1. JoroBopbT uMa cpok Ha aeiictBue ot 24.06.2016r. 10 23.06.2017T.



2. Mscto Ha u3mbiHEHWE Ha mopbukata € rp.Crapa 3aropa, yiu. ,,JI-p Tomop
CrosHoBHY™ 15, Bceku paboren aeH 1o 14.00 gaca.

III. (EHU U HAYMH HA TIVIAIITAHE

1. llennte ca oOpazyBaHU CHIIIACHO JCHCTBAIIOTO 3aKOHOAATENCTBO B P. bhirapus
3a ThProBUY Ha €pO W BKJIIOYBAT BCUUKM HAYUCIICHMS, JaHBIM, TAKCHU, MUTA, TPAHCIOPT U
ap. 1o BB3JIOKHUTEJISA ¢ sxmtouen IJIC.

2. BB3JIOKHUTEJIAT 3amnama sa JOCTABUMNKA croliHOCTTa Ha JTOCTaBEHHUTE
MIPOAYKTH MO 1IeHH, TocoueHu B [Ipunoxkenne Ne 1 kbM HacTOALIMA JOTOBOP B CHOTBETCTBUE
C IOCTaBEHHUTE KOJINYECTBA.

3. BB3JIOKUTEJIST 3arurama yroBopeHarta meHa Mo OaHKOB MBT C IUIATEKHO
Hapexnane, pascpoueHo 1o 30 muu cien npencrassHe or JJOCTABUYMKA Ha ¢akrypa,
nonmucana oTr Bb3JIOKUTEJIS.

4. BcHYKY MIIAIIAaHUS MEX]y CTPAHUTE IO JOTOBOpA IIe Ce M3BBPIIBAT MO ODaHKOBAaTa
cmetka Ha JJOCTABUYMKA, nocodeHa B u3iajieHaTa oT Hero aktypa.

5. llennte ca ¢uKcHpaHu W HE TOJJICKAT HA MPOMSHA 32 CPOKA Ha JICHCTBUE Ha
norosopa. [Ipogykrure, Bkitouenu B [103UTHBHUSA JIeKapCTBEH CIUCHK HE MOrat jJa ObaaT ¢
[[EHU, TI0-BUCOKU OT 3amUcaHuTe B Hero pedepeHTHH croiiHocTu. Koraro Obne HamaieHa
1eHaTa Ha npoaykTa o Ilo3uTHBeH ekapCcTBEH CNUCHK WK ObJe JOrOBOPEHA OTCTHIKA IO
pena Ha [Ipunoxenne Ne 10 kebm Hapen6a Ne 40/2004r.(IAB 6p.112/2004, u3M. u Ao1.) u B
pe3yiaTaT Ha TOBa LI€HaTa Ha MPOAYKTa CTAHE MO-HUCKA OT JOrOBOpPEHAaTa, Bb3moxXUTenar ro
3aruiaila Ha 1Mo — HUCKaTa 1IeHa OT JlaTaTa Ha BJIM3aHE B CHJIA Ha KOHKPETHOTO pEIIEHHE Ha
KOMIIETEHTHHS OpraH 3a HeHHaTa MpoMsHa.

6. Korato JOCTABUYUKDBT e cxitounsi JOroBOpP/IOTOBOPU 32 MOIU3IIBIHEHHE,
BB3JIOKUTEJAT wu3BbpmiBa OKOHYATEIHO IUTAllaHE KBM HETo, clieJ] KaTto Obaar
MPEICTABEHU JI0KA3aTeJICTBA, ye JOCTABUYUKDBT e 3arIaTrI Ha
MOAU3ITBIIHUTENSA/TIOAU3IBIHUTENINTE 38 U3MBIHEHUTE OT TSIX pabOTH, KOUTO ca MPHUETH IO
pena Ha 10roBopa.

IV.ITPABA U 3AABJI’KEHUS HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e nnbxen aa npueme nocraBeHutre or JOCTABUYUHUKA
MPOJIYKTH, aKO CHIIUTE OTTOBAPAT HA MOCOYCHHUTE B TO3HM JOTOBOP YCJIOBHS M M3UCKBAHUSTA
KbM TSIX MPEASBEHU OT JACUCTBAIIOTO 3aKOHOAATENICTBO.

2. BB3JIOKUTEJIAT e mrbxeH 1a MjaTH IeHaTa ChIVIACHO YTOBOPEHUTE CPOK U
Ha4yMH Ha IJIallaHe.

3. Ha wmsuckBa or JOCTABUUKA na ckimtoud U 1a My NpEACTaBUA JOTOBOPH 3a
MOAU3ITBITHEHUE C TIOCOYCHHUTE B OepTaTa My NOIU3ITBbIHUTEIH.

V. IIPABA U 3AJBJIZKEHUA HA TOCTABYUHUKA

1. IOCTABUYUUMKDBT e mibxedn na goctaBu Ha BB3JIOKUTEJIISA 3assenute
JIEKapCTBEHH MPOAYKTH B CPOK 10 2 /nBa/ pabotHu auu oT 3asBkata Ha BB3JIOXKUTEJIA
WM B CPOK YTOBOPEH MpH 3asiBKata My. JOCTaBSHETO ce OCHINECTBSABA CaMO B paOOTEH JICH,
1o 14 gyaca Ha cpIus.

2. JOCTABYHUKDBT e mibxeH na moeme 3a CBOSI CMETKA Pa3XxOUTe 3a TPAHCIIOPT U
3acTpaxoBKa Ha goctaBkaTa A0 ckiana Ha Bb3JIOKUTEJIS.

3. JOCTABYHUKDBT otroBaps 3a KaueCTBOTO Ha JOCTABEHUTE MPOAYKTH 3a LENHUS
UM cpok Ha romgHocT mipu ycioBue, dye BBIJOKUTEJAT cnaszea ycnoBusTta 3a
ChbXpaHEHHUE.



4. TOCTABYUKDBT nexnapupa ¢ moamuca cu Mo JAOTrOBOpa, Y€ € B ChCTOSTHUE Ja
U3ITBJIHM KaUeCTBEHO U B ITBJIEH 00E€M 3aJbJDKEHHTAa CH 110 HEro, KaKTO U 4Ye MOAIbpXKa
HQJIMYHOCT OT JJOTOBOPEHUTE MPOAYKTH.

5. Jla cxioun AOrOBOp/AOTOBOPH 32 MOJIU3ITBIHEHHE C MTOCOYEHUTE B odeprara My
HNOJU3II'BJIIHUTEIN B CPOK OT 3 JIHU OT CKJIFOUBAHE HAa HACTOSILUSA JOTOBOP M Jla MPEI0CTaBU
opurnHaines exzeMiuLsip Ha Bb3JIOKUTEJISA B 3-nHeBeH cpok.

V1. PEJl 3A IPEJABAHE U IPUEMAHE HA U3ITBJIHEHUETO

1. [Ipuemanero Ha JOCTaBKAaTa C€ W3BBPIIBA OT OMNpPEACICHH OT CTpaHa Ha
BB3JIOXUTEJLA u JOCTABUYMKA nuna.

2. Ilpmemanero Ha JOCTaBKaTa ce€ YAOCTOBEpsBa C TMOANUCBAHE OT JIMIATa IO
MpenxoIHaTa TOUKa Ha (DakTypa 3a HEHHOTO U3BBPIIBAHE.

3. Korato JIOCTABUYMKA e ckiooumi JOrOBOP/IJOTOBOPH 3a TOJU3IBIHCHHE,
paGorara Ha mnomusnmbaHuTenuTe ce npuema ot BB3JIOXKUTEJISL B mpuchcrBueTo Ha
JOCTABYMKA u nogu3IrbJIHUTE]IS.

VIl. OTTOBOPHOCTHU U HEYCTOUKHA

1. 3a HewsmbIHEHHE HA 3aJBDKEHUATA CH IO HACTOSIIMS JOTOBOP HEWU3IpaBHATA
CTpaHa IBJDKM Ha WM3MpaBHATa CTpaHa OOE3IIETCHHWE B pa3Mep Ha MOpaTOpHATa JUXBa 3a
cpoka Ha 3a0aBaTa WM HEHU3NBJIHEHHETO BBPXY CTOMHOCTTa Ha 3a0aBSHOTO WU
HEU3I'BJIHEHOTO.

2. Ilpu Heu3IbJIHEHUE HA CPOKOBETE 3a JOCTaBKa, CAMOBOJIHO KOPUTHpPAHE Ha LIEHUTE
or crpaHa Ha JJOCTABYMKA, omnpenensHeTo UM B OTKJIOHEHHE OT JAEHCTBALOTO
3aKOHOJATEJICTBO WJIM KOraTo HaJBMILIABAT MOCOYEHUTE IeHH B [103WTHMBHUS JekapcTBEH
cnucbk, BB3JIOKUTEJAT wuma npaBo 1a U3BBPIIBA I0CTABKA HA NIPOAYKTUTE OT IPYrH
THProBIW/ TMPOU3BOJUTENN, KAKTO M Ja MPEKpaTHd €JHOCTPAaHHO JOroBopa, 0e3 Ja ABIKU
KaKBUTO M Ja Ouno o6e3miereHus (3a TPETHPICHH BpEAW, 32 HEU3MBIHEH JOTOBOD,
MPOITYCHATHU MOJI3H U APYTH).

3. B ciyyait Ha JocTaBKa Ha JIEKQPCTBEH MPOAYKT C MO-KPAaThK OT JTOTOBOPEHUS CPOK
Ha rogHocT JOCTABYUKDBT abxku HEYCTOMKA KaKTO CIIEBA:

- cpok Ha rogHocT oT 59.99 % no 50 % - 20 % BBpXy CTOIHOCTTA Ha JOCTABKATa;

- cpok Ha roHOCT OT 49.99 % 10 40 % - 30 % BbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHoCT oT 39.99 % 10 30 % - 60 % BBpXY CTOMHOCTTA HA JOCTABKATA;

- cpok Ha roiHOCT OT 29.99 % 10 20 % - 75 % BBbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT 110 20 % - 90 % BBpPXy CTOMHOCTTA HAa JOCTABKaTa,

® [Ipu JOCTaBKa Ha cHenu(uueH OWOJIOTWYEH JIEKApCTBEH MPOIYKT ChC CPOK Ha

rogHoct oT 24.99 % no 15 % - Heycroitka ot 20 % BBpXy CTOMHOCTTa Ha
JIOCTAaBKATa.

4. Tlpn wemsmbinenne Ha cpokoBeTe 3a jgocrtaBka JOCTABUMKDBT nwmxu Ha
BB3JIOKHUTEJISA nHeyctoiika B pasmep Ha 1% Ha JeH OT CTOMHOCTTa Ha 3abaBeHaTa
JIocTaBKa, HO He moBede oT 20% OT CTOMHOCTTA Ha Ta3: JOCTaBKa.

VIII. TAPAHIUS 3A UBITbJIHEHUE

1. JJocraBuukbT ocurypsisa B noma Ha BB3JIOKHUTEJIS rapanuus 3a mo06po
M3IBJIHEHHE Ha JIoroBopa B pasmep Ha 915.06aB. nox dopmara Ha mapudyHa cyma/OaHKOBa
rapaHius, npeacrasisBama 2 % ot croitHocTTa My 6e3 JIJIC.

2. BDB3JIOKUTEJIAT uma npaBo 1a 3aAbp>KU Ta3H TapaHIUMATA U J1a C€ pa3mopean
C Hesl, KaTO C€ YAOBJETBOPU OT MbJIHUA ¥ pa3Mep NPU HEU3I'bJIHEHHE HAa KOETO U Jia € OT
3agbiokeHusata Ha JJOCTABUMKA, npous3THYamy OT JIOTrOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTWBHAa ypemda. AKO TOBa € HENOCTaThYHO 32 BBH3ME3NSIBAHETO MY,
BB3JIOKUTEJIAT npenssaBa UCK 3a pa3ivkara HajJ TO3U pa3Mmep.



3. BB3JIOXKUTEJSAT ocBoboxnaBa rapaniusrta cien 01.08.2017r., Bb3 ocHOBa Ha
MUCMEHO uckaHe Ha JlocTaBumka, Oe3 Ja IbJDKY JIMXBa WM 00E3IIETCHHE 32 BPEMETO JI0 TOBa
0cBOOOXK1aBaHE.

IX. JOITbJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaliuy 3a SBHH HEIOCTaThIM B 15 THEBEH CPOK
OT JOCTaBKaTa Ha JIEKAPCTBEHU MPOAYKTH, a 32 CKPUTU HEIOCTAaThLHU - Mpe3 LeNusi CPOK Ha
rogHoct Ha JnoctaBeHute npoaykth. B to3m ciaywait JJOCTABYUHUKDBT noamens
peKJIaMHpaHuTe MPOIYKTH C HOBU, KQUECTBEHU TaKUBa B CPOK, ChIJIacHO pasnen V, T.1 Ha
HACTOSIUS AOTOBOP.

2. B cnyuait, ve JOCTABUUKDT He u3IIbIHN 331BJDKCHUETO CH IO TPEIX0IHATA
touka BB3JIOKUTEJIAT uma npaBo Ja OTKaxKe IJIAIAHETO, a aKoO IJIAIIAHETO € Bede
U3BBPUICHO Ja MPUXBAaHE CTOMHOCTTA Ha PEKJIIAMUPAHUTE MPOYKTH OT CJEABAIIN JOCTABKH.

3. JloroBopsbT ce mpekpartsBa:

a) C U3TUYAHE HAa CPOKA MY;

0) C KOJIMYECTBEHOTO MY M3ITbJIHEHHUE B ITBJIEH 00EM;

B) CbC CTOMHOCTHOTO MY U3IIBJIHEHUE B IIBJIEH pa3Mep;

I') 10 B3aUMHO ITHCMEHO CIIOpPa3yMEHUE Ha CTPaHUTE;

1) C pa3BaJISTHETO My 10 pea Ha 4i.87 ot 33/1;

€) C BPEMEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00e3CHiIBaHe WiIn
MpeKpaTsBaHe Ha pPa3pelICHUETO WJIM YIOCTOBEPEHHETO 3a THPrOBHs Ha €Apo Ha
JOCTABYHUKA;

X) ipu ycinoBusTa Ha pazaen VI 1.2 ot To3u 1orosop.

3) BB3JIOKUTEJIAT npekpatsiBa 10roBopa ¢ €JHOCEAMUYHO MPENNU3BECTHE,
ako HE € B CBhCTOSHHE Ja WU3IBJIHSIBA CBOUTE 3aIbJDKEHUS IOpaaud HENpeIBUICHU
obcrosiTencTBa. B To3m ciywail ce ypexnaT (UHAHCOBHTE B3aWMOOTHOIICHUS MEXKIY
CTpaHHWTE 3a WU3BBpIICHHTE OT JlocTaBumka u omo0peHu OT BB3moxuTens MeHHOCTH IO
U3IIBJIHEHHUE Ha J10I0BODA.

1) nopaau HeBB3MOKHOCT Ha JJIOCTABUMKA 3a u3ambIHEHHUETO MY.

i) BB3JIOKUTEJIAT npekparsiBa 10roBopa ¢ €IHOCEAMHYHO MPEAU3BECTHE,
aKo ObJie CKIIOYEHO PaMKOBO CIIOpa3yMEHHE ChC CHIIMS MPEeIMET M0 pea U yCIOBHUATA Ha
IIMC Ne 146 or 9 ronm 2015r. 3a cb3gaBaHe Ha LIEHTpPAJIEH OpraH 3a Bb3JIaraHe Ha
00IIIeCTBEHN MOPBYKHU B CEKTOP ,,3apaBeomna3Bane’ /JIB 6p.44/2015r./, anuto kiiay3u ca mo-
ONarompusATHU OT TE3H 110 HACTOSIIMS JJOTOBOP ChOOpa3HO N30paHus KpUTEPUH 3a OIICHKA.

4. Bb3HUKHAINTE CIIOPOBE MEXIY CTPAaHHUTE C€ ypexkJaT 4pe3 B3aUMHHU MPEroBOpU
Mexay Tax. [lpu HemocTurane Ha criopa3yMeHue, Te peliaBaT cropa o cbaedeH pes.

5. 3a BCHMUKHM HEYpPEJCHHU B TO3M JOTOBOP BBIPOCH CE€ MpUjarat pasmnopeaourte Ha
JEMCTBAILlOTO 3aKOHOAATEJICTBO.

J1oroBOpHT ce ChCTaBU B JIBA €IHOOOPA3HU €K3EMILISPa, IO €1H 3a BCSIKa CTpaHa.

BB3JIOKUTEJIL: JOCTABYMK:

“KOL - Crapa 3aropa” EOO/] sPapmuer AJ[

VYnpasuren: /m/ W3n. {upexrop: /m/
/n-p 1. Ynnuarupos/ / Becka Mapemika /



" ®APMHET " Al

MpunoxeHue Ne 1

kbM Jorosop Ne 7 ot 15.06.2016r.

Mpepnoxena MpeanoxeHa
Ne |O6ocobeH MexayHapogHo Ped. LeHa 3a peA . MpuTexarten Ha
no |anosvuusi| ATC kopg HernaTeHTOBaHO Nexapcraena CTOMHOCT | MspKa KonnHecTso eavHuLa HoHa 3a Obwa cromrocT / Thproscko paspeLunTenHoTo 3a
dopma oo on./amn./con. nB. HauMeHoBaHue
pen Ne HanmeHoBaHue /INN/ 3amg MsipKa C BKI1. ynotpeba
AC c Bkn. 4OcC
1 2 3 4 5 6 7 8 9 10 11 12 13
Paclitaxel
1 23 | Lo1CDO1 |Paclitaxel 300 mg | "PSTEPAMNA | 922017 | mg 144 000 0.18940 56.82 2727360 |Accord 6mg/ml-| /ccord Healthcare
¢opma Limited, UK
50ml
. . napeHTeparnHa Zoledronic acid Acgord Healthcare
2 81 MO5BAO08 |Zoledronic acid chopvia 5.72750 mg 12 000 2.30250 9.21 27630.00 Accord Limited,O6eauHeHo

4mg/5ml

Kparncrtso

BB3JIOKUTEI:

“KOL - Crapa 3aropa” EOO/

VYmpasuren:

/n/

/n-p I1. YunuHrupos/

O6wa cyma c JAC: 54 903.60 nB..

JOCTABYHUK:
»Papmuer* AJl

Wzn. upexrtop: /1 /

/ Becka Mapemka /




JIOTOBOP Ne 8
3A OBILIECTBEHA MOPBYKA

3A “TOCTABKA HA JIEKAPCTBEHMU ITPOAYKTHU 3A JIEYEHUE HA COJIUIHA
3JIOKAYECTBEHHU 3ABOJIABAHUA”

Huec, 15.06.2016r. B rp.Crapa 3aropa, Mexay:

»KOMIIVIEKCEH OHKOJIOT'NMYEH HEHTBHBP - CTAPA 3AI'OPA” EOO[,
ChC cefanuuie U aapec Ha ynpasieHue rp. Crapa 3aropa, yun.”JI-p T. CrossHoBuu” NelS5,
Brircado B TP nva AB ¢ EMK: 000812197, Ua. Ne 3JI/IC: BG 000812197 npencraBisiBaHO OT
n-p Ilerbo BbiayeB YUMIMHIUPOB - yIpPaBUTEN, HAPUYaHO 3a KPaTKOCT B JOroBOpa
BB3JIOKUTEJI ot enHa crpana
u

»EKO®APM*“ EOO/, cbc cemanumie u anpec Ha ympasienue rp.Codus 1421,
pation Jlozenern, Oyim. ,,Uepun Bpbx“ Nel4, 611.3, maprep,tein.: 02/9631597, daxc: 02/9631561,
Brrcano B TP Ha AB ¢ EMK: 130390055, N/{.Ne mo 3/I/1C: BG 130390055, npencrasnsBano
or Ilersp I'puropoB BemeB - Vmpasuren, dupe3 THIHOMOIIHHK AJEKCAHIBD VOpHaHOB
Tep3ues, ymbiaHOMOIIEH ¢ MbIHOMONTHO per.Ne3142/04.12.2015 r. na HOoTapuyc Maprapura
[TepycanoBa, HapuyaHno 3a kpatkoct B gforosopa JOCTABYUK ot npyra crpana,

Bb3 ocHOBa Ha kinacupaHe Ha JJOCTABYMKA B orkputa mpoueaypa 3a Bb3jlaraHe Ha
oOIIecTBeHa MOpbUKa ¢ YHUKAJIEH HOMEpP B perucThpa Ha obmectBeHute mopbuku 00731-
2016-0003, u3Bbpuieno ¢ Pemenune Ne 112/30.05.2016r. na Ynpasurens na ,,KOL[ - Crapa
3aropa ” EOOJ] ce ckiroun HACTOSIIMS JOTOBOP 3a OOIIECTBEHA MOpbhUYKA 3a JIOCTAaBKa Ha
JIEKapCTBEHHU NPOAYKTH, (HapudaHu ,,ipoayktu’) 3a Hyxkaute Ha BB3JIOKUTEJA npu
CIICZIHUTE YCIIOBUSL:

I. HIPEJMET HA TOI'OBOPA

1. BB3JIOKUTEJAT Bw3nara, a JOCTABUUKDBT npuema na mgocrtaBs Ha
BB3JIOKUTEJISA nponykTH, 1o 1eHu U KonuuecTBa cbrytacHo IIpunoxenue Nel, koeto e
HepazgenHa yact ot Hacroamus goroBop, a BB3JOKUTEJAT ce 3agbmxaBa ga My
3aruiaila [eHara, ChIVIACHO YCJIOBUSTA HAa HACTOSIIMS AOroBop. Taka 3aMcaHuTe KOJINYECTBA
ca opueHTUpoBbUHH U HE 3aabibkaBaT Bb3JIOKUTEJISA na ru 3asBu, NoJy4u W 3a1jiaTy,
THH KaTO TE€ 3aBUCAT OT OCUTYPEHOTO (prHAHCHpaHe, OpOs HA MAIMEHTHTE, MEAUIIMHCKATa
Tepanus u ap.

2. JlekapcTBEHUTE  TPOAYKTH, CIeABAa Ja  OTroBapsAT Ha  JICHCTBAIIUTE
CTaHJAPTU3AIMOHHU JOKYMEHTH (MEXIYHapOIHU CTaHIApTH, eBporericku ctanaaptu, bJIC,
OH u xap.), ¢ ocTaTp4eH CPOK Ha TOAHOCT He mo-manko or 60%, a 3a crneuuduyHu
OMOJIOTMYHH JIEKapCTBEHU MPOJAYKTH - HE MO-MAJIKO OT 25 % oT oT0ensi3aHus Ha ONaKoBKaTa.

JlexapcTBeHHTE MPOAYKTH CJEIBa Ja MPUTEKABAT pa3pelicHHe 3a yrnorpeda wiu
YAOCTOBEPEHUE 3a perucTpamusi choOpasHO ompeneneHoTo ¢ w23 or 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEJIULIMHA.

3. KomnuectBoTo Ha nocraBsHuTe mpoayktu ce ompeaens ot Bb3JTOKUTEJIS
9pe3 3asABKH, KOUTO C€ M3BBHPIIBAT MUCMEHO WiH 1o ¢akc. [IncMeHnTe 3asBKU ce M3mpariar
ma aapec 1p.Codus 1574, Oyn. ,Jllumuenckum  mpoxox™ Ne65, wna e-mail
ampec: ecopharm@ecopharm.bg, a Te3u mno ¢dakc nHa Ten.: 02/9631561. B 3asBkara
Bb3noxxurensaT ompenens OMaKOBKUTE, B KOWTO Clie[iBa Jla C€ JOCTaBAT JIEKAPCTBEHUTE
MPOIYKTH ChoOpa3Ho nmocoueHuTe B [103UTHBHUS JTE€KapCTBEH CITUCHK.

I1. CPOK U MSACTO HA U3ITBJIHEHUE HA JIOI'OBOPA



1. JoroBopbT uma cpok Ha aeiictBue ot 24.06.2016r. 10 23.06.2017T.
2. Mscro Ha w3mbiIHEHUE Ha mopbukara e rp.Crapa 3aropa, yu. ,,JI-p Tomop
CrosiHoBHY™ 15, Bceku paboteH neH 10 14.00 gaca.

III. (EHU U HAYUH HA TIVIAIITAHE

1. IlenuTe ca 0Opa3yBaHU CBHIVIACHO JEHCTBAIIOTO 3aKOHOAATENCTBO B P. bbirapus
3a THPrOBIM HA €IPO U BKJIIOYBAT BCHYKHU HAYMCIICHUS, JAHBIU, TAKCH, MUTA, TPAHCIIOPT U
1p. 1o Bb3JIOKUTEJIA c sxmouen JJ1C.

2. BB3JIOKHUTEJIAT 3amnama sa JOCTABUUMKA croliHOCTTa Ha JOCTaBEHHUTE
MPOAYKTHU MO 1IeHH, ocoueHu B [Ipunoxkenne Ne 1 kbM HaCTOALIMS AOTOBOP B ChOTBETCTBUE
C JIOCTaBEHUTE KOJIHYESCTBA.

3. Bb3JIOKUTEJIAT 3amamia yropopeHaTa LieHa MO OaHKOB I'BT C IUIATEKHO
Hapexaane, pascpodeHo a0 30 muu cien npenctaBsHe or JOCTABUMKA nHa daktypa,
noanucana or Bb3JIOZKHUTEJIA.

4. Bcuuky muianiaHus MEXIy CTPaHUTE TI0 JOTOBOpA III€ C€ M3BBPIIBAT MO OaHKOBaTa
cmetka Ha JIOCTABYUKA, nocodeHa B uzziazieHara ot Hero (akrypa.

5. Ilenute ca (ukcupaHu W He TOMJIEKAT HAa MPOMSHA 3a CpPOKa Ha JICHCTBHE Ha
norosopa. [lpoagykrure, BkinroueHu B [103UTHBHUS JIEKApCTBEH CIUCHK HE MOTar jJa ObaaT ¢
IIEHH, TO-BUCOKH OT 3amucaHuTe B Hero pedepentHu croriHoctu. Korato Obne HamanmeHa
[[eHaTa Ha MpoaykTa 1o [103UTHBEH IeKapCTBEH CMHUCHK WK OBbJe JOTOBOPEHA OTCTHIIKA TI0
pena Ha [Ipunoxenue Ne 10 kpM Hapenda Ne 40/2004r.([AB 6p.112/2004, u3m. u gom.) U B
pe3yNTaT Ha TOBA IIEHATa HA MPOJYKTa CTaHE MO-HHUCKAa OT JIOTOBOpEHAaTa, BB3IOXKUTENAT T0
3aruraiia Ha 1Mo — HHACKaTa IIeHa OT JlaTaTa Ha BJIM3aHe B CHJIa Ha KOHKPETHOTO pEIICHHE Ha
KOMITETEHTHHsI OpraH 3a HeifHaTa MpoMsIHa.

6. Korato JOCTABUUKDBT e cxmroumn J0roBOp/IOTOBOPH 3a TOIU3IBIHECHHE,
BDB3JIOKUTEJISIT wu3BbpiiBa OKOHYATETHO IUIAIIaHE KBM HEro, cien Kato Obaar
MpEICTAaBEHU JIOKa3aTeJICTBa, e JOCTABUUKDBT € 3aIUIaTHII Ha
MOAU3ITBITHUTEIIS/ TIOAU3MBIHUTENINTE 32 U3MBIHCHUTE OT TSIX pa0dOTH, KOUTO ca MPHETH TI0
pena Ha 1oroBopa.

IV. ITIPABA U 3AABJI’KEHHUSA HA Bb3JIOKUTEJIA

1. BB3JIOKUTEJAT e mnexen aa npueme noctaBeHute or JOCTABUHMKA
MPOAYKTH, aKO CHILUTE OTTOBAPAT HA MOCOYEHUTE B TO3M JOTOBOP YCIOBHS M M3UCKBAHUSITA
KbM TSX MPEASBEHHU OT JAEHCTBAIIOTO 3aKOHOJATENICTBO.

2. BB3JIOKUTEJIAT e nnpxeH Ja MJIATH [[eHaTa ChIVIACHO YTOBOPEHHUTE CPOK U
HAYMH Ha IUIalaHe.

3. Ma msuckBa ot JOCTABUMKA na ckimtouu U ga My OpeICTaBd JOTOBOPHU 3a
MOIU3MBIIHEHUE C TOCOYEHUTE B oepTaTa My HOIU3ITbIHUTEIH.

V. TPABA U 3AABJIKEHUSA HA JOCTABUUKA

1. JOCTABUYUUKDBT e mrexen ma goctaBu Ha BB3JIOKUTEJIIS 3assenute
JIEKapCTBEHH MPOAYKTH B cpoK 10 1 /emun/ paboteH neH ot 3asBkata Ha Bb3JIOKUTEJIA
WU B CPOK YTOBOPEH IpH 3asBKaTa My. J[0CTaBSIHETO Ce€ OCBHIINECTBSIBA CaMO B paOOTEH JieH,
1o 14 gaca Ha cpIIus.

2. JOCTABUYUKDT e mrbkeH J1a moeMe 3a CBOsI CMETKa Pa3XOUTE 3a TPAHCIIOPT U
3acTpaxoBKa Ha JocTtaBkara 10 ckiaaa Ha Bb3JIOXKUTEJISA.

3. JOCTABUYMKDBT otroBaps 3a Ka4eCTBOTO Ha JOCTaBEHHUTE MPOMYKTU 3a IICIIUS
uM cpok Ha roaHoct npu ycioBue, ye BDB3JIOKUTEJAT cnassa ycnoBuara 3a
ChXpaHCHHE.



4. TOCTABYUKDBT nexnapupa ¢ moamuca cu Mo JAOTrOBOpa, Y€ € B ChCTOSTHUE Ja
U3ITBJIHM KaUeCTBEHO U B ITBJIEH 00E€M 3aJbJDKEHHATAa CH 110 HEro, KaKTO U 4e MOAIbpXKa
HQJIMYHOCT OT JJOTOBOPEHUTE MPOAYKTH.

5. Jla cxioun AOrOBOp/AOTOBOPH 32 MOJIU3ITBIHEHHE C MTOCOYEHUTE B odeprara My
HNOJU3II'BJIIHUTEIN B CPOK OT 3 JIHU OT CKJIFOUBAHE HAa HACTOSILUSA JOTOBOP M Jla MPEI0CTaBU
opurnHaines exzeMiuLsip Ha Bb3JIOKUTEJISA B 3-nHeBeH cpok.

V1. PEJl 3A IPEJABAHE U IPUEMAHE HA U3ITBJIHEHUETO

1. [Ipuemanero Ha JOCTaBKAaTa C€ W3BBPIIBA OT OMNpPEACICHH OT CTpaHa Ha
BB3JIOXUTEJLA u JOCTABUYMKA nuna.

2. Ilpmemanero Ha JOCTaBKaTa ce€ YAOCTOBEpsBa C TMOANUCBAHE OT JIMIATa IO
MpenxoIHaTa TOUKa Ha (DakTypa 3a HEHHOTO U3BBPIIBAHE.

3. Korato IOCTABUYMKA e ckiooumi JOrOBOP/IJOTOBOPH 3a TOJU3IBIHCHHE,
paborara Ha mnomusnbaHuTenuTre ce npuema ot BB3JIOXKUTEJISL B mpuchcTBHeTo Ha
JOCTABYMKA u nogu3IrbJIHUTE]IS.

VIl. OTTOBOPHOCTHU U HEYCTOUKHA

1. 3a HeusMbIHEHHE HA 3aJBDKEHUATA CH IO HACTOSIIMS JOTOBOP HEWU3IpaBHATA
CTpaHa IBJDKM Ha WM3MpaBHATa CTpaHa OOE3IIETCHHWE B pa3Mep Ha MOpaTOpHATa JUXBa 3a
cpoka Ha 3a0aBaTa WM HEHU3INBJIHEHUETO BBPXY CTOMHOCTTa Ha 3a0aBSHOTO WU
HEU3M'BJIHEHOTO.

2. Ilpu Heu3mbJIHEHUE HA CPOKOBETE 3a JOCTaBKa, CAMOBOJIHO KOPUTHpPAHE Ha LIEHUTE
or crpaHa Ha JOCTABYMKA, omnpeaensHeTo UM B OTKJIOHEHHE OT JAEHCTBALOTO
3aKOHOJATEJICTBO WJIM KOraTO HaJBMILIABAT MOCOYEHUTE IeHH B [103WTHMBHUS JekapcTBeH
cnucbk, BB3JIOKUTEJAT wnma npaBo 1a U3BBPIIBA I0CTABKA HA IPOAYKTUTE OT IPYrH
THProBIW/ TPOU3BOJUTENN, KAKTO M Ja MPEKpaTH €JHOCTPaHHO IOroBopa, 0e3 Ja ABIKU
KaKBUTO M Ja Ouyo obe3miereHus (3a TPETHPICHH BPEAW, 32 HEU3MBIHEH JOTOBOD,
MPOITYCHATHU MOJI3U U APYTH).

3. B ciyyait Ha JOoCcTaBKa Ha JIEKAPCTBEH MPOAYKT C MO-KPAaThK OT JTOTOBOPEHUS CPOK
Ha rogHocT JOCTABYUKDBT abku HEYCTOMKA KAKTO CIIEBA:

- cpok Ha rogHocT oT 59.99 % no 50 % - 20 % BBpXy CTOIHOCTTA Ha JOCTABKATa;

- cpok Ha TroHOCT OT 49.99 % 10 40 % - 30 % BbpXy CTOMHOCTTA HAa IOCTABKATA;

- cpok Ha rogHoCT oT 39.99 % 10 30 % - 60 % BBpXY CTOMHOCTTA HA JOCTABKATA;

- cpok Ha roiHOCT OT 29.99 % 10 20 % - 75 % BBbpXy CTOMHOCTTA HA IOCTABKATA;

- cpok Ha rogHocT 110 20 % - 90 % BBpPXy CTOMHOCTTA HAa JOCTABKaTa,

® [Ipu JOCTaBKa Ha cHenu(uueH OWOJIOTWYEH JIEKApCTBEH MPOIYKT ChC CPOK Ha

rogHoct oT 24.99 % no 15 % - Heycroitka ot 20 % BBpXy CTOMHOCTTa Ha
JIOCTAaBKATa.

4. Tlpn wemsmbinenne Ha cpokoBeTe 3a jgocrtaBka JOCTABUMKDBT nwmxu Ha
BB3JIOKHUTEJISA nHeyctoiika B pasmep Ha 1% Ha JeH OT CTOMHOCTTa Ha 3abaBeHaTa
JIocTaBKa, HO He moBede oT 20% OT CTOMHOCTTA Ha Ta3: JOCTaBKa.

VIII. TAPAHIUS 3A UBITbJIHEHUE

1. JJocraBuukbT ocurypsisa B noma Ha BB3JIOKHUTEJIS rapanuus 3a mo06po
M3MBJIHEHHE Ha JIOTOoBOpa B pasmep Ha 2263.00uB. mog ¢popmara Ha mapudHa cyma/OaHKOBa
rapaHius, npeacrasisBama 2 % ot croitHocTTa My 6e3 JIJIC.

2. BDB3JIOKUTEJIAT uma npaBo 1a 3aAbp>KU Ta3H TapaHIIUATA U J1a C€ Pa3Iopean
C Hesl, KaTO CE YAOBJIETBOPU OT MbBJIHHUSA U pa3Mep NPU HEU3I'BIHEHHE HA KOETO U Jia € OT
saabiokeHusAta Ha JJOCTABUMKA, npous3THYamy OT JIOTOBOpa /WM OTHOCHMAaTa KbM
HEro HOpMaTWBHAa ypemda. AKO TOBa € HENOCTaThYHO 32 BBH3ME3NSIBAHETO MY,
BB3JIOKUTEJIAT npensisaBa UCK 3a pa3ivkara HajJ TO3U pa3Mmep.



3. BB3JIOXKUTEJSAT ocBoboxnaBa rapaniusrta cien 01.08.2017r., Bb3 ocHOBa Ha
MUCMEHO HckaHe Ha JlocTaBumka, 6e3 Ja IbJDKY JIMXBa WM 00E3IIETCHHE 32 BPEMETO JI0 TOBa
0cBOOOXK1aBaHE.

IX. JOITbJIHUTEJIHU YCJIOBUSA

1. BB3JIOKUTEJIAT npaBu pexiamaliuy 3a SBHH HEIOCTaThIM B 15 THEBEH CPOK
OT JOCTaBKaTa Ha JICKAPCTBEHU MPOAYKTH, a 32 CKPUTU HEIOCTaThLHU - Mpe3 LeNusi CPOK Ha
rogHoct Ha JgoctaBeHuTe npoaykth. B Tto3m ciaywait JJOCTABYUHUKDBT noamens
peKJIaMHpaHuTe MPOIYKTH C HOBU, KQUECTBEHU TaKUBa B CPOK, ChIJIacHO pasnen V, T.1 Ha
HACTOSIIMUS AOTOBOP.

2. B cnyuait, ve JOCTABUUKDT He u3IbIHN 33BDKCHUETO CH TI0 TPEIX0IHATA
touka BB3JIOKUTEJIAT uma npaBo Ja OTKaxKe IJIAIIAHETO, a aKO IJIAIAHETO € Bede
M3BBPUICHO Ja IPUXBAaHE CTOMHOCTTA Ha PEKJIIAMUPAHUTE MPOYKTH OT CJEABAIIN JOCTABKH.

3. JloroBopsbT ce mpekpartsBa:

a) C U3TUYAHE HAa CPOKA MY;

0) C KOJIMYECTBEHOTO MY M3ITbJIHEHUE B ITBJICH 00€M;

B) CbC CTOMHOCTHOTO MY U3II'BJIHEHHE B IIBJICH pa3Mep;

I') 10 B3aUMHO ITHCMEHO CIIOpPa3yMEHUE Ha CTPaHUTE;

1) ¢ pa3BaJISTHETO MY 10 peza Ha 4i.87 ot 33/1;

€) C BpEMEHHOTO WJIM OKOHYATEIIHOTO OTHEMaHe, 00e3CHiIBaHe Win
MpeKpaTsBaHe Ha pPa3pelICHUETO WJIM YIOCTOBEPEHHETO 3a THPrOBHs Ha €Apo Ha
JOCTABYHUKA;

X) ipu ycinoBusTa Ha pazaen VI 1.2 ot To3u 1orosop.

3) BB3JIOKUTEJIAT npekpatsiBa 10roBopa ¢ €JHOCEAMUYHO MPENNU3BECTHE,
ako HE € B CBhCTOSHUE Ja WU3IBJIHSIBA CBOUTE 3aIbJDKEHUS IOpaaud HENpeIBUICHU
obcrosiTencTBa. B To3m ciywail ce ypexnaT (UHAHCOBHTE B3aUMOOTHOIICHUS MEXKIY
CTpaHHWTE 3a WU3BBpIICHHTE OT JlocTaBumka u omo0peHu OT BB3moxuTens MeHHOCTH IO
U3IIBJIHEHHUE Ha J10I0BODA.

n) nopaau HeB3MOKHOCT Ha JJIOCTABUMKA 3a u3mbIHEHHUETO MY.

i) BB3JIOKUTEJIAT npekparsiBa 10roBopa ¢ €IHOCEAMHYHO NPEAU3BECTHE,
aKo ObJie CKIIOYEHO PaMKOBO CIIOpa3yMEHHE ChC ChIIMS MPEeIMET M0 pela U yCIOBUATA Ha
IIMC Ne 146 or 9 ronm 2015r. 3a cb3gaBaHe Ha LIEHTpPAJIEH OpraH 3a Bb3JIaraHe Ha
00IIIeCTBEHN MOPBYKHU B CEKTOP ,,3ApaBeomna3Bane’ /JIB 06p.44/2015r./, unuro kiay3u ca mo-
ONarompusATHU OT TE3H 110 HACTOSIIMS JJOTOBOP ChOOpa3HO N30paHuUs KpUTEPUH 3a OIICHKA.

4. Bb3HUKHAINTE CIIOPOBE MEXIY CTPaHHUTE C€ ypexkJaT 4pe3 B3aUMHHU MPEroBOpU
Mexay Tax. [lpu HemocTurane Ha criopa3yMeHue, T€ peliaBaT cropa o cbaedeH pes.

5. 3a BCHYKHM HEYpPEJCHU B TO3M JOTOBOP BBIPOCH CE€ MpUjarat pasmnopeaourte Ha
JEMCTBAILlOTO 3aKOHOAATEJICTBO.

JloroBOpHT ce ChCTaBU B JIBA €IHOOOPA3HU €K3EMILISPa, IO €1H 3a BCSIKA CTpaHa.

BB3JIOKUTEJIL: JOCTABYHK:
“KOlLl - Crapa 3aropa” EOO/] »EKO®APM“ EOO/J]
VYnpasuren: /m/ Ynpasuren: /m/
/n-p I1. Yununrupos/ /Metbp Benes, upe3 IIbaHOMOIHUKA CH

Anexcannsp Mopnanos Tepsues /



"EKO®APM " EOO[]

MpunoxeHune Ne 1

kbm [orosop Ne 8 ot 15.06.2016r.

Mpeanoxena MpeanoxeHa
Ne |O6GocobeH MexayHapoaHo Ped. LieHa 3a pea Mputexaten Ha
JlekapcTtBeHa N KOnu4yecTBo LeHa 3a O6wa Tbproecko
no |anosuumsi| ATC ko HenaTeHToBaHO CTOMHOCT | Msipka eavHuLa ) paspeLunTenHoTo
dopma o on./amn./dn. | CTOMHOCT / NB. | HAMMeHoBaHWe
pen Ne HanmeHoBaHue /INN/ 3amg mMApKa ¢ BKAT. | © o 0ac 3a ynoTpeba
aac '
1 2 3 4 5 6 7 8 9 10 11 12 13
| 4 LO1AAOL |Cyclophosfamid naperTepanta | o nosg7 | m 1600000 | 0.02585 5.17 41360.00 Enrdsooxli:g: \f/\:ﬁr Baxter Oncology
yclophosfamide dopvia : g . . . for SOt GmbH, Germany
2 5 LO1AA06 |Ifosfamid napenTepanta | 04721 | m 2000000 | 0.04721 47.21 94420.00 E:?lgéﬁ;nugzv:grr Baxter Oncology
ostamiae ¢opma ' 9 ) : : injection GmbH, Germany
O6bwa cymac gAC: 135780.00 nB.
BB3J1OKUTEJI: JOCTABYHK:
2 »
‘KOII - Crapa 3aropa” EOO/J ~EKO®APM“ EOO/I
VYapaBuren: /a/ VYopasuren:  /n/

/n-p I1. Yunuarnpos/

/Tletsp Benes, upe3 [IbaHOMONTHUKA CH

Anexcangsp Moprano Tepaues/
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