“KOMILIIEKCEH OHKOJIOT'MYEH HEHTHP - ITYMEH” EOO/]

agpec: ya. ‘Bacun Anpunos” 63, ten: 054/800 832, daxc: 054/810 004e-mail:
oftice(@oncocenter.org

norosop N2 1310
3A JOCTABKA HA JIEKAPCTBEHH TPOYKTH

JHec, W‘MQ 2020 r., B rp. lllymen, mexnay:

1., Kommekcen onkosornueH neHtsp — Llymen” EOOJ, c angpec: rp. Illymen, yn.”Bacun
Anpunos” Ne:63, EMK: 127521758, npencraBmsiBano ot a-p Csunen CredanoB ApHayuos,
Hapu4aHo no-aoJy 3a kparkoct ,JIEUEBHO 3ABEJAEHUE — BB3JIOXHUTEJL” ot enHa cTpaHa

"

2. ,POII BBJITAPUA” EOO/J, crc cenanuuie u anpec Ha ynpasienue: rp. Codus, ks.
Manactupcku nuBaau — 3aman, ya. ,bsamo mone” Ne 16, EMK 131279951, mpencraBnsiBaHO OT
Eprenunii Huxonaes HukonoB — VYmnpasuten u Pomeo BnamumMupoB MunkoB — TbProBCKH
ObJIHOMOWHUK Ha ,,Pout bearapus” EOO/], yneiHOMOIIEH ¢ mbaHomouHo per.Ne 1045/13.05.2019
r. Ha Hotapuyc B paiioH PC Codus per. Ne 207 na HotapuanxHarta xamapa, Hapu4aHo IMO-A0Jy 32
kparkocT ,, A3ITbJIHATEJI” ot npyra cTpaHa,

Ha ocHoBaHue wi. 112 ot 3akoHa 3a obmecTBenute nopwvuku (30I1), BB Bpb3Ka ¢ NpoBeAeH
BBTPELIEH KOHKYpEeHTeH u3bop/monbiHeHa odepra no PamxoBo crnopasymenue Ne: PJI-11-

270/22.06.20 ce CKIFO4M HACTOSILIMS JOTOBOP 32 CIIEAHOTO!

I. OPEIMET U CPOK HA JOI'OBOPA
Ya. 1 (1) JEYEBHO 3ABEJIEHUE - Bb3JIOXKHUTEJ Bb3nara, a H3AIMTBJIHUTEIAT

C€ 3aIb/DKaBa /1a H3BbPUIM JOCTaBKA HA CIEAHUTE JIEKAPCTBEHH MPOXYKTH:

0O00co0ena nosuuusa Ne 1

AHaTOoMO- MexayHapoaH Hauun na M
TepaneBTHYEH KOX | O HEMATEHTHO | MPHJIOJKEHHE sipKa KonnuecTBo
/ATC-xon/ HaumeHoBanue /INN/ /mg,

tabl., ml.
u ap./
LO1XC03 Trastuzumab NapeHTepajiHa mg 480000




LO1XCO7 Bevacizumab IIapeHTepaJIHa mg 530000

LO1XC13 Pertuzumab NapeHTepaiHa mg 142800

LO1XC14 Trastuzumab NapeHTepaIHa mg 24000
Emtansine

LO1XC32 Atezolizumab NapeHTepaHa mg 259200

(2) MoroBopsT BIM3a B CHJIA OT JaTara Ha MOAMKMCBAHETO MY OT JBETE CTPAHH H € ChC CPOK

o 31.12.2021 r.

IL. IIEHA U OBIIIA CTOMHOCT HA TOCTABKHTE IIO JJOT OBOPA

Yn. 2. (1) Ilenata Ha crokute 0o wil € CBIIIACHO IEHOBO IPENIOXKEHHE Ha
M3IITBJHUTEJISL, Hepasiensa 9act OT JOrOBOpa.

(2) Lenara BkmoYBa CTOHHOCTTA Ha CTCKATa, OMAKOBKA, 3aCTPaXOBKa M TPAHCIIOPT 0
JEYEBHOTO 3ABEJEHUE - BB3JIOXKHUTEJ npu MHHHMAaJEH CPOK HAa TOOHOCT HE IO-
KpaTbK OoT 40 % oT 00siBeHHs OT MPOU3BOIUTENS 3a JIEKAPCTBEHUTE MPOAYKTH HIIH HE MO-KPAThK OT
20 % or ofsBeHHS OT NpPOM3BOAMTENS 32 OHUONPOAYKTHTE HIM OMONOJOOHHTE IIPOIYKTH.
MuHuManTHUAT CPOK Ha TOJHOCT CE€ ONIpeneNns KbM Jarara Ha BCAKa JOCTAaBKa Ha JIEKAPCTBEH
IPOIYKT.

(3) Obmara croifHOCT Ha AOCTaBKUTE MO JoroBopa € no 7 817 844,87 (ceneM MuIMOHA
OCEMCTOTHH M CEIEMHAECET XUIISAM OCEMCTOTHH YETHPHAECET U YETHUPH JIEBA U OCEMJIECET M CEAEM
croTuHKH) JeBa 6e3 BimoveH JJJIC u no 9 381 413,84 (meBeT MHIIMOHA TPHCTA OCEMIECET U €IHA
XWIAAY 9ETUPUCTOTHH U TPUHAJIECET JIEBa M OCEMJIECET U YETHPHU CTOTHHKH) JieBa ¢ BkimoueH JIJIC.

(4) Llenata mo noroeopa € ¢uKcHpaHa, He ITOUIEXH Ha MPOMsSHA 3a CpOKa Ha ACHCTBHE Ha
JI0roBOpa, ocBeH B ciydaute Ha 116 ot 30I1.

(5) B ciyuaii, ye mpe3 BpeMeTo Ha JeHCTBHE Ha CHOTBETHHS JOTOBOP CTOHHOCTTA, KOSITO
cllellBa Ja ce 3alliala ¢ nyOaMYHU Cpe/ICTBa Ha JIEKQpCTBEHU NPOAYKTH OT [103UTHBHUS ekapCcTBEH
CIHCHK CTaHe IO-HHUCKA OT JOTOBOpPEHAaTa, JICYeOHOTO 3aBelCHHE — BB3JIOXKHUTEN Oe3yCIIOBHO
3ariana JISKapCTBEHHTE MPOIYKTH Ha MO-HUCKaTa CTOMHOCT, CYUTAHO OT:

- JaraTa Ha BJM3aHe B CWJIa Ha pelleHHeTo Ha HauuoHamHMS CBBET IO LEHH H
peuMOypcupane Ha nekapctBeHute npoayktu ( HCLPJIIT);

- Jarara Ha aKTyajau3aiusrta Ha [[o3MTHBHHUS JEeKapCTBEH CIMCHK IO pena Ha 4l 57, ai. 1

oT Hapej_x6aTa 3a yCJIOBHATA, MpaBUlaTa U PEAa 3a pEryJiupaHe M PErucTpUpaHe Ha LCHHTC Ha



nekapctBeHute npoayktu (HYIIPPPIUJIIT) 3a nekapcTBeHHTE MPOAYKTH C HamalieHa CTOMHOCT 3a
OIaKOBKa, H34yMciieHa Ha 6a3a pedepeHTHA CTOWHOCT.
B ciaygante mo npeaxogHOTO H3pedeHHe, CTOWHOCTTA Ce Oompenens KbM MOMEHTa Ha

JocraBKarta (HOI[HI/ICBaHe Ha IpUEMO-TIpE€aaBaTeIICH HpOTOKOII).

II1. YCJIOBUS 1 HAYMH HA IIJTAIIJAHE

Ya. 3 (1) [Inamanero mo HAcTOSIIMS JOTOBOP CE OCHIIECTBsIBA 4pe3 OAHKOB IMPEBOJ OT
crpada Ha JIEUEBHO 3ABEJIEHUE - BB3JIOKUTEJI o nocoyenara B wi. 15, an. 3 6aHkoBa
cmerka Ha U3ITBJIHUTEJISA.

(2) 3amnamaHeTo Ha CTOKHTE IO JIOTOBOpa CE€ M3BBPIIBA OTIOXKEHO B CpPoK 1o 60
/mectaeceTus/ 1eH, el NpeiCTaBsHe Ha CJIEIHUTE JOKYMEHTH:

1. JocraBHa ¢akrypa, cecTaBeHa chriacHo u3uckpanusta Ha 3/1JIC u IIT3IC;

2. [TpuemarenHo-npenaBaTeTHN POTOKOJIH;

(3) B cayuait, ye mocoyeHuTe B WiI. 3, al. 2 HOKYMEHTH Ca HEPEJOBHH WIH HE ca
KoMIulekTOBaHH, cbluure ce Bpbmar Ha HU3ITBJHHUTEJSA ¢ npuemarenHo — mpenaBaTelleH
IIPOTOKOJI 3a U3IpaBsHe Ha HepenHoctutTe. CpoKbT mo 4i.3, ajn. 2. 3amodpa Jia Teye OT Jarara Ha
IIPEJICTaBSHETO Ha MOCJIEIHUS U3UCKYEM Ce JOKYMEHT.

(4) Ilpu daxtypupane Ha 3asBEHUTE KOJMUYECTBA JIEKAPCTBEHHU MPOAYKTH, IO BCSAKA OTAETHA
3asBKa, [ICHaTa Ha OIaKOBKa HE cjelBa Jla HaJBHIIAaBa ompejaeseHara B [[03MTUBHHUS JlekapcTBEeH
cuucek- Ilpunoxenne Ne 2, pedepeHTHa CTOHHOCT Ha OMAKOBKa 3a CHOTBETHHUS JIEKapCTBEH
OpoAyKT. B ciydall Ha M34MCIsABaHE Ha CTOMHOCT IMO-BHCOKAa OT pedepeHTHaTa CTOHHOCT Ha
OINaKOBKa 3a CHOTBETHHUS JICKAPCTBEH MPOAYKT, CTOMHOCTTA ce HaMallsdBa U 3aIama q0 CTOHHOCTTa

Ha OIaKoBKa omnpeesneHa B [lo3uTuBHUSI JekapcTBeH cnuchk- [Ipunoxenne Ne 2.

IV. CPOK HA TOCTABSIHE
Y. 4 (1) JEYEBHOTO 3ABEJEHHUE — BB3JIOXHUTEJI 3asBsiBa HEOOXOMUMHUTE MY
KonuuecTBa ¢ nucMmeHa 3asiBka 10 U3ITbJIHUTEJIS. 3asBkarta ce BpbYBa JIMYHO CPELLY IIOAIUC HA
M3ITBJIHUTEJIS unu yosIHOMOIIEED OT HETO JIMIE WM €€ HM3Ipalia ¢ NPEnophyaHo MUCMO C
obparHa pa3mucka, o $paxc WM 10 eJIEKTPOHEH IbT.
(2) Besika otmenHa T0CTaBKa, cieqBa Ja ObJe JocTaBeHa B CPOK 0 7 KaleHIApHH THH CIeN
nonyyasane Ha 3asBkara or JEYUEBHOTO 3ABEJAEHUE —~ Bb3JIOKHUTEJI u 3a komrdecTBaTa

U OIIAaKOBKHTEC (c1,06pa3Ho KOHKPECTHHUTC JICKApPCTBEHHU IIPOAYKTH, IIOCOYCHH B TEXHHYCCKOTO



[PEIIOXKEHUE Ha H3INBJIHUTENA), TOYHO OHpEZENeHH B 3asBKaTa. B ciydyail, 4ye ce mpaBH I'bpBa
JOCTaBKa OT JalJeHa MapTuja Ha JIEKapCcTBEH MpoAyKT, ce mnpeactaBs Cepruduxar 3a
ocBoOOX1aBaHEe Ha IMapTHIATa, Hsz[anéﬂ oT kBammdunupaso ymne mo 3JIIIXM Ha enekTpoHEH
HOCHUTEJI HIM IO €JICKTPOHEH IIbT Ha EJEKTPOHHATa IIOlla, I[TOCOYeHa KaTo ajpec 3a
KOPECTIOHJACHIIUA, NPUAPYXKEH C NpeBOA Ha OBJIrapcku €3WK OT (upMa, CKIIIOYHIIA OrOBOP C
MunucrepcTBO Ha BBHIUHMTE pabOTH 3a W3BHpIIBaHe Ha oduumanrHd npeBoau. W3GpoeHuTe
JNOKYMEHTH C€ IIPEJCTAaBAT B CBOTBETHOTO 3BEHO, ONPEACICHO OT JICUeOHOTO 3aBElEHHE —
Bb370KHMTeNn. [lpm criegBamy MOCTaBKM Ha JIEKQpCTBEHH MNPOLYKTH OT ChIlaTa MApTHA,
cepTH(UKATHT HE ce MPEICTaBs.

(@) B cayuait Ha HeoOxomumocT oT cremHa gocraska, JEUEBHOTO 3ABEJIEHHUE -
BBb3JIOKHUTEJI nocouBa M3pHYHO B 3asBKara, 4e € HeoOXomMMO Ja ObIe M3BHpIIEHA CIEINIHA
nocraBka. B To3m ciydaii, foctaBkaTta ciesiBa na Oble M3BBPIIEHA A0 6 Yaca OT MOJIydYaBaHE Ha
3asBKaTa M 3a KOJMYECTBATA M OIAKOBKHUTE (CHOOPa3HO KOHKPETHUTE JIEKApCTBEHH IIPOIYKTH,
IIOCOYCHH B TEXHUYECKOTO NPEUIOKEHNE HA H3IBIHUTENS), TOYHO OIpe/IeieH! B 3asBKara.

(4) NBITBJIHHUTEJIAT ce 3anbmkaBa, B cpok 10 1 paboTeH [eH, B CllydyauTe IO al. 2 U B
Cpok 1o 1 gac, B ciiydanTe Ha al. 3, ciIel NOJTyvYaBaHEeTO Ha BCSAKA 3asBKa Ja YBEJAOMH [THCMEHO HIIH
no ¢paxc IEHEBHOTO 3ABEJAEHHUE — BB3JIOKHUTEJ B ciy4aii 4e He MOXKe 1a M3BHPIIH
JOCTaBKa MK B CJIy4ai, 4€ HE MOXE Ja CIa3d CPOKBT 3a M3BBPIIBAHE HA JOCTaBKaTa, IMpeIMET Ha
KOHKpETHATa 3asiBKa.

(5) Kem pmaraTa Ha BcsAKa JOCTaBKa, OCTATBYHMAT CPOK HA TOJHOCT HA JIEKAPCTBEHMTE
IPOAYKTH, cieaBa fAa O0bae He mo—Manbk or 40 % /dermpumecer Ha cro/ OT OOABEHUS OT
IIPOU3BOTUTEIIS.

(6) KpM narara Ha BCsiKa JOCTaBKa OCTATHYHMAT CPOK HA TOJHOCT Ha GHOMPOAYKT MM
OnononobeH MPORyKT, cienpa aa 6bae He mo—Manek oT 20 % /aBajecer Ha €10/ OT OOSIBEHHS OT
IIPOH3BOIUTEIIS.

(7) 3a xonuuecTBa JOCTABEHHW M3BBH 3asBKara 110 4. 4, an.1, JEUEBHOTO 3ABEJIEHUE
— BB3JIOKHUTEJI HaMa 3aqb/DKeHHE 3a TITAIIaHe.

(8) B cnyuaure o wi. 10, an. 7 oT ororopa, CpoKsT 1O . 2 U 3 3amoysa Jja Teye OT jJaraTa

Ha mucMeHoTo cbviiacue Ha IEUEBHOTO 3ABEJAEHUE — BB3JIOXHUTEJL

V. MSACTO HA JOCTABSIHE
Y. 5. (1) 3a MCTO Ha JOCTaBsIHE HA CTOKHUTE IO TO3M JOTOBOP CE OIIpENelIs CIEIHHS aapec:
rp. Illymen, yn. ,,Bacun Anpwio” Ne:63, GonamuHa Anteka Ha ,,KOMIIIEKCEH OHKOJIOTMYEH

nertsp-1llymen” EOO/.



(2) PuckpT OT cny4alHOTO HOTHMBaHE WIIM MOBPEXAaHE HAa CTOKMTE INPEMUHaBA BBHPXY
JIEYEBHOTO 3ABEJAEHMUE - Bb3JIOKHUTEJI ot MOMeHTa Ha MPHEMAHETO UM Ha MACTOTO Ha

AOCTaBsAHE C IIPUEMATEIIHO-IIPEAABATEIICH IIPOTOKOL.

VI. TATA HA TOCTABSHE HA CTOKHUTE
Yn. 6. 3a nara Ha KOCTaBSHE C€ CUMTA JaTara, Ha KOATO CTOKUTE ca JOCTABEHH N0 ajpeca

IIOCOYEH B Wi 5, aj. 1, mpu ycioBusTa Ha 4. 9, an. 2.

VII . 3AABJIKEHUS HA U3ITBJIHUTEJISA

Y. 7. UBITBJHUTEJIAT ce 3anpmkaBa:

1. Jla mocTaBH CTOKHMTE B JOTOBOpEHHsS Cpok H na ru mnpemage Ha JIEUEBHOTO
3ABEJIEHHUE - Bb3JIOXKUTEJL

2. Jla mpenane CTOKHTE, NAaKeTHPAaHH M MapKHPaHH B CBHOTBETHHS BHJ, KOJIMYECTBO H
Ka4eCTBO Ha MSICTOTO Ha JOCTaBsIHE.

3. Ilpu noanucBaHeTO Ha IOTOBOpA Ja ITPEACTABH:

a) JoKyMeHTH 1o wi. 112, an. 1 ot 30I1.

0) rapaHuus 3a U3NBJIHEHHE, B €IHAa OT GopmuTe, onpeaeneHd B wi. 111, an. 5 ot 3011, ¢be
CPOK Ha BaJMAHOCT 60 QUM Cllen H3THYaHE CPOKa Ha JOTOBOPA, KOSTO ce 0CBOOOXAaBa B Cpok 10 60
JHH CJI€[ U3NBIHEHHE Ha JOropopa. B ciyuail, 4e BaJMOHOCTTa Ha TapaHLHsATa U3THYA IPEIH
noroeopa aa 0pae n3nbaHaeH, A3IIBJIHUTEJIST ce 3anbkaBa Aa yIBDKH CPOKA HA BAJIHIHOCT
Ha rapaHuysTa ¢ TOJIKOBa AHH, TaKa Y€ rapaHilysiTa Jja MOKpHUBa OYaKBaHUs CPOK 3a M3IBIHCHHUE HA
Jorosopa mmoc 60 qau. FapannusTa e B pazmMep Ha 3% oT croiiHocTTa Ha Korosopa 6e3 JIJIC u
Bb3Jm3a Ha 234 535,35 neBa.

(4) a moctaBs JieKapCTBEHU NPOJYKTH, KOUTO OTrOBapsAT HA M3WUCKBaHUATA Ha 3aKOHA 3a
JIEKapCTBEHUTE MpOAYKTH B XxymaHHata MenunuHa (3JIIIXM) — pa npurtexaBar BaJugHO
paspenieHue 3a ynorpeba B CTpaHarta, u3aaaeHo mo pena Ha 3JIIIXM wumm Pernament (EO) Ne 726/
2004 r. Ha EBponeiickus napiamenT u Coeera /ui. 23, an.1 na 3JIIIXM/.

(5) Hda nocraBs JeKapcTBEHH MPOAYKTH, KOHTO ca BKMo4YeHH B Ilpunoxenne Ne 2 Ha
[To3uTHBHUS TEKaPCTBEH CIIUCHK.

(6) B ciyuaii, 4e ce mpaBu mbpBa JIOCTAaBKa [0 JaJcHA NApTHA HA JIEKapCTBEH IPOAYKT, Ja
npenacraBs Ceprudukar 3a ocBoOOXKJaBaHEe Ha MapTHAATa, U3IaleH OT KBAIM(HIHUPAHO NHUE II0
3JIITIXM Ha eJeKTpOHEH HOCHTEJ WJIM IO CIEKTPOEEH IBT Ha €JEKTPOHHATA IIOIa, II0COYeHa KaTo
aJpec 3a KOPECIOHAEHIMS, IPUAPYXKEH C PEeBO Ha OBJITApCKH €3UK OT pupMa, CKIFOYMIA JJOTOBOP

C MI/IHI/ICTepCTBO Ha BBHIITHHUTC pa6OTI/I 3a U3BBPIIBAHE Ha O(I)I/IIII/IEUIHI/I IIpeEBOAU.



VIIL 3AABJOKEHUSI HA JIEYEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJI
Ya. 8. JEYEBHOTO 3ABEJAEHHUE - Bb3JIOXKUTEJI ce 3anbmkaBa:
1. Jla npueMe AOCTaBEHUTE B CPOK M Ha MSICTO CTOKH, CHOTBETCTBAILH IO BHJI, KOJHYECTBO H
Ka4eCTBO Ha OIHCAHOTO B HACTOSIIHS JOTOBOP.
2. Jla 3amnati JOCTaBEHUTE CTOKH IO pefia Ha WiI. 3 OT HACTOSIIHMS JOTOBOP.
3. Ciien nIpuKIIOYBaHE M3ITBIHEHHETO Ha JOTOBOPA Aa 0CBOOOIY rapaHIMsATa 3a U3MIBIHCHHUE,

0e3 1a TbJDKU JIUXBYU 3a CpOKa, Impe3 KOHTO cp€acTBaTa 3aKOHHO cCa IIPECTOSAIH Y HETO.

IX. IPUEMAHE U IPEJABAHE HA CTOKUTE
Y. 9. (1) [IpuemaHeTo Ha CTOKHTE C€ U3BBPIIBA HA MACTOTO Ha JOCTaBAHE MOCOYEHO B 4L
5, an 1.
(2) NBINBJIHUTEJIAT nnm ynbiIHOMOIIEH OT HEro MpeACTaBUTE] W INMpPEACTaBUTE]T Ha
JIEYEBHOTO 3ABEJEHUME - BB3JIOXKUTEJ mnoanucBaT mnpHeMaTeIHO-IIpeaaBaTeleH

IIPOTOKOJI, YAOCTOBEPSABAIIl IIOJIYy4aBAHETO HA CTOKHUTE.

X. KAYECTBO,TAPAHIIUU U CPOK HATOJHOCT

Yn. 10. (1) Crokure, OpeAMeT HAa HACTOSIHMS JOTOBOp, CleABa Ja OTrOBapsiT Ha
H3HCKBaHHUATA HA WI. 7, a1. 4 U 5.

(2) K»M paraTa Ha noctaBKara, OCTaThYHHUAT CPOK HA FOJHOCT Ha JICKAPCTBEHHUTE MPOIYKTH,
ciezBa a 6b1¢e He mo—Mainbk oT 40 % /uetupuaeceT Ha cTO/ OT OOSIBEHHUS OT IPOM3BOAUTEIS.

(3) B cityuaii Ha 1ocTaBKa Ha JIEKapCTBEHHUS MPOIYKT € MO — KPAaThK OT JOTOBOPEHHSI CPOK Ha
TOIHOCT, IbJDKMMaTa HeyCcToWKa 1a Ob/ie MpOMEHEHa, KaKTo CIIE/IBa:

ot 39,99% 10 30% - 3 % BBpPXY CTOHHOCTTA Ha JOCTaBKaTa;

ot 29,99% 10 20% - 5 % BBpXY CTOMHOCTTa Ha JOCTABKATa,

ot 19,99% 1o 10% - 7 % BBpXy CTOMHOCTTa Ha JOCTaBKaTa;

oz 10% - 10 % Bepxy cTOMHOCTTA HA JOCTAaBKAaTa.

(4) OcTaTh4HUAT CPOK HA TOAHOCT HAa OHOMPOAYKT /OnomnonoOeH MpOAYyKT, cleiBa Ja Ob/e
He mo—ManeK oT 20 % /mBamecer Ha cTo/ OT OOSBEHHMs OT MPOU3BOAMTENS KBM JaTaTa Ha BCsAKa
JIOCTaBKa.

(5) B cayuwait Ha mocraBka Ha OuomponykT/6HomnomoOeH HPOAYKT € IO — KparbK OT
JIOTOBOPEHUS CPOK HA TOTHOCT, ABJDKMMaTa HEYCTOMKA € KaKTO CJIelBa:

ot 19,99% no 10% - 2 % BBbpXy CTOMHOCTTa Ha JOCTaBKaTa,

oT 9,99% 1o 5 % - 4 % BBpXyY CTOHHOCTTA Ha JIOCTaBKaTa,



o1 5% - 6 % BBPXY CTOHHOCTTA Ha TOCTaBKaTa.

(6) IEYEBHOTO 3ABEJIEHUE - BB3JIOKHUTEJI Moxe na OTKaXe MPHEMAHETO Ha
CTOKHTE, aKO B JIeHs Ha TSIXHOTO IIPHCTUTaHE WM HpHEMaHe OCTAaThYHHS CPOK Ha TOJHOCT € IO —
MaJbK OT onpeneneHus B wi. 10, an. 2. u an. 4 MUHMMAJIEH CPOK Ha T'OJHOCT.

(7) HocraBkaTa Ha JeKapcTBEH NPOAYKT C OCTAThYEH CPOK Ha TOJHOCT MO-MairbK or 10 Ha
CTO OT OOSIBEHMs OT IMPOU3BOAMTENS ¥ Ha OHONPOAYKT/OHONOA00EH MPOAYKT C OCTAThYEH CPOK Ha
TOQHOCT IO-MaJbK OT 5 Ha CTO OT OOSBEHHsS OT !IPOU3BOJMTENS C€ M3BBHPIIBA CaMO C IMCMEHO
cernacue Ha JIEYEBHOTO 3ABEJAEHHUE - BB3JIOXKHUTEJl 3a KOHKPETHO KOJHYECTBO,
ompeneneHo or Hero. be3 u3pmyHo nucmeno crvriacue Ha JIEUEBHOTO 3ABEJEHUE -
BB3JTOXKHUTEJI croxute HaMa 1a OBAAT 3aIUIallaHy.

(8) HckaHero 3a mMHCMEHO ChITIaCHE, B CIy4YauTe Ha ajl. 7, CIE€ABa Ja IOCTBIH B
JEYEBHOTO 3ABEJAEHHUE - BB3JIOXUTEJ B cpok mo 1 (emun) paGoTeH [eH OT
MOJIy4aBaHe Ha 3asBKara.

(9) B ciiyuanTe Ha criemHH JOCTaBKH IIOCOYSHHUTE B &L, 3 U ajl. 5 HEYCTOMKH He Ce Ipuiarar.

XI. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHUE. PEKJIAMAIINHA

Yn. 11. (1) JEYEBHOTO 3ABEJAEHUE - BbB3JIOKHUTEJ Moxe aa mpensssiBa
pexnamanuu npeg U3ITBJIHUTEJIS 3a:

a) KOJIMYECTBO M HEKOMIUIEKTHOCT Ha CTOKHUTE WJIM TEXHHYECKaTa IOKYMEHTAIUs (SBHH
HEJIOCTAThIIH);

6) xauecTBO (CKpPUTH HEOCTATBIIN):

- [IpA IOCTaBsIHE HAa CTOKH HE OT JOTOBOPEHUS BHJI, IOCOYEH B 4. 1;

- IpA KOHCTaTUpaHe Ha JeeKTH MpH ynorpedba Ha CTOKHUTE.

(2) Pexnamamum 3a sBHM Hexoctarblim Ha crokute ce mnpaBsat or JIEUEBHOTO
3ABEJEHHUE - Bb3JIOXKHUTEJI, B MoOMeHTa Ha IIPeIaBaHETO UM, 32 KOETO Ce ChCTaBs IMPOTOKOII,
HOJIMCaH ¥ OT JIBETE CTPaHH.

(3) Pexnamanuu 3a CKpHTH HEIOCTAaThIM C€ MpPaBAT Ipe3 LENHS CPOK Ha TOXHOCT Ha
JIOCTaBEHUTE CTOKH, KaTO peKiaMalisaTa ce MPHAPYKaBa 3a{bDKUTETHO OT KOHCTAaTUBEH IIPOTOKOI,
u3naneH ot M3nbiHuTeIHATA areHI|s 33 JIeKapCTBaTa.

(4) JEYEBHOTO 3ABEJIEHHUE - BB3JIOXKHUTEJ e mibxHO Ja yBEOAOMH ITHCMEHO
MU3IbJHUTEJISA 3a ycranoBeHuTe nedektd B S5 (1ET) AHEBEH CPOK OT KOHCTATHPAHETO MM.

(5) B pexnamanuute ce mocoyBa HOMEPHT HAa JOrOBOPa, TOYHOTO KOJIMIECTBO Ha MOJYICHUTE
CTOKH C TEeXHHS NapTHIIEH HOMEp, OCHOBAaHMETO 3a peKiIaMalus M KOHKPETHOTO MCKaHe Ha

JIEUEBHOTO 3ABEJIEHHE - Bb3JIOXKHNTEJL



(6) B 5 (ner) aueBeH cpok OT nosryyaBaHe Ha pexnamanusta, ASIIBJIHUTEJIST cnensa na
orropopu Ha JIEYEBHOTO 3ABEJAEHME - BB3JIOXHUTEJ nmucMeHO H KOHKPETHO Iaid
[IpHEMa pEKIaMaIiaTa WIK S OTXBBPJIAL.

(7) Ilpu pexnamanus 3a sBHH Hepoctarbud U3ITBJIHUTEJISIT e maexen B Cpok or 2
pabOTHH JHH OT MOJyYaBaHe Ha peKiaMallusiTa 3a CBOsS CMETKa M PHUCK Jla JOCTaBH Ha MSCTOTO Ha
JOCTaBsIHE KOJIMYECTBOTO JIMIICBALIH B OCTaBKaTa / HEKOMILJIEKTHH JJOTOBOPEHH CTOKH.

(8) Ilpu pexnamanus 3a ckputd Hexoctarsiy, B ciydait e U3IIBJIHUTEJAT e npuen
peKiamManusiTa, ChIIMAT € InbXeH B 10 (ZeceT) NHEBEH CPOK OT TMOJydYaBaHETO W Ja 3aMeHH
JOCTaBEHMTE HEJOTOBOPEHU IO BHJ / NeEKTHH CTOKH 3a CBOSI CMETKA M PUCK HJIH IO MpeleHKa Ha
JJEHEBHOTO 3ABEJAEHUE — BB3JIOKHUTEJI na BbpHE CHOTBETHATA 4acT OT 3aIllaTeHaTa
L€HA, BETHO C ABDKUMHTE JINXBH.

(9) M360ppT Ha MOCOYEHHTE MNO-TOPEe BH3MOXKHOCTH Ja CE€ BBbPHE CHOTBETHATA YacT OT
IJIATCHOTO HJIM Ja ce AocTaBAT HOBU ¢TOKH npuHamiexu Ha JIEUEBHOTO 3ABEJIAEHHUE -
Bb3JIOKHUTEJ u ce ympaxHsBa OT Hero moja (opmara Ha NHCMEHO YBEIOMIIEHHE [0
M3IIBbJIHUTEJISA, xaro pa3xoauTe M PUCKOBETE II0 HOBOTO JOCTaBIHE Ca 3a CMETKAa Ha
N3IIBJIHUTEJISL.

(10) Croxute, npeamet Ha pekiamanus ce cbxpanssar oT JEYEBHOTO 3ABEJIEHHUE —
BB3JTOXKHUTEJI no ypexnaHe Ha peKjiaMalluuTe.

XII. OTTOBOPHOCT TP HEU3IIHJIHEHUE

Y. 12. (1) 3a Heu3nbIHEHUE HA 3aIBJDKEHUATA CH I10 HACTOSIIUSA JOTOBOP C M3KIIOUEHHE Ha
te3n 1o wi. 10, an. 2 u an. 4, A3IBJIHUTEJISIT nemwxu HeycTolika B pasmep Ha 0.5 % Ha geH
BBPXY CTOMHOCTTa Ha KOHKpETHaTa 3aseka, Ho He moBeue oT 10 % (zmecer mpoleHTa) OT CTOHHOCTTa
Ha KOHKpETHAaTa 3asBKa, KakTo U o0e3IeTeHHe 3a NpEeThpIIeHUTE NEHCTBUTEIIHA BpEeIH B CIy4auTe,
KOraTo T€ HaJXBBpJIAT JOTOBOpeHaTa HeycToiika. B crmyuaure mo un. 4, an. 3, mocoueHara B
IPEeAXOJHOTO U3pedeHNe HeycTolka B pa3Mep Ha 0.5 % ce HaumciABa 3a BCEKH 4Yac Ipocpoyue, HO
He moBeye oT 10 % (meceT mpoleHTa) OT CTOMHOCTTA HAa KOHKpETHATa 3asBKa, KaKTo U o0e3leTeHne
3a IpeTHpIEHUTE ACHCTBUTETHM BpEeId B CIIy4aWTe, KOraro Te€ HaAXBBPIAT JOroBOpeHara
HEYCTOHKa.

(2) Koraro mpu Hannyue Ha pexnamaruy, U3ITBJIHUTEJSAT He u3nbiny 3a0b/DKEHUATA
cu 1o paszen XI ot HacTosmms 10roBop B cpok, chuusaT bk Ha JEYEBHOTO 3ABEJEHHE-
BB3JIOKUTEJI ueycroiika B pazMep Ha 2 % OT LieHaTa Ha CTOKHTE, 3a KOMTO Ca HalpaBEeHH

pPEeKIaMauuTe.



(3) JIEYEBHOTO 3ABEJIEHME - BB3JIOKHUTEJI ynopieTBopsiBa OPETCHIUHTE CH
OTHOCHO HEH3IbJIHEHHETO HA JOTOBOpa, KAaKTO M 3a 3aIUlalllaHe Ha HEYCTOMKHTE OT CTpaHa Ha
M3ITBJIHUTEJISA xato 3amppka rapaHuusra 3a W3ObJIHEHHEe Mo wi. 7, amx. 3, OykBa “6” ot
JOroBopa, Karo mpeanpHeMa AEHCTBHA 3a HEHHOTO ycBosiBaHe. B crmyuait, 4ye croifHocTTa Ha
rapaHigaTa 3a M3nbJIHEHWE He nokpuBa Bcuukd ABKUMH oT U3IIBJIHUTEJSA Heyctoiikwy,
JEYEBHOTO 3ABEJIEHUE - Bb3JIOKHUTEJI NIpUXBalla IBDKUMUTE CYMH OT HACpEU[HH
nnamanvs keM U3ITBJIHUTEJISL.

(4) Ilpu Tpu meTH BuHOBHa 3abaBa Ha M3IIBJIHUTEJIS, npoabmxuna ¢ moBede OT
IIOJIOBHHATa OT CPOKa 3a M3NBJIHEHHE Ha CHOTBETHOTO 3aIb/DKEHHE, B PAMKHTE Ha TPH Mecela
JEYEBHOTO 3ABEJEHUE - BB3JIOKUTEJ wuma mnpaBo Jjga mNOpekpaTd OOroBopa
€IHOCTPAHHO C 15-THEBHO IpeIU3BECTHE.

(5 JEYEBHOTO 3ABEJIEHHUE - BB3JIOKUTEJ wuma mnpaBo mga IpeKparu
€IHOCTPaHHO M 63 NpeU3BeCTHE HACTOSIIM JOrOBOP B CIIydYail Ha CHCTEMHO HETOYHO HU3ILIHEHHE
Ha 3axb/pkeHudaTa or U3IIBJIHUTEJISA u npensBeHu moBede OT TPH peKjaMallid B paMKHTE Ha
tpu Mecena oT IEUEBHOTO 3ABEJEHUE - BB3JIOXKHUTEJI no pena Ha riasa X1.

(6) B cinyuait, 4ve mo otHomenne Ha USIIBJIHUTEJIS nacTenar oGCTOATENCTBATA IO 9IL.
54, an. 1, mwun 55, ar. 1 ot 3akona 3a obmecteenute nopruky, JEYEBHOTO 3ABEJIEHHUE-
Bb3JIOKUTEJI mMa mpaBo jma mpekpatd €IHOCTPAHHO HACTOSIHMS JOTOBOp, 0€3 IHCMEHO

MMPEAU3BECTUE U 0e3 Ja IbJDKH HGYCTOP'IKI/I.

XIII. ®°OPCMAXOPHHU OBCTOSITEJICTBA

Y. 13 (1) Ctpanute N0 HACTOSIIHKS JOTOBOP HE ABJDKAT 00E3IIeTeHHE 3a TIOHECEHH BpeH U
3aryOu, aKko ITOCJIEHUTE ca IPUYHHEHH B PE3yJ/ITAaT Ha HEMPEOo 10 IMMa CHJIa.

(2) Ako cTpanara, KOSTO € CICIBAIO Ja M3MBJIHH CBOE 3aIBJDKCHHE IO OTOBOpa € Ouia B
3abaBa, TS HE MOXeE J]a C€ I030BaBa Ha HEMPEO0IMMa CHIIA.

(3) “Hempeopgonuma cuia” 1mo CMHCHIAa Ha TO3M JIOTOBOP € HENPEABUIACHO W/WUIH
HETIPeIOTBPATHMO ChOUTHE OT U3BBHPEEH XapaKTep, Bb3HUKHAIO CJIe]] CKIFOYBAHETO Ha IOTOBOpA.

(4) Crpanara, 3acerHata OT HENpEeOAOJIAMA CHJIA, € JUIBKHA Ja IpeAnpHeMe BCHYKH
JIEMCTBHS C TPIIKATAa HAa HOOBP CTOMAHMH, 33 1a HaMaJId 0 MHHIMYM ITOHECEHHTE BpeaH U 3aryoH,
KaKTO M Ja YBEIOMH IIUCMEHO Jpyrata cTpaHa B 7-JHEBEH CPOK OT HAacTBIBAaHETO Ha
HenpeomoauMara cuia. [Ipn HeyBeOMsBaHE B ITOCOYCHHS B INPEIXOAHOTO H3PEYEHHE CPOK CE
IBJDKA o0e3leTeHre 3a HACTBIWIMTE OT ToBa Bpeau. Hempeomonmmara cuiaa ce JoKasBa OT
3acersHarara CTpaHa Che cepTH(HKAT 3a HOPCMaKop, U3aAEH IO CHOTBETHHS PENl OT KOMIIETCHTHHS

oprad B AbpiKaBaTa, B KOATO Ca HACTHIINIIN (l)OpCMa)KOpHI/ITC 00CTOSTEICTBA.



(5) Mloxaro Tpae HempeoJoaMMaTa CHJIA, U3MBIHEHHETO HA 3aIB/DKEHMATA M CBHP3aHHTE C
TSAX HACPEIIHHU 3abJDKEHHS Ce CIIHpa.

(6) He npencrarnsBa “HenpeondnHMa cHia” ChOUTHE, IPUYUHEHO 0 HEOPEKHOCT HITH Upe3
YMHIUICHO AEHCTBHE HA HAKOS OT CTPAaHHTE MM TE€XHH IPENCTABUTEIH H/MIHM CIIYXXHMTEIH, KAKTO
Henmoctura Ha mapuunu cpeactBa Ha M3ITBJIHUTEJIA u JIEYEBHOTO 3ABEJIEHUE -
BB3JIOXKUTEJL

XIV. CIIOPOBE

Yin.14. (1) Be3aukHanuTe Npe3 BpeMeTpacHeTo Ha JOTOBOpPA CIIOPOBE M Pa3HOIJIACHS MEXIY
CTpaHHTE C€ peIlaBaT 4Ype3 NPEroBOpU MEXAY TAX. IlocTurHaTHTE MOTOBOpEeHOCTH ce OQOpMSAT B
nMcMeHa GopMa U ce IIPEBPBINAT B Hepa3ieliHa 4acT OT JOTOBOpa.

(2) B ciy4aii Ha HemocTHraHe Ha JOTOBOPEHOCT IO MPEIXOAHHS WIEH, BCHYKH CIOPOBE,
MOPOJIEHH OT TO3H JOTOBOP HJIM OTHACSIIHM CE€ JI0 HErO, BKIIFOYHTEIHO CIIOPOBETE, OPOJACHH OT HIIH
OTHACSIIA CE J0 HETOBOTO THIKYBAaHE, HEICHCTBUTEIHOCT, HEU3IbJIHEHHE HIH MpEKpaTsBaHe IIe
OBIar paspelmaBaHi CIiopel OBIrapcKUTe MaTEPUaIHU U IPOLECYATHH 3aKOHH OT KOMIIETEHTHHS

¢ba 1o pena Ha I'TIK.

XV. CbOBIIEHUSI
Yn. 15. (1) Beuuku croOmieHHs MeXIy CTpaHHTe, CBBP3aHH C M3IIBIHEHHETO HAa TO3H
JOrOBOpP €a BaJIHJHH, aKO ca HalpaBeHU B MHCMeHa GopMa M ca HOIMHCAHH OT YII'BIHOMOLIEHHTE
npeacrasureny Ha U3ITbJIHUTEJIS unmun IEYEBHOTO 3ABEJIEHUE - BB3JIOKHUTEJL

(2) 3a mara Ha CHOOIICHUETO CE CMSTa:

v JaTara Ha IpelaBaHeTOo — IIPH PHYHO NpeJaBaHe Ha CHOOMEHHETO;

v JaraTa Ha IOLIEHCKOTO KiIeHMO Ha ofpaTHaTa pa3lHCKa — IPH HU3MpaliaHe II0
0IIATa;

v JaTata Ha IpUeMaHeTo — [IpU U3Mpaliane no ¢akce wim e-mail.

(3) 3a BamuaHM anpecw 3a MpHEMaHe Ha CHOOIIEHHS W OAaHKOBH CMETKH, CBBP3aHH C

HaCTOAIINA NOroBOp CE€ CMATAT:

3A U3ITBJIHUTEJISA: 3A JJEYEBHOTO 3ABEJAEHHUE- Bb3JIOKUTEJIL:
»POIL BBJITAPUA” EOO AJpec 3a KOpECIIOHAEHIHA:

rp. Codus, xB. MaHacTupcKu JuBamy — 3anaf, rp. lllymen, yn. "Bacun Anpusos” Ne: 63

yiL. ,,bsno mome” Ne 16 Ten.: 054/ 800 832

tein. 02/8184444 dakc: 054/800 313

daxc 02/8591199 e-mail: office(@oncocenter.com;




banxoBa cMeTka apteka@oncocenter.com

banka: YHukpenut byn6ank AJ]

IBAN: BG62UNCR96600100ROCHEBG

BIC: UNCRBGSF

(4) Ilpu mpomsiHa Ha MOCOYEHHUs MO aJl. 3 aapec uiH GaHKOBa CMETKa ChOTBETHATA CTpaHa €

AJIBXHA J1a YBEIOMH Jpyrara B TpUAHCBEH CPOK OT IIpOMAHATA.

XVI. IPYI'A YCJIOBUSA
Yn. 16. (1) [IpaBata ¥ 3agb/DKEHUSATA 110 HACTOSIINS JOTOBOP HE MOraT Jla ¢€ MpPeXBBHPIIST
€HOCTPAaHHO Ha TPETH JHIAa W NOJOOHH aKTOBE HE MOPaXJAT MPABHO JEHCTBHE 0e3 MUCMEHOTO
ChIJlacHe Ha JIpyrara cTpaHa, OCBEH B clTydauTe Ha oOe3nevyaBaHe (rapaHTHpaHe) Ha 3a0bJDKCHUS I10
6aHKOBH KpeJIUTH.
(2) 3a HeypeneHHWTE BBIIPOCH B HACTOSIIHS JOTOBOP C€ IMpHJIAra JeHcTBaIIOTO OBJIrapcKo

3aKOHOAATCIJICTBO.

XVII. MIOAN3IIbJIHUTEJINA
(MpUNOHCUMO CAMO 6 cayuaume, 8 KOUMO U3OPaHUs 3a USNBAHUME] YYACMHUK € NOCOYUI, Ye
We non38a NOOUNBIHUMENY, NPU CKNI0YBAHE HA PAMKOBOMO CNOPA3YMeHUe)

Ya. 17. 1) DOAUNBJIHUTEJINTE T1psiOBa 1a OTroBapsAT Ha CHOTBETHUTE KPHUTEPHH 32
noadop cro0pa3Ho BHJAA U JeNa OT MOpbhUKaTa, KOHTO IIe M3MBIHABAT, M 3a TAX Ja HE Ca HaJIUIE
OCHOBaHUS 3a OTCTpaHsBaHEe OT MpoLieypaTa.

2) JEYEBHOTO 3ABEJAEHME - BB3JIOXHUTEJ wusucksa 3aMsHa Ha
HOAU3IIBJIHHUTEJL, xoiiTo HEe OTroBaps Ha yCIOBUSTA IO all. 1.

(3) Koraro wactra oT mopbukara, koato ce m3nbiHsasa or IOJAU3ITbJIHUTEJL, Moxe na
6n1e nmpenanena karo oraesed o6ekt Ha U3ITbJHUTEJIS nm va JEYEBHOTO 3ABEJIEHUE

-  BB3JOXWUTEJI, nociegHus  3amiama Bb3HArpakKIeHHME 3a  Ta3M  4YacT  Ha

NOAU3INbJIHUTEJIS.
(4) Pasmnamanuwsta mo ajn. 3 ce OCHIOICCTBABAT BB3 OCHOBA HAa HCKaHe, OTIPAaBEHO OT
NOAU3NBJIHUTEJIA no JEYEBHOTO 3ABEJIEHHUE - BbB3JOXHUTEJ 4pes

M3II'BJHUTEJIS, KoiiTo € IIBXeH Aa ro MPeIOoCTaBH Ha BB3NOXKHTENA B 15-IHEBEH CPOK OT

IIOJIy9aBaHETO MY.
(5) KoM uckanero mo an. 3 U3IIBJHHUTEJISIT npenocraBs cTaHOBHINE, OT KOETO 1a €

BHUJHO JajI¥ OCIIOpBa INIAIIAHUATA UJIK 9acT OT TAX KaTO HCABJDKAMH.



(6) JEUEBHOTO 3ABEJIEHMUE — BB3JIOKHUTEJI uma npaBo 1a oTKaxe IalfaHe o
aj. 3, KoraTo MCKaHeTO 3a IUTallaHe € OCIIOPEeHO, O MOMEHTa Ha OTCTpaHsBaHE Ha IpUYWHATa 3a

OTKasa.

(7) HesaBucumo ot usnomBaneto Ha [TIOJJU3ITBIIHUTEJIN otroBopHOCTTA 33 H3NBIHEHUE

Ha goroBopa ¢ Ha U3ITBJHHUTEJISA.

XVIIIL 3AKJIIOYUTEJIHM PA3IIOPEJABA
Y. 18. (1) IIpu cbeTaBsHETO HA HACTOSIINS JOTOBOP CE NMPEACTaBhXa CIEAHUTE JOKYMEHTHU:
Hoxymentu o wi. 112 ot 30I1;
Hexnapanus mo @wi. 55, an. 6 ot 3JITIXM (xorato e mpuaoxuMo);

FapaHIm;I 3a U3IIBJIHCHHC,

ANEA NN

Texauyecko u HCHOBO IHENTOKECHUE, HEpA3ACIIHA 9aCT OT AOI'OBOPA;

4 Hexnapanuu mo 3SMUAIL.

(2) HacTrosmumsar n1oroBop ce ChCTaBH B JIBa €IHOOOPA3HH €K3eMIUIsIpa Ha OBIrapcKy €3UK —

emud 32 USITBJTHUTEJLA n exun 3a JEYEBHOTO 3ABEAEHUE - Bb3JIOXKUTEL
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TEXHUYECKO U LLEHOBO NPEANOMXEHUE

"poLl
Solution for BEbLATAPUA"
Trastuzumab injection EOO[, 1926912,00| 57807,36
"POLU
BELNTAPUA"
Bevacizumab EOO[, 2249558,50| 67486,755
1476674,38| 44300,231
"POLU
Trastuzumab BbArAPUA"
Emtansine EOOL 687739,51| 20632,185
1476960,48| 44308,814
7817844,87| 234535,35




