“KOMIIJIEKCEH OHKOJIOTHYEH HEHTHP - ITYMEH” EOO/]
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JTOTOBOP Ne}28/2020 r.
3A JOCTABKA HA JIEKAPCTBEHH IMPOIYKTH

Huec, W/QM“Z‘//F, B rp. lllyMen, Mexay:

1.,,Kommekcen onkonormdex uentsp — llymen” EOO/, ¢ anpec: rp. Illymen, ym.”Bacun
Anpunos” Ne:63, EUK: 127521758, npencrassisaro ot 1-p Ceuien CtedaHoB ApHayI0B, HAPUYAHO
no-gony 3a xparkoct ,, JIJIEUEBHO 3ABEJEHHUE - BB3JIOKHUTEJ” ot eana cTpaHa

7§

2. ,JAHCOH BI'’” OOJ, cbc cepanuiie U aapec Ha ympasjienue: rp. Pagomup, yi. ,,0Ten
Iancnit Ne 26” EMK 203612570, npexncrasisipatis ot Credan eoprueB Boxunos — Ympapurer,
Hapu4yaHo 1mo-aoiy 3a kpatkocT ,, A3IITbJIHUTEJI” ot npyra ctpana,

Ha ocHoBanHue Wi. 112 ot 3akoHa 3a ofmecTBenuTe nopruku (30II), BB Bpb3Ka ¢ IpOBEIEH
BBTPCIICH KOHKYpeHTeH wus3bop/noneiaHeHa odepra mo PamkoBo cnopasymenume Ne: PJI-11-

277/24.06.20 ce cKiII0YM HACTOSIIUS JOTOBOP 3a CJIEJHOTO:

L. IPEJIMET H CPOK HA 1OI'OBOPA
Y. 1 (1) JEYEBHO 3ABEJAEHHUE - Bb3JIOKHUTEJ Bu3nara, a U3MTBJIHUTEJIAT

CC 3abJDKaBa J]a U3BBPIIHN JOCTABKA Ha CICAHUTE JICKapCTBEHU NPOOYKTH:

O060co0ena nmo3unus Ne 2
AHaTromo- Me:xaynapoau Hauun Ha M
TepaneBTHYEH KOJI | O HENATeHTHO | MPUJIOXKEeHHe sipKa KoanvectBo
[ATC-xon/ HaumeHoBanue /INN/ /mg,
tabl., ml.
u ap./
LO1XEO3 Erlotinib nepopanHa T8bpaa mg 216000

(2) HoroBopsT BNM3a B CHJIa OT JaTaTa Ha MOAMKUCBAHETO MY OT JBETE CTPAHU H € ChC CPOK 10

31.12.2021 r.

II. IEHU ¥ OBIIIA CTOMHOCT HA TOCTABKHTE IIO JOTOBOPA



Ya. 2. (1) Llenatra Ha crokuTe no 4Wi.l € CBIVIACHO IIEHOBO IIpPEeNJIOXKEHHE Ha
M3ITBJIHUTEJIS, HepazaenHa gacT OT JOrOBOpa.

(2) llenara BKIIOYBa CTOMHOCTTa Ha CTOKaTa, OMAKOBKA, 3aCTpaxOBKa W TPAHCIOPT [0
JIEYEBHOTO 3ABEJEHHME - Bb3JIOKHUTEJI npu MUHHMAJIEH CPOK Ha TOJHOCT HE T10-KpaThK
ot 40 % 0T 06sIBeHHUs OT IPOU3BOAUTENS 32 JTEKAPCTBEHUTE HPOAYKTH MM HE MO-KpaThK oT 20 % ot
OOsBEHHS OT NPOM3BOAUTENS 32 OUONPOAYKTHTE HUIIM GHONOAOGHHUTE POLYKTH. MUHAMAIHHUAT CPOK
Ha TOIHOCT Ce ONpeJeNs KbM JaTaTa Ha BCsKa JOCTaBKa Ha JIEKapCTBEH MIPOIYKT.

(3) O6mara croifHOCT Ha JOCTAaBKHTE IO JOroBopa e 10 9 937,08 (neseT XMiIsau IeBETCTOTHH
TpuzeceT U ceaeM jeBa u 08 crotunky) sieBa 6e3 BkimoueH JIJIC u no 11 927,49 (exuHaneceT Xunsaau
JACBETCTOTUH JIBAJIECET M CelleM JieBa U 49 croTuHKM) sieBa ¢ BKioyeHd JIJ[C.

(4) Lenara mo norosopa e ¢MKCHpaHa, He TOJUIEXH Ha MPOMAHA 3a CPOKa Ha JeHCTBHE Ha
JIOroBopa, OCBEH B ciydante Ha 116 ot 30I1.

(S) B cmyudaii, ye npe3 BpeMeTo Ha AelcTBHE Ha CHOTBETHHSA JIOTOBOP CTOMHOCTTa, KOSATO
CJIe/iBa [1a Ce 3amialla ¢ MyOIHYHY CPEeICTBA Ha JIEKapCTBEHH NPOAYKTH OT [I03MTHBHHS JTeKapCTBEH
CIIMCBK CTaHE ITO-HUCKA OT IOrOBOPEHATa, JIeYeOHOTO 3aBeIeHHE — BB3IOXKUTEI G€3yCIOBHO 3aIlIalia
JICKapCTBEHUTE MPOJYKTH HA MO-HUCKATAa CTOMHOCT, CYUTAHO OT:

- JflaTaTa Ha BJHM3aHE B CHJIa Ha pEMIeHHeTO Ha HauWMoHanHus CBHBET MO LEHH H
peuMOypcnpane Ha TekapetenuTe npoykrta ( HCLIPJIIT);

- JlaTaTa Ha aKkTyanM3anusaTa Ha [I03UTHBHHS IEKapCTBEH CIUCHK 110 peaa Ha wi. 57, an. 1 ot
Hapen6ata 3a ycmoBusita, mpaBumata u pema 3a PEryIHpaHe M pPETrUCTpHpaHe Ha ILEHHTE Ha
nexapctsenute npoxykrd (HYIIPPPIUIII) 3a nekapcTBeHHTe NpPOXYKTH ¢ HamasieHa CTOMHOCT 3a
OIIaKOBKa, U3YHCIICHa Ha 0a3a pedepeHTHA CTOHHOCT.

B crnyvanre mo mpenxomHOTO u3pedeHHMe, CTOMHOCTTAa ce ONpedeis KbM MOMEHTa Ha

MocTaBKaTa (MOANKCBAHE Ha PHEMO-IIPejaBaTeleH IPOTOKO).

III. YCJIOBHSI 1 HAYMH HA ILIAIIAHE

Y. 3 (1) IlnamaneTo MmO HACTOSINMS JOTOBOP CE OCHIIECTBSBA ype3 OaHKOB MPEBOJ OT
crpata Ha JIJEUEBHO 3ABEJAEHHUE — BB3JIOKHUTEJI 1o nocoueHara B 4. 15, an. 3 6anxoBa
cmetka Ha U3ITBJIHUTEJIS.

(2) 3amnamaneTo Ha CTOKHTE IO HOrOBOpa C€ H3BBPIIBA OTIOKEHO B Cpok a0 60
/mecTaeceTus/ eH, CIe IPEeACTABSHE HA CASTHUTE JOKYMEHTH:

1. HocraBHa dakTypa, chcTaBeHa ChIIIACHO U3McKkBanuaTa Ha 3JJIC u IITI3/]JIC;

2. [IpuemaTenHO-NIpeJaBaTEIHU MPOTOKOJIH;

(3) B cmywaii, ye mocoueHure B wi. 3, an. 2 JOKyMEHTH ca HEpPEJOBHH WIH He ca

KOMIUIEKTOBaHH, cbmute ce Bpwiiar Ha WUBIITBJIHUTEJISL ¢ npuemarenHo — mpenaBaTelleH



IIPOTOKOJI 3a U3NpaBsgHE Ha HepegHocTHTe. CpoKBT Mo wi.3, al. 2. 3amo4ysa Ja Teye OT JaraTa Ha
IIPEACTABSIHETO Ha ITOCIETHUS H3UCKYEM C€ JOKYMEHT.

(4) Ilpu daxTypupane Ha 3asBEHHTE KOJHUYLCTBA JIEKAPCTBEHH IPOLYKTH, IO BCAKA OTAEITHA
3ajBKa, I[CHaTa Ha OMaKOBKa HE CIENBa Ja HaJBHUINIAaBa onpenencHaTa B [I03UTHBHHUS JIEKapCTBEH
cnucek- [Ipunoxenne Ne 2, pedepeHTHA CTOMHOCT Ha OMAKOBKa 32 ChOTBETHHS JIEKAPCTBEH HPOIYKT.
B cnyyali Ha u3umHCiIiBaHe Ha CTOMHOCT MO-BHCOKA OT pedhepeHTHATa CTONHOCT HA ONAKOBKA 3a
CBHOTBETHHUS JIEKAPCTBEH IMPOAYKT, CTORHOCTTA e HamalliBa M 3aIljlalia JO CTORHOCTTAa Ha OMaKOBKA

onpeneneHa B [losutuBHus nekapcTBeH cnuchk- [punosxenne Ne 2.

IV. CPOK HA TOCTABSIHE

Yia. 4 (1) JEYEBHOTO 3ABEJEHUE - BB3JIOKHUTEJ 3assssa HEOOXOQUMHUTE MY
KomuyecTsa ¢ micMeHa 3asgBka 10 U3ITbJIHUTEJISA. 3asskara ce BphuBa IUYHO Cpemy NOAIUC Ha
M3I'bJIHUTEJIS unv yosIHOMOIIEHO OT HETO JIHIE HIH ce H3Mpaia ¢ Npenopb4YaHo IMHUCMO C
obpaTHa pasnucka, o HaKe UK MO eNeKTPOHEH ITBT.

(2) Beska otnenna mocraska, cienBa na 6uae JOCTaBeHa B CPOK 10 7 KaJleHJapHH! THH CJe[
nonyyaBane Ha 3asBkata oT IEYEBHOTO 3ABEAEHME — Bb3JIOKHUTEJI 1 3a KoIuuecTBaTa
M ONAaKOBKUTE (CHOOPa3sHO KOHKPETHHTE JIEKADCTBEHHM MPONYKTH, MOCOYEHH B TEXHHYECKOTO
TIIPENVIOKCHUE HA M3NBJIHUTENS), TOYHO ONPENENCHH B 3asBKata. B ciyvail, ue ce IIpaBU IIBPBa
AOCTABKA OT Jla/ieHa NIapTAJIA Ha JIEKAPCTBEH MPOIYKT, ce mpeactass CepTHOUKAT 32 0CBOGOKIaBaAHE
Ha napTtujara, H3afeH OT KBanuduuupano ymmue no 3JIIIXM Ha €JICKTPOHEH HOCHUTEN HIIM IIO0
CJICKTPOHEH ITBT Ha NCKTPOHHATA IOLIa, II0COYEHa KATO aJpec 3a KOPECHOHIEHIHS, MIPHAPYXEH C
IPeBOJ HAa GBITapCKH €3HK OT (PUpPMa, CKITFOUMIIA JOroBop ¢ MHUHHCTEPCTBO Ha BRHIHUTE paboTH 3a
H3BBPIIBAHE Ha OQuIMATHY TpeBoaH. U36GpoennTe JOKYMEHTH ce NPEACTaBAT B CHOTBETHOTO 3BEHO,
OIPEAENECHO OT JIe4eOHOTO 3aBECHHE — BB3NOKHUTENL. IIpH cieaBamy DOCTAaBKH Ha JICKapCTBEHH
NIPOAYKTH OT ChINATa NapTUIA, CEPTUHKATHT HE Ce Mpe/ICTaBs.

(3) B ciyuyait Ha HeOGXOMHUMOCT OT clemHa nocraska, IEHEBHOTO 3ABEJIEHUE -
BBb3JIOKUTEJI nocousa u3pudHo B 3asBKaTa, 4e € HEOOXOMHMO Ia OBble M3BBpILIEHA CIIEIIHA
locTaBka. B TO3H ciydai, nocTaBkata ciemBa na 6hIe M3BBpuIEHA A0 6 Yaca OT [oJIyyaBaHe Ha
3ajBKaTa M 3a KONIMYECTBATA M OINAKOBKUTE (CHOOPA3HO KOHKPETHHTE JIEKapCTBEHH IPOIYKTH,
TIOCOYCHH B TCXHHYECKOTO NPEIOKEHHUE Ha H3IBIHUTENS), TOYHO ONPe/IeICHH B 3asBKATA.

(4) IBI'BJIHUTEJIAT ce 3anbmkasa, B cpox 10 1 paboTeH NeH, B Coy4auTe Mo al. 2 ¥ B
Cpok 1o 1 9ac, B clydauTe Ha ail. 3, Clie] MOTyJaBaHeTO Ha BCAKA 3as1BKa 3 YBEIOMU ITHCMEHO HIIH

o ¢axc JEYUEBHOTO 3ABEJEHUE — Bb3JIOKHUTEJ B Clly4yail 4e HEe MOXE Ja M3BBPILIH



JIOCTaBKa WJIM B CjIy4aH, 4e He MOXXE [la Cla3d CPOKBT 3a M3BBLPIIBAHE Ha JOCTAaBKAaTa, IpeJAMET Ha
KOHKpETHAaTa 3asBKa.

(5) KbpM narata Ha BCsKa JOCTaBKA, OCTAaTHYHMST CPOK Ha TOAHOCT Ha JIEKAPCTBEHHTE
OPOJYKTH, cieaBa Ja O6bae He nmo—Manbk otr 40 % /derHpuaecer Ha cTo/ OT OOSBEHHSA OT
IIPOU3BOTUTEITS.

(6) KeM narara Ha BesAKA JOCTaBKA OCTaTBYHMST CPOK HAa TOJHOCT HA GHONpPOIYKT HIH
Ouonono6eH IpoayKT, cile/Ba na Obae He mo—-Mansk oT 20 % /IBagecer Ha ¢TO/ OT OOSBEHHS OT
HOPOU3BOIUTEIIS.

(7) 3a xonmM4ecTBa JOCTaBeHH U3BBH 3asBKara 1o wi. 4, an.1, JEYUEBHOTO 3ABEJIEHUE
— BB3JIOKHUTEJI uama 3anbKeHAe 3a IUIAIAHE.

(8) B ciygaure mo uin. 10, ain. 7 ot JoroBopa, CpoKsT MO al. 2 U 3 3amo4sa 1a Teue OT JaTara

Ha nmucMeHoTo crriacue Ha JEYEBHOTO 3ABEJIEHHUE — BH3JIOKUTEJL

V. MSACTO HA JOCTABSIHE
Y. §. (1) 3a MsCTO Ha MOCTaBsiHE HAa CTOKUTE 110 TO3H JIOTOBOD C€ OIpENEIIs CICIHUS aapec:
rp. Ulymen, yn. ,,Bacun Anpunos” Ne:63, 6onauuna Anreka Ha »»KOMILJIEKCEH OHKOJIOTHYEH LEHThP-
HIymen” EOO/I.
(2) Puck®T OT cinyyalHOTO HOTHBaHE WM TIOBPEXIAHE Ha CTOKHTE HPEMHHABA BBHDPXY
JEYEBHOTO 3ABEAEHHME — Bb3JIOKHUTEJ oT MOMeHTa Ha IPHEMAHETO UM Ha MSCTOTO Ha

JOCTaBsHE C IpHEMaTEIIHO-TIpEaaBaTEJIEH IIPOTOKOJI.

VL. IATA HA TOCTABSIHE HA CTOKUTE
Y. 6. 3a nata Ha mOCTaBsiHe ce CuWTa JaTATa, HA KOSTO CTOKHTE €A HOCTABEHH 10 azpeca

TIOCOYEH B W 5, aJl. 1, IpH yCnoBHsATa Ha WIL. 9, ai. 2.

VII. 3ANBJIKEHUSI HA U3ITBJIHUTEJS

Yn. 7. ABITBJIHUTEJIAT ce 3ansimkasa:

1. Jla nmocraBM CTOKHTE B JOTOBOpEHHS Cpok ¥ ga ru npemage Ha JIEYEBHOTO
3ABEJIEHHUE - Bb3JIOXKHUTEJL

2. Jla ipenane CTOKMTe, IAKETHPAHH M MapKHPAaHU B CHOTBETHHS BHJl, KOJIMYECTBO B KAYECTBO
Ha MSCTOTO Ha IOCTaBsHE.

3. Ilpu moamucBaHeTO Ha IOTOBOPA Nia IPEACTABH:

a) TOKyMeHTH 1o ui. 112, ajn. 1 ot 3071,

6) rapaHnus 3a H3NMBIAHEHHE, B €aHa OT GopMuTe, onpenenenu B wi. 111, an. 5 ot 3011, cbe

CPOK Ha BalIMIAHOCT 60 JHH Cel H3THYaHe CPOKa Ha JOrOBOpa, KOSATO ce OCBOGOXKIAaBa B cpok 10 60



THHU clel U3NBIHEHHE Ha JOoroBopa. B ciyuali, ye BanMIHOCTTa Ha rapaHlUsTa H3THYa IIpEeau
norosopa aa 6pae u3nbiaHeH, U3ITBJIHUTEJAT ce 3anpmkaBa Aa yABIDKA CpOKa Ha BAJIMIHOCT Ha
rapaHiysATa ¢ TOJKOBa JHH, Taka 4Ye rapaHIMATa Ja IMOKpHBAa OYAaKBAaHUS CPOK 3a M3NbIHEHUE Ha
noropopa moc 60 nau. FapanuusaTa e B pa3mep Ha 3% ot croiiHocTTa Ha KoroBopa 6e3 UIC n
Bb3amu3a Ha 298, 11 neBa.

(4) la nocraBs jeKapCTBEHHM MPOIYKTH, KOMTO OTrOBapsAT Ha M3UCKBaHHATA Ha 3aKoHa 3a
JICKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeaunuHa (3JIIIXM) — na npurtexaBaT BaIMIHO pa3pelieHne
3a ynorpeba B cTpaHara, u3naneHo no pepa Ha 3JIIIXM wunu Permament (EO) Ne 726/ 2004 r. Ha
Esponelickus napnamedT u CoBeta /4i1. 23, an.1 xHa 3JITIXM/.

(5) Ma nmocraBs JEeKapCTBEHH NPOAYKTH, KOMTO ca BKIIOYeHH B IIpumoxenue Ne 2 Ha
ITo3uTHBHUS JIEKapCTBEH CITHCEHK.

(6) B cnyuaii, ue ce npaBu mbpBa JOCTaBKa IO JaqeHa DApTHAA Ha JEKapCTBEH IPOAYKT, Aa
npencraBs Ceprudukar 3a ocBoOoXHaBaHe Ha MApPTHIATa, U3aleH OT KBATMGHIMPAHO JHLE MO
3JIIIXM Ha eneKTpOHEH HOCHTE MM O eJEKTPOHEH ITbT Ha eNeKTPOHHATA IOMIA, OCOYEHA KATO
aJipec 3a KOPECIIOHICHIHS, IPUAPYKEH C IPEBOI HA OBITApCKH €3HK OT (pUpMa, CKITIOYHMIIA JOTOBOP C

MunucTepCcTBO Ha BHHINHATE paGoTH 3a U3BBPIIBaHE Ha OUIIHAIHY ITPEBOIH.

VIIL 3AIBJKEHUS HA JIEUEBHOTO 3ABEJEHUE - Bb3JIOKUTE.I
Y. 8. JEYEBHOTO 3ABEJIEHUE — BL3JIOKHUTEJI ce 3aam/mKaBa:
1. Jla mpueme mocTaBeHHTE B CPOK M HA MACTO CTOKH, CHOTBETCTBAINM [0 BHJI, KOTMYECTBO H
Ka4eCTBO Ha OMUCAHOTO B HACTOSIIUSA JOTOBOP.
2. Jla 3amuiati 10CTaBEHHTE CTOKH 110 Peia Ha WI. 3 OT HACTOSILHMS JOTOBOP.
3. Cren npuKIIOYBAaHE H3IBJIHEHHETO Ha JJOTOBOPA 11a OCBOGOIH TapaHIMsTa 32 H3MbIHEHHE,

Oe3 Aa IBJDKH JIMXBH 38 CPOKa, Ipe3 KOHTO CpeACTBaTa 3aKOHHO Ca IIPECTOSIIH Y HETO.

IX. IPUEMAHE U TIPEJABAHE HA CTOKHUTE
Y. 9. (1) IlpnemaneTo Ha CTOKHTE Ce M3BHPLIBA HA MACTOTO Ha JOCTABSHE IIOCOYEHO B UIL. 5,

am. 1.

(2) UBIBJIHUTEJISAT unu ynbiHOMOIIEH OT HETO MpeICTAaBHTEN M IPEACTABHTEN HA
JIEYEBHOTO 3ABEJAEHHUE - BDB3JOXHUTEJ mnoanucsar IIpueMaTeIHO-TIpeaaBaTeieH

ITPOTOKOJI, yIOCTOBEPSBAIL NOJIyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHIIUN ! CPOK HA TOJHOCT
Ya. 10. (1) Crokure, mpeaMeT Ha HACTOSINMS JOrOBOp, CNeaABa Oa OTrOBapiT Ha

HM3WCKBAHMATA HA WI. 7, all. 4 u 5.



(2) KeM natara Ha goCTanpkaTa, SCTaThYHUAT CPOK Ha FOJHOCT HA JIEKAPCTBEHUTE MPOIYKTH,
ciensa aa 6b1e He no—Mainbk oT 40 % /getupunecet Ha cT0/ OT OOSBEHHS OT HPOU3BOIUTEIIS.

(3) B ciyyait Ha focTaBKa Ha JEKapCTBEHHS MPOAYKT C IO — KpaThK OT JOTOBOPEHHS CPOK Ha
TOZHOCT, IBJDKMMAaTa HeycTolka Jja Ob/ie MpOMEHeHa, KaKTo ClIe/IBa:

ot 39,99% no 30% - 3 % BBpPXY CTOHHOCTTA Ha OCTaBKaTa;

oT 29,99% 1o 20% - 5 % BBpXy CTOHHOCTTA HA TOCTABKATA,;

ot 19,99% no 10% - 7 % BBpXY CTOMHOCTTa Ha JOCTaBKaTa,

nox 10% - 10 % BBpXy CTOHHOCTTA Ha JOCTaBKATA.

(4) OcTaThYHUAT CPOK HA TOTHOCT Ha OHOMPOAYKT /OMomono0eH MPOAYKT, CIeaBa 1a 6b1e He
no-maneKk oT 20 % /mBamecer Ha cro/ OT OOSBEHHs OT IPOM3BOJHMTENS KbM JaTaTa Ha BCAKa
JIOCTaBKa.

(5) B caysait ma npoctaBka Ha GHOIPOAYKT/OHONOZOGEH TPOAYKT C MO — KpPaTbK OT
AOTOBOPEHHS CPOK Ha FOJHOCT, Ab/DKUMaTa HEYCTOMKA € KAKTO CIIEBA;

oT 19,99% 1o 10% - 2 % BBpXy CTOMHOCTTA Ha JOCTABKaTa,

oT 9,99% 10 5 % - 4 % BBPXY CTOMHOCTTA HA JOCTABKATA;

nox 5% - 6 % BBPXy CTOMHOCTTa Ha JOCTAaBKATA.

(6) JEYEBHOTO 3ABEJAEHME — BB3JIOXKHUTEJ Moxe ma oTKaxe [IPUEMAHETO Ha
CTOKHTE, aKO B JICHS HAa TAXHOTO NPHCTUTAHE HIIL MpPHEMaHe OCTATHYHMS CPOK HA TORHOCT € IO —
MaJIbK OT onpefieneHus B wi. 10, an. 2. u an. 4 MUHHMMAaJIEH CPOK Ha FOTHOCT.

(7) MoctaBkara Ha eKapcTBEH MPOAYKT C OCTaThUeH CPOK Ha FOAHOCT MO-MaTBK oT 10 Ha cTo
OT OOSBEHMs OT IPOM3BOAMTENS U Ha GHONMPORYKT/GHOMOKOGEH OPOXYKT C OCTaThYeH CPOK Ha
TOJHOCT MO-MATBK OT 5 Ha CTO OT OOSBEHHS OT HPOM3BOAMTENS CE H3BBPIIBA CAMO C MHCMEHO
ceriacie Ha JIEYEBHOTO 3ABEJAEHHUE - BB3JIOXKHUTEJ 3a KOHKPETHO KOJIMYECTBO,
ONpeAeneHo ot Hero. be3 w3puuno mmcmeno cbriacue Ha JIEYEBHOTO 3ABEJAEHME -
BBb3JIOXKHUTEJI crokute HaMa 1a OBAAT 3allialaHH.

(8) Hckanero 3a mHMCMEHO CBIVIacHe, B Cly4anTe Ha al. 7, cleaBa Oa MOCTBIOH B
JEYEBHOTO 3ABEAEHME - Bb3JOKHUTEJI B cpok 110 1 (emuH) paboTeH ZeH OT IoyYyaBaHe
Ha 3asBKaTa.

(9) B cnyuanTe Ha cniemHu 10CTaBKH IOCOYEHUTE B al. 3 U all. 5 HEYCTOMKH He ce IpHIarar.

XI. OTTOBOPHOCT 3A HETOYHO M3II'BJIHEHUE. PEKJIAMALIIU
Ya. 11. (1) JEYEFHOTO 3ABEJIEHHUE - BB3JIOXKHUTEJ moxe na npesBsBa
pexnaMmaunu npeg U3IMMBJIHUTEJIS 3a:
a) KOJNMYECTBO M HEKOMIUIEKTHOCT Ha CTOKWTE WIM TEXHHYECKaTa JOKYMEHTAUHs (IBHH

HEJIOCTaThLIHN);



6) Ka4ecTBO (CKPHUTH HEAOCTATHIH):

- IIpH IOCTABSIHE HA CTOKHU HE OT JOTOBOPEHUSI BHJI, IOCOYEH B WII. 1;

- IIpY KOHCTaTHpaHe Ha 1e(EeKTH NpH ynoTpeda Ha CTOKHUTE.

(2) Pexnamanuu 3a sSBHH He#ocTaTblM Ha crokute ce mnpaeir ot JIEUEBHOTO
3ABEJAEHHME - Bb3JIOKHUTEJL B MOMeHTa Ha IpeiaBaHETO UM, 3a KOETO C€ ChCTaBs MPOTOKOIL,
IOAMHUCAH U OT IBETE CTpaHH.

(3) Pexnamamuu 3a CKpHUTH HENOCTaTBLH C€ IIPaBAT IIpe3 IEJNHs CPOK Ha TOMHOCT Ha
JOCTaBEHHUTE CTOKH, KaTO peKJaMalusiTa ce MpHIPYXKaBa 3adb/DKUTEIHO OT KOHCTATHBEH MPOTOKOJI,
u3laneH oT M3nbiaHuTenHaTa areHnus 3a JiekapcTeara.

(4) IEYEBHOTO 3ABEJIEHUE - BB3JIOXKHUTEJI e mibxHO 1a YBEJOMH ITHCMEHO
M3ITBJIHUTEJIA 3a ycranoBenute nedextn B S (met) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamanuute ce mocoypa HOMEPHT Ha JOrOBOPA, TOYHOTO KOJHYECTBO HA MOIYYEHHTE
CTOKM C TEXHHMs IIapTHAEH HOMEp, OCHOBAHHETO 3a peKjamalus M KOHKPETHOTO HCKaHe Ha
JIEYEBHOTO 3ABEJAEHUE - Bb3X0OKHUTEJL

(6) B 5 (mer) nHEBeH Cpok OT mosydaBane Ha peknamanuara, H3IMTbJIHUTEJISIT ciensa na
orroopd Ha JIEUEBHOTO 3ABEJEHME - BB3JIOKHUTEJ nucMeHo H KOHKPETHO M
IpHeMa peKIaManusITa Wk s OTXBBPIIS.

(7) lpn pexnamarus 3a sBHA HenoctaTein M3IMIBJIHHUTEJNAT e mrbxed B CpOK OT 2
pabOTHH [HU OT MOJy4YaBaHe Ha PEKJIAMallUsTa 33 CBOS CMETKA M PHUCK Ja JOCTABH HA MACTOTO Ha
AOCTaBAHE KOJMYIECTBOTO JIMICBAIM B IOCTABKATa / HEKOMIIJIEKTHH JIOTOBOPEHH CTOKH.

(8) Ilpu pexnamanus 3a CKpUTH HeZOCTaThUH, B ciydail ye USIIBJIHUTEJST e npuen
peknamanuiTa, CbIMAT € JUIbKeH B 10 (neceT) AHEBEH CpOK OT MOJIY4aBaHETO # 1a 3aMeHH
AOCTABEHUTE HEJOTOBOPEHH 10 BUA / N€(EKTHH CTOKHM 3a CBOS CMETKA M PHCK WM IO IpEIeHKa Ha
JEYEBHOTO 3ABEJAEHUE - BB3JIOKUTEJ na BBbpHE CBHOTBETHATa 4YacT OT 3ariaTeHaTa
LIEHA, BEIHO C IBJDKUMHTE JIMXBH.

(9) M360pbT Ha mOCOYEHHTE MO-TOPEe BB3MOXKHOCTH Ja Ce BBPHE CHOTBETHATA YACT OT
IUTaTEHOTO HJIM Ja €€ OOCTaBAT HOBH CTOKM npuHamiexd Ha JJEUEBHOTO 3ABEJIEHMUE -
BB3JIOKHUTEJ u ce ympaxHsBa oT Hero mox GopMara Ha MHCMEHO YBEIOMJIEHHE IO
M3ITBJIHUTEJISL, xato pa3xoouTe M pHCKOBETE IO HOBOTO J[JOCTAaBSHE Ca 3a CMETKa Ha
MN3ITBJIHUTEJISL.

(10) Crokure, mpeameT Ha pekitaManust ce cbxpanssar or JJEUEBHOTO 3ABEJIEHUE —

Bb3JIOKHUTEJI no ypexnane Ha pexjiaMalMuTe.

XIL. DTIrO30PHOCT TP HEN3NI'bJIHEHUE



Y. 12. (1) 3a Heu3NbIHEHUE Ha 3aB/DKEHHATA CH IO HACTOSIIIUS JOTOBOP C U3KIIIOYCHHE HA
Te3u mo wi. 10, an. 2 u an. 4, ASIIBJIHUTEJISIT npmku Heycroiika B pasmep Ha 0.5 % Ha geH
BBPXY CTOMHOCTTA Ha KOHKpEeTHaTa 3asiBKa, H0 He roBede oT 10 % (mecer mpoleHTa) OT CTOHHOCTTA
Ha KOHKpETHATa 3asBKa, KakTo ¥ 00e3IIeTeHHE 3a MPETHhPIICHUTE NCHCTBUTEIHN BPEIH B CIyYauTe,
KOraro Te HaJaXBBpJIAT JOTOBOpeHaTa HeycToiika. B ciywaute mo wi. 4, an. 3, mocodyeHaTra B
MPEIXOAHOTO U3PEYECHUE HeyCcToMKa B pazmep Ha 0.5 % ce HauucIsiBa 3a BCEKH Yac IPOCPOUHE, HO HE
nosede oT 10 % (meceT mporeHTa) OT CTOMHOCTTA Ha KOHKpPETHATA 3asBKa, KAKTO U OOE3ILETEHHE 3a
NPETHPIICHUTE ICHCTBUTEIHU BPEIU B CIIy4anTe, KOraTo T€ HaAXBBPJIAT JOTOBOPEHATa HEYCTOMKA.

(2) Korato mpu Hanuuue Ha pexnamarun, ASITBJIHUTEJIAT He H3IBIHM 3a0bDKEHUSTA CH
1o paznen XI oT HacToAmMs JOroBOp B Cpok, comusaT abku Ha IEUEBHOTO 3ABEJEHMUE-
Bb3JIOJKUTEJL neycroiika B pasmep Ha 2 % OT UeHaTa HA CTOKHTE, 33 KOHTO Ca HAIpPAaBEHH
peKJIaMaIiuTe.

(3) JIEHEBHOTO 3ABEJEHHUE - BL.3JIOKUTEJ ynoeneTBopsBa MpETEHIMHTE CH
OTHOCHO HEH3NBJIHCHHETO Ha JIOroBOpa, KakTO M 3a 3allIalllaHe Ha HEYCTOMKHMTE OT CTpaHa Ha
U3ITbJIHUTEJISI xato 3anbpka rapaHimsita 3a M3IBIHEHHE MO Wi 7, am. 3, GykBa “6” oT
AOTOBOpA, KaTo IpeanpueMa AEHCTBHS 3a HEHHOTO YCBOsiBaHe. B ciyuaif, 4e cToifHOCTTa Ha
TapaHnuATa 32 U3MBJIHCHME HE MOKpHBAa BCHYKH AbKUMH oT U3IIBJIHUTEJIS Heycroiikw,
JEYEBHOTO 3ABEJAEHHUE - BB3JOXHUTEJ npuxsama IsKAMHTE CYMH OT HacpemiHH
mnamanusg keM U3ITBJIHUTEJISA.

(4) Ilpu Tpu meTH BUHOBHa 3aGaa Ha M3ITBJIHUTEJIS, IPOAB/DKUIIA € IIOBEYE OT
TIOJIOBHHATA OT CPOKa 3a M3NBJIHCHHE Ha CBOTBETHOTO 3aJb/DKEHHE, B PAMKATE Ha TPH Mecela
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOXUTEJI uma MpaBo 1a MPEKPaTH JOr0BOpa €IHOCTPAHHO
¢ 15-aueBHO npenu3BecTHe.

(5 JEYEBHOTO 3ABEJAEHHME - BB3JOXUTEJ uma IpaBO Ja NpeKpaTa
€IHOCTPaHHO ¥ 0e3 Mpeu3BECTHE HACTOSLIAS JOTOBOP B CIIydail Ha CHCTEMHO HETOYHO H3ITbIHEHHE
Ha 3anbiokenusTa or U3ITbJIHATEJISA u npenssesu moBeve OT TpH peKIaMaIlK B PAMKATE Ha TpH
mecena oT JEHEBHOTO 3ABEJIEHHME - Bb3JIOKHUTEJI 1o pena Ha riasa XL

(6) B cnyyai, ye no otsotenue Ha U3MIBJIHUTEJIS HacThIAT 06CTOSTENCTBATA IO L. 54,
an. 1, u wn 55, ar. 1 or 3akoHa 3a O6HIECTBEHMTE nopeukd, JEYHEBHOTO 3ABEJIEHMUE-
Bb3JIOKUTEJI nMa mpaBo ja NpekpaTH €IHOCTPAHHO HACTOSIIUS JIOTOBOp, 0€3 MHCMEHO

HpeIU3BECTHE H G€3 1a ABIDKU HEYCTOMUKH.

XIII. ®OPCMAKOPHH OBCTOSTEJICTBA
Ya. 13 (1) CtpanuTe N0 HACTOSIIHS JOrOBOP HE IBIDKAT OG€3MIETEHNE 3a IOHECEHH BPEIU U

3ary614, aKoO MOCJIICAHUTE Ca MPUYUHEHH B PE3yJITaT HA HEIIPEOJO0JIMMA CHJIa.



(2) Axo cTpaHaTa, KOATO € CIIEABATIO Jla U3IM'BJIHH CBOE 3aJb/DKEHHE IO JOroBopa € Ouia B
3abaBa, TS HE MOJKE JIa Ce I030BaBa Ha HENpeo 0 IuMa CHIa.

(3 “Hempeomonnma cuna” mo CMHCHJIa Ha TO3U JOTOBOP € HEMPENBHICHO W/WIH
HENPEeNOTBPaTUMO CEOUTHE OT U3BBHPEICH XapaKTep, BE3HUKHAJIO CIIe]] CKIIIOYBAHETO Ha JIOTOBOpa.

(4) Crpanara, 3acersaTa oT HEIPEOAOINMA CHJIA, € IUTHKHA Jla IIpeIIpHeMe BCHUKH AeHCTBUS
C Tpkara Ha J0OBp CTONAHMH, 32 a HaMajlH 10 MUHUMYM ITIOHECEHHUTE BPEAM M 3arydu, KakTo M Ja
YBEIOMH IIMCMEHO JpyraTa cTpaHa B 7-JHEBEH CPOK OT HAaCTHIIBAHETO HA HEMPEOJ0JIMMaTa CHIIA.
Ilpn HeyBenoMsBaHE B HOCOYCHHS B IPENXOJHOTO HM3PEYEHHE CPOK C€ IBIDKH OOe3IEeTEeHHE 3a
HaCTBIMJIUTE OT TOBa Bpeau. Hempeonmonumara cuia ce noka3zBa OT 3acerHaTaTra CTpaHa ChC
cepridukar 3a GopcMaxop, U3NaJEH IO CHOTBETEHS PEX OT KOMIIETEHTHHs OpPraH B AbpXapaTa, B
KOSITO Ca HACTBINIH (POPCMaXKOPHUTE 0OCTOSTENCTBA.

(5) Mokaro Tpae HenpeogoNMMAaTa CHJIa, H3IIBIHEHHETO Ha 3aIbJDKEHHATA M CBBP3aHHATE C TAIX
HACPEIIHH 3aABIDKEHHS Ce CITHpA.

(6) He npencrapnssa “Henpeononusia Ciila” CHOMTHE, MPHIMHEHO MO HEGPEKHOCT I ype3
YMHILIEHO NEHCTBHE HA HAKOS OT CTPAHMTE MM TEXHH NPEICTABUTENH H/HIH CIYXHTENH, KAaKTO U
Henocrura Ha mapHyHuM cpeactsa Ha M3ITBJIHUTEJS u JEYEBHOTO 3ABEJAEHHUE -
BB3JIOXKUTEJL

XIV. CIIOPOBE

Yr.14. (1) Br3uukHamuTe pe3 BpeMeTpacHeTo Ha JI0roBOpa CIIOPOBE H pa3HOITIacHsl MEXIY
CTpaHHTE C€ pelaBaT 4Ype3 NperoBopd Mexay TaxX. IlocTurHature mOroBopeHoCTH ce 0QOpMAT B
nucMeHa popMa | ce MpeBPhINAT B Hepas/ieliHa 9acT OT JOrOBOpa.

(2) B cinyvyadi Ha HemocTHraHe Ha JIOTOBOPEHOCT IO MPEIXOMHHS WIEH, BCHYKH CIIOpOBE,
TIOPOACHU OT TO3H JOrOBOP HIIM OTHACAILM € [0 20, BKIIOYUTEIHO CIIOPOBETE, IIOPOAEHU OT HITH
OTHAaCALIM C€ N0 HErOBOTO TBHIKYBaHe, HEACHCTBHTEIHOCT, HEH3NbIHCHHE MM NPEKPATABAHE IIE
Obaar paspemaBany ciopes GbIrapcKuTe MaTePUAIHM H MPOLECYATHH 3aKOHH OT KOMITETEHTHHS ChI

o pena Ha I'TIK.

XV. CbOBUHIEHUA
Ya. 15. (1) Benuku chOOIIEHHST MEXIY CTpaHHTE, CBHP3aHM C H3IOBIHCHHETO Ha TO3H
JOTOBOp €a BAIUIHHU, aKO Ca HANpPaBeHH B MHCMeHa GopMa U ca MOAMKCAHU OT YIIBIHOMOILEHUTE
npencrasuread Ha U3ITBJIHUTEJIS win JEYEBHOTO 3ABEJEHHUE — BH3JIOXKUTEJL.
(2) 3a para Ha cHOOIIEHHMETO CE CMsATa:
v Jatarta Ha IPeJaBaHeTO — NP PHYHG NpelaBaHe Ha CHOOLIECHUETO;

v JlaTaTa Ha IOIIEHCKOTO KieiMo Ha oOpaTHaTa pa3mucKa — MPH H3MpallaHe 1o MoIaTa;



v JlaTaTa Ha IIPUEMaHeTo — NP M3mpaniaHe 1o ¢akc uin e-mail.
(3) 3a BamuaHM azpecu 3a IpUeMaHe Ha CHOOIICHHS W GAHKOBH CMETKH, CBBP3aHH C

HaCTOAIUs AOTOBOP CC CMATAT:

3A UBNBJIHUTEJIA: 3A JIEYEBHOTO 3ABEJJEHUE- Bb3JIOKUTEJIL:
»HdAHCOH BI™” OO/] AJipec 3a KOpeCTTOHACHITUS

rp. Pagomup, yn. ,,Oten Ilancnit Ne 26”  rp. Illymen, yn. "Bacun Anpunos” Ne: 63

ren: 624519 350 Ten.: 054/ 800 832

Daxc: ng‘g\%cﬂ Paxc: 054/800 313

bankoBa cMeTka e-mail: office(@oncocenter.com;

BaHKa:HiM. 1X 1 Y A oy 7Y b (L apteka@oncocenter.com

BANDEUF UV R 53152 2341862
Bic: LNCE DG SE

(4) Tlpu npomsia Ha IOCOYEHHS 10 an. 3 anpec WM GaHKOBA CMETKA CHOTBETHATA CTPAHA €

JJIbXXHa Ja YBEOOMHM Apyrara B TPHIHEBEH CPOK OT IpOMIHATA.

XVL IPYT'U YCJIIOBUSA
Ya. 16. (1) IIpapara 1 3aKbIKEHHATA 10 HACTOSIIMS JOTOBOP HE MOTaT Ja C€ MPEeXBHPIIAT
CIHOCTPAaHHO HA TPETH JHMHA U MOAOOHM aKTOBE HE MOPaKIAT NPaBHO AEHCTBHE Ge3 MHCMEHOTO
CBIIIaCHe HA pyraTa CTpaHa, OCBEH B Clly4auTe Ha obe3nedaBaHe (rapaHTHpPAaHE) Ha 3a[BDKECHHUS 110
OaHKOBH KPEIMTH.
(2) 3a HeypenenuTe BBIPOCH B HACTOSIIHS JIOFOBOP Ce npuiara JeHcTBamoTo OBarapcko

3aKOHOOATEJICTBO.

XVIIL IIOAU3ITbJIHUTEJIN
(nPUROICUMO CaMO 6 cryyaume, 8 KOUmMO U3BPAHUS 3G USHBIHUMEN YHACKHUK € NOCOYU, e
uje no136a NOOUINBIHUMEN Y, NPU CKIIOYBAHE HA PAMKOBOMO CROpA3yMeHuUe)

Y. 17. (1) HOAUSIIBJIHUATEIIUTE Tps6Ba na oTroBapsT Ha CHOTBETHHTE KpUTEpHH 3a
noadop ¢s00pasHO BHIA M JeNa OT NOPHYKATa, KOMTO INe M3NBIHABAT, M 3a TAX Ja He ca HaTHIe
OCHOBaHHs 32 OTCTPAHABAHE OT NPOUEAypaTa.

2) JJEYUEBHOTO 3ABEAEHHUE - BB3JOXHUTEJ wusuckea 3amsHa Ha
NNOAUITBJIIHUTEL, koiTO He OTrOBaps HA YCIOBHATA IO ai.l.

(3) Koraro yacrra ot moppukara, kosto ce usnbiaasa or HOJAU3IIBJIHUTEJ, moxe na
6bae npenanena xaro oraene o6ext Ha U3MNBJIHUTEJISA i va JEUEBHOTO 3ABEJEHUE
- Bb3JIOKUTEJI, nocieuus 3amaiia Bp3HarpaxeHue 3a tasu yacT Ha O3 bJIHUTEJISL



(4) Pasmnamanmara mo am. 3 ce OCHINECTBSBAT BH3 OCHOBA Ha HCKaHEe, OTIpPaBEHO OT
HNOMM3IBJHUTEISL 1o JEYEBHOTO SABEJEHUE - BB3JIOXUTEI upes
M3ITBbJIHUTEJISL, xoitto € mrbxeH ga ro IPEIOCTaBH Ha BB3JIOXHUTENA B 15-IHEBEH CpoK OT
IOJIy4aBaHETO My.

(5) KoM mckanero mo an. 3 U3NBJIHUTEJSIT IIPEIOCTaBsl CTAHOBHUIIE, OT KOETO Ha €
BUJIHO Jajiy OCIOpPBa IUTAIAHMATA WIH YaCT OT TAX KaTO HEIBIKHMH.

(6) IEYEBHOTO 3ABEJEHHUE — BB3JOXUTEJ uma [IpaBO Jla OTKaX€ IUTallaHe MO
all. 3, Koraro I/ICKaI‘{eTO 3a IUIallaHe € OCIIOpPEHO, 10 MOMEHTa Ha OTCTpaHsBaHe Ha IPHYAHATA 3a
OTKa3a.

(7) HesaBucumo ot usnonssanero Ha [NOOM3ITBJIHUTEIIN OTTOBOPHOCTTA 32 H3IIBIHEHUE

Ha orosopa € Ha U3ITBJIHUTEJIAL.

XVIIIL 3BAKJIIOYUTEJIHA PA3IIOPEABU
Y. 18. (1) IIpu ceeTaBsHeTO Ha HACTOAIMS ZOTOBOD CE NPEJCTaBHXa CICIHHUTE JOKYMCHTH:
HoxymenTn 1o wi. 112 or 30IT;

v
v Hexnapanus no . 55, ain. 6 ot 3JITIXM (xorato e mpuioKHUMO);
v ["apanmus 3a usnsiaenue;

v

Texnugecko u LleHoBo npemioxkenue, HEpa3JieNIHa 9acT OT JOTOBOpa;

v Hexnapauuu no 3MUITL.

(2) Hactosmusr moroeop ce cucraru B ABa €AHOOOPAa3HH eK3eMILIIpa Ha 6Lnrapcr<u €3HK —
envH 3a UBITBJIHUTESA u enun 3a JEYEBHOTO 3ABEJIEHME — BTBJIO)KI/ITEJI
JIEYEBHO 3ABEJIE]

/n-p Cuiien Apraynos

/ Vrpasares / 3aJmt1eHo OCHOBaHHe Ha
41.36a, an.3 or 3OH
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TEXHUYECKO U LEHOBO NPEANTOXEHUE

.| AHatomo-{ MexayHap Masapk
TepanesT| 0AHO a EA ueHa 3a | EA ueHa 33 |croiinoct
UYeH Ko | HenaTeHTH /mg, Heob6xopg|Kna eauHnLUa eaAvHMLA |ua
/ATC- o HauyuH Ha tabl., |3a6en| um 6pon | cup mapka 6e3 | mApka c |gorosopa |V 3% 8 ne.
Koa/ | HaumeHoB NpUNoXKeHue ml./ | exxka| mapku |aHe Y4yacTHuUuM nnc anc 6e3 A0C |6e3 4AC
LO1XEO3 |Erlotinib nepopanHa TBbpga |mg 216000 1|AAHCOH Bl 00[, 0,046005 0,055206 9937,08 298,11
9937,08 298,11




