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norosop M- 184/20

3A TOCTABKA HA JIEKAPCTBEHH INIPOJIYKTH

R AN WAl 2020 r., B rp. lllymen, Mmexay:

1.,,Komnnexcen onkonorunyden neHtvp — Llymen™ EQOO/, ¢ anpec: rp. Hlymen, yn.”Bacun
Anpuno” Ne:63, EMK: 127521758, npenctasmsibano ot a-p Ceunen Credanos ApHayaos,
HapH4aHO Mo-101y 3a kpatkocT ,, JJEHEBHO 3ABEJJEHHUE - BbB3JIOXKUTEJL” ot eana crpana

H

2. ,JJJAHCOH BI'” OOJ, ckc cemanmuie U aapec Ha ynpasienue: rp. Pazomup, ya. ,,Oren
[Tancuit Ne 26” EWK 203612570, npeacrasnsisaHo ot Credan ['eoprues Boxunos — Yupasuren,
HapH4yaHo Mmo-Aony 3a KpaTkocT , MU3IIBJIHUTEJ” ot apyra cTpana,

Ha ocHoBaHue 4. 112 oT 3akoHa 3a obmecTBenute nopsuku (3OIT), BLEB BpL3Ka € MPOBEJIEH
BETPCIIEH KOHKYpeHTeH u3bop/nonsiHeHa odepra mo PamkoBo cnopazymennme Ne: PJI-11-

270/24.06.20 ce cKIIOYM HACTOSIIHUA JOTOBOP 34 CEJHOTO:

I. MIPEAMET H CPOK HA JOI'OBOPA
Y 1 (1) JEYEBHO 3ABEJEHME - Bb3JIOKHTEJ Br3nara, a H3INTbJHHTEJIAT

CC 3a/IbJIZKaBa [a U3BBPINH JOCTABKA HA CIICHHTE J€KAPCTBEHH IIPOOYKTH:

O6ocobena nmosunns Ne 1
Anaromo- Me:xkaynapoan Haunn Ha M
TepaneBTHYEH KOJ | 0 HelMaTeHTHO | MPHI0KEHHE sipKa KosinuecTBo
/ATC-xoa/ HanMenoBanue /INN/ /mg,
tabl., ml.
u ap./
L01XE02 Gefitinib nepopajiHa TBbpaa mg 180000

(2) HOFOBOP‘BT BJIM3a B CHIIa OT JaTaTa Ha NOAINMHCBAHETO MY OT ABETC CTPaHH H € CBC CPOK

o0 31.12.2021 r.



II. HEHM U OBIIIA CTOHHOCT HA JOCTABKHUTE 11O J1OTOBOPA

Yn. 2. (1) llenata Ha cToKHTe N0 Wil e CBUIACHO UEHOBO MPENIOKEHUE Ha
H3ITBJIHUTEJIS, nepaznensa yact oT JIOroBopa.

(2) Llenara Bia0YBa CTOHHOCTTA Ha CTOKATA, ONAKOBKA, 3aCTPaxOBKA M TPAHCIOPT 10
JEYEBHOTO 3ABEJEHHUE - BB3JIOXKUTEJ npun MHHHMAIEH CPOK Ha TOJHOCT He MO-
kpaTek OT 40 % oT 00ABEHHS OT MPOU3BOANTENS 3a JEKAPCTBEHHTE MPORYKTH HIIH HE MMO-KPATBK OT
20 % or ofsBeHHs OT TpPOH3BOAUTENS 3a OHOMPOAYKTHTE HIM OHONOZOOHMTE IPOIYKTH.
MUHUMATHHAT CPOK Ha TOAHOCT C€ ONpedens KbM JATATA HA BCAKA JOCTABKA HA JIEKAPCTBEH
MPOAYKT.

(3) Obmara crofiHOCT Ha JOCTaBKHTE Mo porosopa € a0 13 391,10 (TpunameceT Xunaau
TPUCTA OEBETJAECCT M €IMH NeBa M JeceT CTOTHHKM) neBa Oe3 Bkmouen JIJIC n mo 16 069,32
(urecTHajeceT XHIAOM IIECTAECET M JEBET JIEBA W TPHAECET M JIEBET CTOTHHKM) JI€BA ¢ BKIIOUEH
JJC.

(4) Llenata mo noroeopa ¢ Qukcupana, He MOTEXH Ha [IPOMSAHA 3a CPOKa Ha AeciicTBHE Ha
JI0roBoOpa, ocBeH B ciydauTe Ha 116 ot 3011

(5) B cayuaii, ge mpe3 BpeMeTO Ha ACHCTBHE HAa CLOTBETHHUS JOTOBOP CTOMHOCTTA, KOSTO
CJIe/iBa a ce 3amalla ¢ NyOaMYHM ¢peJCTBA Ha JIEKapCTBEHHU NMPOAYKTH OT IL03UTUBHHSA JIEKAPCTBEH
CIIMCBK CTaHE II0-HHCKA OT JOTOBOPEHATa, JIcUeDOHOTO 3aBEJCHHE — BB3JIOKHTEN Oe3yCI0BHO
3anaiia 1eKapCcTBEHHTE MMPOAYKTH Ha MO-HHCKATA CTOHHOCT, CYMTAHO OT:

- Jlarata Ha BJH3aHE B CHJIa Ha pelleHHeTo Ha HauuoHaaHuda CcHBET N0 LIEHH H
penMOypcupane Ha nekapetsennte npoaykti ( HCIIPJIIT);

- JaraTa Ha akTyainH3anusTa Ha IT03MTHBHHS JIeKapCcTBEH CIHCEHK IO pefa Ha um. 57, an. 1
oT Hapenbara 3a ycnoBHATa, IIpaBHNaTa M pela 3a peryjiMpaHe M PEerucTpMpaHe Ha LEHHTE Ha
nekapcreennte npoayktu (HYIIPPPLIJIID) 3a nekapcreenuTe npojykTH ¢ HamajleHa CTOMHOCT 3a
OMNaKOBKa, H34HCIeHa Ha 6aza pedepeHTHa CTOHHOCT.

B ciny4yaute mo npeaxogHoTo H3peueHHe, CTOHHOCTTA CE ONpEOeNss KbBM MOMEHTa Ha

J0CTaBKaTa (HOJII'IHCBaHC Ha IIpHCMO-IIPEJaBaTelleH HpOTOKOJ'I).

III. YCJIOBHUSI © HAYHH HA IVIAITAHE
Yn. 3 (1) [InamaneTo Mo HacTOSMIIMA JOTOBOP €& OCBILUECTBABA upe3 OAaHKOB NMPEBOA OT
ctpaa Ha IEUEBHO 3ABE/IEHHUE — BB3JIOXKHUTEJI o nocouenara B wi. 15, an. 3 baHkoBa
cmerka Ha H3IThJIHHTEJIA.



(2) 3annamaHeTo Ha CTOKMTE IO JOTOBOpa CE H3BBLPIIBA OTJIOKEHO B Cpok j0 60
/mecTneceTus/ NeH, crieJ| peICTABIHE HA CIEJIHUTE JOKYMEHTH:

1. HoctaBna dakTypa, cbeTaBeHa ¢briacHo uzucksanusta Ha 3JJIC u IIT3]]JIC;

2. ITpueMatenHo-npeaaBaTeid TPOTOKOIIH;

(3) B cnyuaif, ye mocodeHuTe B WI. 3, al. 2 JOKYMEHTH Ca HEPEAOBHH WIM He ca
KomIuleKToBaHH, ceumTe ce BpbwiaT Ha UBIIBJIHUTEJIS ¢ npueMatenHo — mpenaBaTeicH
NPOTOKOJ 33 H3mpaesiHe Ha HepejaHocTHTe, CpoKBT Mo wi.3, ajn. 2. 3amoyea Ja Tedye OT J4aTara Ha
NPEJCTABAHETO Ha TOCIECIHNA H3IHCKYEM C€ JOKYMEHT.

(4) llpu daxTypupane Ha 3asiBeHHTE KOJHYECTBA JIEKAPCTBEHH MPOAYKTH, MO BCAKA OTAETHA
3asBKa, lICHaTa Ha OIAaKOBKAa HE ClIe/iBa Jla HaJBHIIaBa onpejenieHata B TTO3HTHBHHA J€KapcTBEH
coucek- [lpunoxenne Ne 2, pedepeHTHa cTOHHOCT Ha OMAKOBKa 3a CHLOTBETHHS JICKAPCTBCH
npoiykr. B ciyyali Ha M3unucnsBaHe Ha CTOHHOCT IO-BHCOKa OT pedepeHTHaTa CTOHHOCT Ha
OIAaKOBKa 3a CHOTBETHHS JIEKAPCTBEH TPOAYKT, CTOHHOCTTA C& HAMaIABa W 3aIiama 0 CTOHHOCTTa

Ha OIAKOBKa onpenesneHa B | [o3UTHBHHA NeKapcTBeH CTHCHK- [Tpunoxenne Ne 2,

IV. CPOK HA JOCTABSHHE

Yn. 4 (1) JEHEBHOTO 3ABEJAEHHE - BBb3JIOAKHTEJL 3aseiBa HeoOxXoaumuTe My
KonuuecTBa ¢ mucMena 3aseka 10 U3ITbJIHUTEJIA. 3asekara ce BpbUYRa JIMYHO CPEILY MOAMHC HA
U3ITBJIHHUTES une ynbIHOMOIIEHO OT HETO JIMLE HIIM CE M3NPAINd ¢ NPEeHOpbYdHO ITHCMO €
obpaTHa pa3nucKa, no (PpaKe WK Mo eIEKTPOHEH BT,

(2) Beska otnenna mocraeka, cnejBa fa Obje NOCTaBeHA B CPOK HO 7 KATEHJAPHH JHH CHe]
nonay4yaBaHe Ha 3aspkaTa oT JIEUEBHOTO 3ABEJIEHUE - BB3JIOXKHUTEJI u 3a konHuecTBarta
H onakoBkuTe {choOpa3HO KOHKPETHMTE IJI€KApCTBEHH IIPOAYKTH, MOCOUYEHH B TEXHHUECKOTO
NpeNIOKEHHE Ha W3NBIHUTENS), TOUYHO ONpeleNieHH B 3asBKaTa. B ciyvaH, 4e ce npaBH mepsa
JIOCTAaBKA OT JajleHa MapTHAa Ha JeKapcTBeH MNpoAyKT, ce mpeacrass Ceprudukar 3a
oceoDOX/laBaHe Ha NapTHAara, u3naleH ot keanuwpuuupano nuue no 3JIIIXM Ha enextpoHeH
HOCHTEN WIM TO eNeKTPOHeH BT Ha eNIeKTpOHHAaTa IIollla, IOcOoYeHa KaTto ajpec 3a
KOPECTIORIEHIMA, TPUJIPYKEH C IIpeBod Ha OBIrapcku e3uk oT (upma, CKAMHIA JOTOBOP €
MUHHMCTEPCTBO Ha BBHIUHHTE paloTH 3a M3BBpIIBaHe Ha odHUMaNHM pepoau. Mibpoenute
JIOKYMEHTH C€ TMpPEICTaBAT B CHLOTBETHOTO 3BEHO, OMNpEACIeHO OT JIeYeOHOTO 3apelleHHe —
Bb3tokHTen. [IpH cleoBammM JOCTAaBKM Ha JIEKapCTBEHH IMIPOAYKTH OT Chllara TapTHIa,

cepTUdHKATET He Ce NIPEJICTABS.



(3) B cnyuait Ha HeobxogumocT oT cnewna Jocraeka, JIEHEBHOTO 3ABEJAEHUE -
BB3JIOKHUTEJI nocoysa u3pdyYHO B 3asgBKara, de ¢ HeoOXoaumMmo jga ObAe M3BBpIIEHA CTEIHA
JoctaBka. B To3um cnywail, noctaBkara criesiBa a ObJe H3BBpUIEHA 0 6 4Haca OT NONy4apaHe Ha
3agBKaTa M 33 KOJNIHYECTBATA H ONAKOBKHTE (CHOOpa3HO KOHKPETHUTE NEeKapCTBEHH MPOJYKTH,
IIOCOYEHH B TEXHUYECKOTO NPENTIONEHHE Ha W3ITBIHHTENN ), TOYHO ONPE/IENIEHH B 3asBKATA.

(4) H3ITBJHHUTEJSAT ce 3aawmkara, B cpok a0 1 paGoTeH AeH, B CAy4YawTe Mo ajl. 2 H B
CpoK 70 | dac, B cTy4aHTe Ha an. 3, cie/l [OJIy4aBaHeTO Ha BCSAKA 3asBKA /14 YBEJOMH MHCMEHO WITH
no ¢axc JEYEBHOTO 3ABEJAEHHUE — BB3JTOXKUTEJ B cnyvaii ye He MOXe [la K3BBPILH
JOCTaBKa MJIH B cly4al, ye He MOXXe Ja CIIa3h CPOKBT 33 W3BLPIIBAHE HA JOCTABKATA, MPEMET Ha
KOHKDPETHATA 3adBKa.

(5) KeM Jjarara Ha Bcsika JTOCTAaBKa, OCTATHYHHAT CPOK HA TOOHOCT HA JIEKAPCTBCHHTE
IPOAYKTH, cileaBa na Obae He mo--Manbk ot 40 % /dermpmaecer Ha cro/ OT OBABEHHA OT
IPOH3BOIUTENS,

(6) KiM paTata Ha Beska J0CTaBKa OCTATBHYHHAT CPOK HA TOJHOCT HAa OGHMONPOAYKT WITH
Ouononoben NpoayKT, cieapa Aa 6wvae He no—Manwsk ot 20 % /aBagecer Ha cro/ oT 0OABCHHA OT
TPOH3BO AU TEIIS.

(7) 3a KonMyeCcTBA IOCTAaBeHH M3BBH 3asBKaTta 1o 4i. 4, an.l, JEYEBHOTO 3ABE/IEHHE
— BBb3JIOKHUTEJ usima 3aasmkeHne 3a namuiage.

(8) B cnyyaure no un. 10, an. 7 ot goroeopa, cpoksT 110 al. 2 ¥ 3 3ano4sa Ja Te4ye OT AaraTa

Ha nmucMerHoTo cernacue Ha IEUEBHOTO 3ABEJAEHUE — BB3J10OXKHTEJL

V. MSACTO HA JOCTABSAHE
Yan. 5. (1) 3a MAcTO Ha JOCTaBsIHE HA CTOKHTE 110 TO3M JIOCOBOP C€ ONpeAess CAeqHHs aapec:
rp. llymen, ya. ,Bacun Anpumoe” Ne:63, Gonnuuna Anteka Ha ,,KoMmnekceH oHkonoruued
neHtsp-Llymen” EOO/L.
(2) Puckwpr OT CcnyyaHHOTO MOTHBAHE WM TOBPEXKAAHE HAa CTOKHTE MPEMHHAaBa BBPXY
JEYESBHOTO 3ABEJAEHHE — Bh3JJOMKHTEJI ot MOMEHTa Ha IPHEMAHETO UM HA MSCTOTO Ha

JOCTaBdHe C pUeMare/IHo-npejiagareJieH IIpoTOKOJL.

VI. IATA HA 1OCTABAHE HA CTOKHTE
Ya. 6. 3a jaTa Ha OOCTaBAHE CE CUMTA /aTaTa, Ha KOATO CTOKHTE Ca JOCTaBeHH 0 aapeca

MOCOYEH B WI. 5, al. 1, mpH ycnoBHATa Ha w1, 9, ai, 2.

VIIL . 3AABJKEHHSA HA N3ITBJHHTEJIA



Ya. 7. HANBJIHHUTEJAT ce 3aabixkaga:

1. Jla nmocraB# CTOKHTE B JOTOBOpEHHs cpoK M nma rd npedage Ha JEYEBHOTO
3ABEJEHHE - BB3JIOXKHTEL.

2. Jla npejaje CTOKUTE, MakeTUpaHH W MapKHUpaHH B CHOTBETHHS BHI, KOJHYECTBO H
Ka4ecTBO Ha MACTOTO Ha JI0CTABAHE.

3. Ilpy noanucRaHETO Ha JOrOBOpA J1a IPeICTABH:

a) qokymeHnTu no wi. 112, an. 1 ot 3011

©) rapaHuMs 3a U3NBIHCHHE, B eQHA oT dopmuTe, onpenenenyd B wi. 111, an. 5 ot 3011, ce
CPOK Ha BalMAHOCT 60 IHH cle] H3THYaHE CPOKa Ha JOroBopa, KOATO ce 0CBOOMK/IaBa B CpoK 40 60
OHH CJIE[, W3IIbJIHEHWE Ha Joroeopa. B cnywail, e BanuIHOCTTa Ha rapaHIUATa M3THYA IIPEIM
aoroeopa aa Obvae usnbiadeH, U3ITbJIHUTEJAT ce 3anbipkasa 1a yBIDKH CPOKA Ha BATHIHOCT
Ha rapaHUHATA C TOJIKOBA JHH, TaKa 4e rapaHidsTa Ja MOKPHBAa 0YaKBaHHWA CPOK 3a H3IIBIHEHHE Ha
Aoropopa nioc 60 auu. FapanuunsaTa e B pazmep Ha 3% oT croiinocrra Ha gorosopa 6e3 JJC u
Bb3aH3a Ha 401,73 nesa.

(4) Ma nocraBsd nekapcTBeHH NPOAYKTH, KOHTO OTIOBapAT Ha M3MCKBAaHMATA Ha 3aKOHa 3a
NEKapCTBEHHTE IPOAYKTH B XyManHara wMejuuuHa (3JHIXM) — nma mputekaBaT BaluaHO
paspeuienue 3a ynotpeba B crpaHarta, u3ganeto no peaa Ha 3JIIIXM wnu Pernament (EQ) Ne 726/
2004 r. na EBponeiickus mapaament u Cheeta /4n. 23, an.1 ma 3JIIIXM/.

(5) Ma noctaps neKkapcTBeHM MPOAYKTH, KOMTO ca BKmMoYeHH B llpunoxenne Ne 2 nHa
[lo3UTHBHUS JleKAPCTBEH CITHCHK.

(6) B cnyuait, 4e ce npaBH MbpBa AOCTaBKa I10 JajJcHa NapTHIA Ha JIEKAPCTBEH MPOAYKT, Aa
npezacrass CepTudukar 3a ocBoOOXAaBaHe HA NapTHIATA, M3JAJeH OT KBATH(GHLIHPAHO JUIE Mo
3JTIXM Ha eneKTpOHEH HOCHTE HJIH IO eNeKTPOHEH NBT Ha €NeKTPOHHATA IOid, N0COYeHa KATo
azipec 3a KOPECMOHACHIHA, IPHIIPYKEH C TIPEBOJ ke OBATAPCKH €3HK 0T HupMa, CKIIFOUHIIA OTOBOP

¢ MHHHCTEPCTBO Ha BHHIIHUTE paboTH 32 U3BBPIIBAHE HA O(HIIHAIIHH NPEBOJH,

VIIL 3AABJAKEHUSA HA JEUEBHOTO 3ABE/IEHHE — Bh3JIOKHUTEJ
Y. 8. JEYEBHOTO 3ABEJIEHHUE - Bb3JIOKHTEJI ce 3anemkaga:
1. J_'[a NpHEME NOCTABCHHTE B CPOK M HA MACTO CTOKH, CHOTBECTCTBALIIH 11O BHA, KOJIHYECTBO H
Ka4eCTBO Ha OIMUCAHOTO B HACTOALIHA JOTOBOP.
2. a 3annaty AOCTABEHHTE CTOKH 110 PeJia Ha Wi 3 OT HACTOALINSA JOTOBOP.
3. Crep IpHKIIOYBAHE H3ITBIIHEHHETO HA JOTOBOpPA 1a OCBOOOM rapaHLHATA 3a H3NBIHEHHE,

0e3 1a ABIDKH JIMXBH 34 CpOKa, IIpe3 KOHTO Cpe€ACTBaTa 3aKOHHO €a IIPECTOANH Y HETO.



IX. IPHEMAHE H ITIPEJABAHE HA CTOKHTE
Y. 9. (1) IIpuemaneTo Ha CTOKHTE Ce H3BBPIIBA HA MACTOTO HA JOCTaBAHE ITOCOYEHO B YJl.
5, an. 1.
(2) N3NBJIHUTEJAT umu yoeiaHOMOUIEH OT HEro MNPEIACTABUTEN M IPEACTABHTEN Ha
JEYEBHOTO 3ABEJAEHHE - BB3JIOKHTEJ noanucBar mnpHeMaTeNHO-NPeIaBaTe/IeH

IPOTOKOJI, YACCTOBEPSIBAL] ITOIy4aBAHETO HA CTOKHUTE.

X. KAYECTBO, TAPAHIIUA A CPOK HA I'OJAHOCT

Ya. 10. (1) Croxkure, npeaMer Ha HacTOAIMA OOrOBOp, ClleflBa Ja OTIOBApiT Ha
H3HCKBAaHHUATAa HAa WI. 7, a1. 4 1 5.

(2) Ku™m narara Ha JocTaBKaTa, OCTATHYHHAT CPOK Ha TOJHOCT Ha JEKAPCTBEHHTE MPOIYKTH,
cinenpa fa Ovae He no-Manbk o1 40 % /uyetupunecer Ha ¢T0/ OT OOSIBEHHS OT MPOHU3BOAMTENA.

(3) B cryuaii Ha ocTaBKa Ha JIEKapCTBEHHS NIPOAYKT € MO — KPATHK OT HOTOBOPEHHS CPOK HA
rOOHOCT, JIBJDKAMATA HEeyCcTolHKa Oa Obe MpOMeHeHa, KakTo clie/IBa:

oT 39,99% no 30% - 3 % BBpXy cTONHOCTTA HA JOCTABKATAa;

ot 29,99% no 20% - 5 % BBPXY CTOMHOCTTA Ha JOCTABKATA;

ot 19,99% no 10% - 7 % BBpXY cTOHHOCTTA Ha OCTABKATa;

nopn 10% - 10 % Bbpxy cTOiHOCTTa Ha JOCTaBKaTa.

(4) Ocrarb4HMAT CPOK Ha roAHOCT Ha OHonpoxykT /OuonogobeH npoaykT, cineasa na Owae
He no—Manbk or 20 % /aBanecer Ha ¢10/ OT OGABEHUS OT MPOH3BOAUTEINS KBM JlaTaTa HA BCSKa
JIOCTaBKa.

(5) B cnyuait Ha gocTtaBka Ha Ouonpoaykr/OHomomoOeH HpPOAYKT ¢ IO — KpaThK OT
JOrOBOPEHHS CPOK Ha TOJHOCT, ABHKHMATa HEYCTOHKa € KakTo cieaBa:

oT 19,99% mo 10% - 2 % ebpxy cTOHHOCTTA Ha IOCTaBKATa;

ot 9,99% 10 5 % - 4 % BLpXY CTOHHOCTTA Ha JOCTABKAaTa;

non 5% - 6 % BBPXy CTOHHOCTTA Ha JIOCTARKATA.

(6) JEYEBHOTO 3ABEJAEHHUE — BB3JOXHUTEJ Moxe na OTKaxe NpHEMAHETO Ha
CTOKHTE, 2KO B JIEHS HAa TAXHOTO NPHUCTHIAHE MIH IIPHEMaHE OCTAaTHYHHS CPOK Ha IOJHOCT € IO —
Mallbk OT onpedenenus B wi. 10, a1, 2. 1 an. 4 MHHHMAaJEH CPOK Ha FOJIHOCT.

(7) locraekara Ha JieKapiTBeH [POJYKT C OCTATBYCH CPOK Ha IOAHOCT No-Mamesk o1 10 Ha
CTO OT OOSBEHUS OT NMPOU3BOAMTENS U Ha OHOnpoaykT/OHononobeH NPOAYKT ¢ OCTarbyen CpoK Ha
OOHOCT MO-MAIBK OT 5 Ha ¢TO OT OOABEHHS OT NMPOU3BOJMTENA C€ HM3BBPIIBA CaMO C MMHCMEHO

cerinacie Ha JIEYEBHOTO 3ABEJIEHHE - BB3JIOKHUTEJL 3a KOHKPETHO KOIHYECTRBO,



onpenesieHo or Hero. be3 m3puuno nucmeno cwrimacue Ha JEUYEBHOTO 3ABEJIEHHE -
BB3JOKHTEJI crokute HAMa fa 6BAaT 3aMTallalH.

(8) HckaneTo 3a NHMCMEHO cbIVIacHe, B CJIy4YaWTe Ha al. 7, cllefBa Ja IIOCTBIH B
JIEYEBHOTO 3ABEJAEHHE - BBL3TOXKHTEJ B cpox mo 1 (exmn) paboTeH JaeH oOT
[IoNyYaBaHe Ha 3asBKara.

(9) B cnyuauTe Ha CleNIHH JOCTAaBKH MOCOYEHHTE B 7. 3 M al. 5 HeyCTOHKH He ce nmpuiarar.

XIL. OTTOBOPHOCT 3A HETOYHO H3IIbJIHEHHE. PEKJIAMAIIUH

Ya. 11. (1) JJEYEBHOTO 3ABEJAEHUHE - BB3JOXUTEJ Mmoxe ma mpeagpapa
pexnamanuu npex U3ITBJHUTEJIA 3a:

a) KOJNHMYECTBO U HEKOMIUIEKTHOCT HA CTOKHMTE WIIH TEXHMYECKATA JOKYMEHTAUHs (SBHH
HEAOCTATBIH);

0) Ka4ecTBO (CKPHTH HEJOCTATDBIIH):

- TIpH JOCTABSHE Ha CTOKH HE OT AOTOBOPEHHS BHJI, TIOCOYEH B WiI. 1;

- MPH KOHCTaTHpaHe Ha AedeKTH pH ynoTpeda Ha CTOKHTE,

(2) Pexknamanuy 3a SBHH HENOCTATHUH Ha cTOKHTe ce mnpaestr ot JIEHEBHOTO
3JABEJAEHHE — Bb3JIOKHTEJL, B MoMeHTa Ha IpeaBaHETO UM, 33 KOETO CE€ ChCTABS IIPOTOKOI,
HOJIHCAH M OT JIBETE CTPaHH.

(3) Pexknamanuu 3a CKpHTH HEJOCTaTBIM C€ IPABAT Tpe3 LENHs CPOK Ha TOJHOCT Ha
JIOCTABEHHTE CTOKHM, KaTO PpEKIaMalHsTa ce NPHAPYKaBa 3aIbDKUTETHO OT KOHCTATHBEH MPOTOKOJ,
n3ganecH oT ManenHUTENHATA areH11MA 3a JIeKapCeTBaTa.

(4) IEMEBHOTO 3ABEJIEHHUE - BB3JIOKHTEJI ¢ anbxHO 12 YBEAOMH ITMCMEHO
H3ITBJIHHUTEJIA 3a ycranoBeHuTe nebektu B 5 (II€T) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnaManunte ce oco4pa HOMEpsT Ha JOTOBOPA, TOYHOTO KOJIMYECTBO HA NONYYEHHTE
CTOKM C TeXHHA MapTHAEH HOMEpP, OCHOBAHHETO 3a peKiaMallusd ¥ KOHKPETHOTO HCKaHe Ha
JEYEBHOTO 3ABEJAEHHE - BB3JIOXKHUTEJL

(6) B 5 (ner) nHeBeH cpox o1 nonyyarane Ha peknamanuata, U3ITbJIHUTEJAT cnesapa na
orroeopd Ha JEYEBHOTO 3ABEJIEHHUE - BB3JOKHTEJ nucMeHo M KOHKPETHO Jaiu
NpHeMa PCKIaMAallHATa HIIH S OTXBBDJIA.

(7) Ilpu pexnamanus 3a seuu Hepoctathiy UMNBJIHHUTEMAT e mnmxeH B cpok oT 2
paboTHH JHHU OT NOMyJYaBaHE HA pEKNaMalMsTa 3a CBOsS CMETKA H PHCK Ja JOCTaBH HA MACTOTO Ha
JOCTABSHE KOJHYECTBOTO JIMIICBANIM B JIOCTABKAaTa / HEKOMIUIEKTHH JOTOBOPEHH CTOKH.

(8) Tlpu pexnamanms 3a CKpuTH Hejoctarsud, B cnydail ye H3IIBJHUTEJAT e npuen

peKiaMaliiTa, CHIIMAT € JuibkeH B 10 (meceT) AHEBEH CPOK OT MOMYYaBaHETO M Ja 3aMEHH



JOCTaBEHHTE HEJAOTOBOPEHH MO BHI / Ae)eKTHH CTOKH 3a CBOA CMETKAa M PUCK WIH IO MpeleHKa Ha
JEYEBHOTO 3ABEJEHHE - Bb3JOKHUTEJ na BppHe CHOTBETHATa YacT OT 3aIUlaTeHaTa
LEHA, BEIHO C JIBIDKHUMHTE JIMXBH.

(9) HUz3GopeT Ha MOCOYEHHTE IO-TOPE BBEIMOXKHOCTH Ja C€ BBPHE CLOTBETHATa 4acT OT
[UIATEHOTO WIM Ja c€ A0CTaRAT HOBH c¢TokKM npuHamiexd Ha JJEUEBHOTO 3ABEJAEHME -
BB3JIOKHUTEJ u ce ynpaxussa OoT Hero mnoi ¢opMara Ha ITMCMEHO YBCAOMICHME MO
U3IIBJIHUTEJIS, xato pa3xonute M PHCKOBETE MO HOBOTO [JOCTaBSHE ¢a 3a CMETKa Ha
HU3ITbJIHUTEJIA.

(10) Croxute, npeameT Ha peknamaunsa ce cexpansear oT JIJEUEBHOTO 3ABEJIEHHE —
BB3JIOJKHUTEJ o ypekaaHe Ha pexiiaMaliHuTe.

XII. OTTOBOPHOCT I1PH HEU3IIb/JIHEHHE

Y. 12. (1) 3a HeU3NBIHCHHE HA 3ab/DKEHHSITA CH 110 HACTOSIIHS JOTOBOP ¢ H3KIIOUEHHE Ha
Te3n o yi. 10, an. 2 u an. 4, H3AMMBJIHUTEJIAT oemxu Heycroiika B pasMep Ha 0.5 % Ha IeH
BLPXY CTOMHOCTTA Ha KOHKpEeTHa~a 3asisKa, HO He noreve oT 10 % (mecer mpolieHTa) OT CTOMHOCTTA
HA KOHKpETHaTa 3afBKa, KaKTo U 00e3IIeTeHHe 3a MPETHPICHUTE NEHCTBHTEIIHHA BPEIH B CIIyYanTe,
KOT4aT0 T€ HAaIXBBPIAT JOrOBOpeHaTa HeycTodka. B cnywyaute mo wi. 4, an. 3, nocodeHara B
IPEXOJHOTO H3peueHHe HeycTolika B pasMep Ha 0.5 % ce HauHcNsABa 3a BCEKH Hac Mpocpovue, HO
He noseve oT 10 % (zecer npolieHTa) OT CTOHHOCTTA HA KOHKPETHATA 3asBKa, KAKTO M 00e3IIeTeHHE
3a MPETBPIEHUTE JEHCTBHTENHH BpeAH B CIy4YaHTe, KOTaTo Te HAAXBBLPIAT JOTOBOpeHATa
HeycTOHKa.

(2) Koraro npu nanuune Ha pexnamauuu, UITBJHHUTEAT He M3nbiaHH 3a0bTKEHHATA
ci 1o paszen X[ oT HaCcTOSIMS JOTOBOP B CpoK, cHIMAT ALKH Ha JIEUEBHOTO 3ABEJJEHHE-
BB3JJOXMTEJ Heycroiika B pasMep Ha 2 % OT UeHaTa Ha CTOKHTE, 3a KOHMTO Ca HalpaBEeHH
PEeKIaMaIurTE.

(3) JEMEBHOTO 3ABEJAEHHUE - BBb3J10KHTEJl yIoBNCTBOpABA NPCTCHOURTE CH
OTHOCHO HEM3IILIHEHHETO Ha JOTOBOpa, KAKTO M 3a 3alllallaHe Ha HEeyCTOMKHTE OT cTpaHa Ha
H3IIBJIHUTEJA kato 3agbpka rapaHldsTa 3a W3NEBJIHEHHE 1Mo wi 7, ar 3, OykBa “6” oT
OOTOBOpa, KATO IpeanpueMa neficTBHA 3a HeHHOTO ycBosBaHe. B ciywali, ye cToHHOCTTA H2
rapaHiMsaTa 3a W3NbIHeHHe He Nokpupa Bewukd ABMKAMH oT H3ITBJIHHTEJIA neycroiiku,
JJEYEBHOTO 3ABEJIEHHE - BB3JIOKHUTEJ] npuxsama AbMKUMHTE CYMH OT HACPEIIHH
minamanus keM U3ITBJIHUTEJISA.

(4) Mpr Tpu weTe eHHOBHA 3a0aBa Ha M3IITBJAHHTEJIS, npoapmxuna ¢ moeede OT

MIOJIOBHHATA OT CPOKAa 3a HM3MBIHCHHE HA CBHOTBETHOTO 33AB/DKCHHE, B DAMKHTE Ha TpH Mccena



JEYEBHOTO 3ABEJIEHHE - BbB3JIOXKHUTEJI uMa npare Ja OpekpaTH JAOTrOBOpa
€HOCTPAHHO ¢ 1 5-IHEBHO TIpeAN3RECTHE,

(5) JIEYHEBHOTO 3ABEJAEHHME - BB3JIOKUTEJ wuma npaso Jja npekpard
€/IHOCTPaHHO M 0e3 NpeIM3BeCTHE HACTOANIMS JOTCBOP B CiIydai Ha CHCTEMHO HETOUHO U3IIBJIHEHHE
Ha 3aapipkenuATa oT M3ITBJHHUTEJNS u npeaspeHy mobeye OT TPH peKllaMalMy B paMKHTE HA
TpH Mecena oT JEYEBHOTO 3ABEJAEHUE — Bb3JIOKUTEJ o pena Ha rinasa XI.

(6) B cnyuaii, ue no orHomrenne Ha H3ITBJHHUTEJISA HacThnaT ofcTodaTeNncTRATa MO W,
54, an. 1, mun 55, an. 1 ot 3akona 3a obmecteenute noppukd, JEHEBHOTO 3ABEJIEHHUE-
Bb3/TOKHTE uma mpaBo jga mpeKpaTH ¢IHOCTPAHHO HACTOALIMH JAOTOBOP, 0e3 IIHCMEHOo

npeausBecTHe U 6e3 1a JIbIDKH HEYCTOHKH,

XII1. ®OPCMAXKOPHHA OBCTOATEJICTBA

Y. 13 (1) CtpannTe N0 HACTOSIMSA AOTOBOP HE ABIKAT OOE3IMCTCHHE 3a MOHECEHM BPEIH U
3arybu, ako NOCNeIHUTE ca IPHYHHEHH B PE3YJITAT HA HENPEO/I0IMMa CHIIA.

(2) Axo crpanara, KOATO € CIeJBANO Ja H3MBIHH CBOE 3aABIDKEHNHE 10 JOroBopa € Ouia B
3a0aBa, TS HE MOXKE Ja Ce 030BaBa Ha HEIPEOJ0IHMa CHIIA.

(3) “Hempeomonuma cHaa” mO CMHCBIa Ha TO3H JOTOBOP € HCIPCOBHAEHO H/HIH
HEMPEIOTBPATHMO ChOHTHE OT H3BBHPE/ICH XapaKTep, Bb3HUKHAIO ClIe/] CKIKYBAHETO HA JOTOBOpA.

(4) Crpanara, 3acerHaTa OT HeNpeOJONHMAa CHNA, ¢ ITWKHA Ja NpeJnpHeMe BCHYKH
ACHCTBHA C FPHKaTa Ha JOOBP CTONAHUH, 3a Aa HaMallK JI0 MHHHMYM NOHECEHUTE BpE/IM H 3ary0Ou,
KakT0 ¥ Ja YBCAOMH IIMCMEHO Jpyrara cTpaHa B 7-JHEBEH CpPOK OT HAcTHIIBAHETO Ha
HenpeogonuMara cuna, Ilpm HeyBeaoMsiBaHe B IIOCOYEHHS B INPCAXOJHOTO U3PEYEHHE CPOK ce
JBJDKH O0e3lIeTeHHe 32 HACTBIIAIMTE OT ToBa Bpead. Hempeoponumara cuia ce nokaspa oT
3aceTHATATA CTpaHa Che cepTH(hUKAT 3a bopecMaxop, H3AaJeH [0 CHOTBETHHS el OT KOMICTCHTHHS
OpraH B ObpkKapara, B KOATO €4 HACTBIIMIM (POPCMAKOPHHTE 00CTOATEIICTBRA.

(5) Mloxato Tpac HempeoJONHMAaTa CHJIA, H3MBIHCHHETO Ha 3aJbIDKCHHATA MW CBBP3aHHTE C
TAX HACPELIHHU 2a1bIIKeHHs Ce Cliupa.

(6) He npencrapngBa “HelrpeogoanMa cHia’” cbOUTHE, MPUYUHEHO O HEOPEXKHOCT MM dpes
YMHIDICHO JeHCTBHE HA HSKOS OT CTPAHHTE WM TEXHHM IIPEeICTABHTENH H/UIH CIyXKUTENH, KaKTo U
HepocTura Ha napuysy cpexctra Ha M3ITBJIHUTEJAS u JEYEBHOTO 3ABEJEHHME -
BB3JIOKUTEJL

XI1V. CIIOPOBE



Yin.14. (1) Be3auKHAHTE [1pe3 BpEMETPacHETO Ha JOTOBOPa CIIOPOBE U PAa3HOIJIACHS MEXIY
CTPAHHUTE CE PEIaBaT Ype3 NPEroBOPH MEXDy TAX. [IocTHUrHATHTE JIOTOBOPEHOCTH ce OQOpMAT B
nucMeHa GopMa U ce NpeBPEUIAT B Hepa3Je/iHa YacT OT JOroBopa.

(2) B cnyyait Ha HenmocTHraHe Ha JOIOBOPEHOCT 110 NPEIXOJHHA YIEeH, BCHYKHM CIIOPOBE,
MOPOACHH OT TO3W AOTOBOP MIIH OTHACAIIY C€ A0 HEro, BKIIOUYMTENHO CMOPOBETE, IIOPOJACHH OT HIIH
OTHACAUIM C€ 0 HEroBOTO TBJIKYBaHe, HEACHCTBHTEIHOCT, HEH3MBIHECHHE MITH TMpeKpaTdBaHe WIe
GBAAT paspemiaBaHM Crope] GLITApCKHTE MATEPHATHH H IPOLECYATHH 3aKOHH OT KOMIIETEHTHHS

cea o pena Ha ['TIK.

XV. CbOBIIEHUA
Y. 15. (1) Beuuku cboOimeHus MeXOY CTpaHHTe, CBBP3aHH C H3IBIHEHHETO HAa TO3H
JIOTOBOP Ca BAJIMJHHM, aKO ca HAlpaBeHU B MHCMeHa GopMa H ca MOANMHCAHU OT YIIBIHOMOUIEHHTE
npeacraputend Ha M3ITBJIHHUTEJA unu JEUEBHOTO 3ABEJAEHHE - BB3JIOKHUTEJL.

(2) 3a zara Ha cHOOIEHHETO ce cMATa:

v JlaTaTa Ha NIpefaRaHeTo — IpH PHYHO IIpeaBale Ha ChOOIEHHETO;

v JaraTa Ha TOIEHCKOTO KieHMo Ha of0paTHaTa pazmucKa — IpH H3NpalaHe I1o
nonarTa;

v JlaTaTa Ha MpUeMaHeTo — IIPY H3IpallaHe no Gaxc vk e-mail.

(3) 3a BanuaHM ajgpecH 3a npHeMaHe HAa CHOOIIGHHS H OaHKOBH CMETKH, CBBpP3dHH C

HACTOAIMNA LOrOoBOp €€ CMATAT.

3A U3IIBJHUTEJIA: 3A JIEYEBHOTO 3ABEJXEHUE- Bb3JI0OXHNTEJI:
~HAHCOH BI™” OO0 AJpec 3a KOPECIIOHASHIIHA:
rp. Pagomup, yn. ,,OTcu IMaucuit Ne 26”  rp. lllymen, yu. "Bacun Aupunos” Ne: 63
D5 4nl g ooD
rem.: Lo e, :....9....0 ’ " 2054/ 800 832
9,9 Nel il
Qakc: ( Pm =: 054/800 313
auue Ha il: office@oncocenter.com;
ayuueH0 OCHOP -
36a, all. 3 0T 30 ~__laf@oncocenter.com
it AR 3456

B V. ‘trﬁf ..............

(4) Tlpx npoMsiHA HA NOCOYeHMs 110 al. 3 aapec WM DaHKOBA CMETKA CBOTBETHATA CTpaHa €

JIBXKHA Ja YBEOOMH ApyraTta B TPHIAHEBEH CPOK OT IIpOMAHATA.

XVIL. JPYTH YCJOBHUA



Y, 16. (1) Ilpapata 1 2aabIKeHHITa 10 HACTOAIIHSA JOTOBOpP HE MOTAaT Ja e NPEeXBHPIAT
eIHOCTPAaHHO HAa TPeTH JHIA U MOJOOHHM aKTOBE HE IOPaXAaT NPABHO JIEHCTBHE Oe3 NMCMEHOTO
CBIVIACHE Ha Jpyrarta cTpaHa, OCBCH B chyvanTe Ha odesltedapane (rapauTupare) Ha 3aIbIDKEHHS 10
OaHKOBH KPEIHTH.

(2) 3a HeypeaeHHWTe BBIPOCH B HACTOALUMS AOTOBOp ce Npuiara JeHcTBaIloTo OBIrapcko

3aKOHOOATCNCTBO.

XVIL ITOJA3IIBJAHUATEIIHA
(RPUNONHCUMO CAMO 6 CRYHAUME, 6 KOUMO U3OPAHUA 30 USNLAHUMEN YHACIHUK € ROCOYUIL, Ye
We non36a NOGUINBIHUMENY, HPU CKNIOYEAHE HA PAMKOGOMO CROPA3YMEHUE)

Y. 17. (1) DOAUSIIBJIHHUTEJHNTE 1psibpa y1a OTroBapsT Ha ChOTBETHUTE KPUTEPHH 3a
noabop crobpa3Ho BHAA M JleNa OT NOPBHUKATa, KOUTO 1Ie M3MBIHSRAT, ¥ 3a TAX JIa He ¢a HAIHAIE
OCHOBAHHA 3d OTCTPaHsBaHE OT Npolleaypara.

(2) JIEHEBHOTO 3ABEJEHHE - BB3JIOXKHTEJ wu3uckea 3aMsHa Ha
IOINIITHJIHHTEL, xoiito He OTroBaps Ha yCJIOBHSATA 1O aj. .

(3) KoraTo vactra oT nopsukara, koato c¢ u3nbiagea oT MOJU3IIIbJAHHUTEJ, moxe ma
Owae npenanena karo otaeneH ooekt Ha UIIMTBJIHUTEMA wm va JEYEBHOTO 3ABEJAEHUE
- BB3JIOKHMTEJ, nocnensuss  3amiama  Bb3HATPaXKIEHHE 3a  TasH  4acT  Ha
IHOAU3IIBJIHUTEJISL.

(4) PazmuamaHusara nmo an. 3 ce OCBIIECTBABAT BB3 OCHOBA Ha HCKaHe, OTIPABEHO OT
INOAMUBIIBJHUTENA no JIEYEBHOTO 3ABEJAEHHE - BbB3JOXHUTEJ] upez
H3IBJIHHUTEIS, koliTo € ANBXeH Ja IO NPeOCTABH HA BHIIOKHTENSS B 15-JHEREH CPOK OT
IIOY9aBaHeTO MY.

(5) KeM nckxanero mo an. 3 U3IIBJIHUTEJIAT npenocraBs cTaHOBHIIE, OT KOETO Ja €
BHIHO JaJIH OCIIOpBa MJIAAHUATA HIIM 9acT OT TIX KaTO HEJLIDKUMH.

(6) JEYEBHOTO 3ABEJIEHUE — BB3JMOXKHUTEJI uMa nparo Aa OTKaxe IailaHe 1o
al. 3, KOrato HCKAHETO 3a IJIAlaHe € OCMOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHe Ha MPHYHHATA 3a
OTKa3a.

(7) Hezapucumo ot uznomssaneto Ha [TIOJIUSITBJIHUTEJIN oTtroBopHOCTTA 33 H3IIBJIHEHHE

Ha goroBopa € Ha H3IITbJIHUTEJIA.

XVIIL 3AKTIOYATEJIHHA PASITIOPEABU
Y. 18. (1) [Ipu chCTAaBAHATO HAa HACTOAIIMA AOTOBOP € MPENCTABMXA CNEIHHUTE TOKYMEHTH:

v Joxymentr o wi. 112 ot 3011,



Hexnaparmus mo i1, 55, an. 6 ot 3JIMTXM (koraro e NpHIoX1UMO);

FapaHuH;I 34 U3IIBITHCHHE,

R ENEEAN

Texuuuecko ¥ IJeHORO IpeJUIOXKEHHE, Hepa3/IeliHa 4acT OT JIOTOROPA;
v Jexnapanuu no 3MHUITL
(2) HacTosmuaT JOroBOp ce CLCTAaBH B [Ba €QHOOOpasHH €K3eMINApa Ha OBArapcKH €3MK —

enuil 3a U3INBJIHUTEJSA 1 enun 3a JEYEBHOTO 3ABE/IEHHE - BB3JIOXKHUTEJL.

JageHo OCHOBaHUE HA

JEYEBHO 3ABE}1E(‘%_—. BB3JIOXKUTE: 4.3 621, an.3 or 3011
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TEXHWUYECKO U UEHOBO NPEAMTOXKEHUE

En ueHa | Ea ueHa rapquKa
| Anatomo- | MemayHapoaHo | HauuH | Msapka - © o33 .3 _ 3a :
06.no3 | TepaneBTMu| HenateHTHO | Ha /mg, |Heo6xoga, eAMHMLA|eAMHULA | CrofinocT Ha  |M3bAEHH
MumMA | eHKkop | HaumeHoBaHwe {mpuaox | tabl, | - um bpoii | Knacupa| - --mApKa | MApKa C {norosopa bes |e 6e3A/C
Ne | /ATC-xkop/ JINN/ enme | ml/ | 3abenewka | mapkm |  me | Ywacthmum |6e3 AC| AAC [Aac 3%
AAHCOH Bbr
1|LO1XEQ2 Gefitinib nepopanHimg 180000 1|00 0,074395 10,089274 13391,10 401,733

13391,10

401,73




