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NPUTEXATEJUTE HA

PASPEHIEHUE 3A ThbPI'OBUSA HA
EJPO C JIEKAPCTBEHMU ITPOAYKTH

IHOKAHA

3a
nojaBaHe Ha odept 3a JlocTaBka Ha JIEKapCTBEH MPOIYKT, BKIOYEH B CIHCHKA IO YL
266a, ai. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOJAYKTHU B XyMaHHATa MEAULIMHA

YBAXKAEMU JAMHU U T'OCITIOJA,

,KoMIuiekceH onkosioruueH neHtbp-Bpana® EOO/], na ocHoBanue wi.266a, ain.s,
T.3 OoT 3aKoHa 3a JIKApCTBEHUTE NMPOAYKTU B XyMaHHaTa meaununa /3JIIIXM/ u umn. 15
,0 or Hapemba NelO ot 17 moemBpu 2011 r., ¢ Hacrosmiara mokana, Bu kaHum na
npencTaBuTe odepra 3a JOCTaBKa Ha JIGKAPCTBEH MPOIYKT, BKIoueH B CHUChKa IO
y1.266a, an. 2 ot 3JIIIXM, npu ciegHuTe yCIoBuUs:

|. IPEAMET HA ITPOLLEAYPATA:

[Ipeamer Ha mpomeaypaTa € JOCTaBKaTa Ha JIEKAPCTBEH MPOAYKT, BKIIOUEH B
CHHCHKa 1Mo 4i1.266a, an.2 oT 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MEAMIIMHA
3a HyxauTe Ha ,,KoMiiekceH oHkonoruueH neHTsp-Bpama®“ EOO/I, chrinacHO TexHUYecKa
crenuguKanus, NpuiaokeHa B HacTosmara [lokana.

. TEXHUYECKA CIIEHUDPUKATINA:
VYyacTHULIMTE cesBa 1a nojaaaT odepra 3a JIEKapCTBEHHU NMPOIYKTH, KAaKTO CIIE/Ba:

- Fentanyl 50 mcg/ml inj. 2ml — 400 amn.;
- Phytomenadion 10mg/ml 1ml, emultion for inj. — 300 ammn.

. UISUCKBAHUW A K'bM YYACTHUIIUTE:

Ilokanara ce oTmpaBs JO BCUYKH IPUTEKATEIN HA pas3pelICHUE 3a ThProBUs Ha
€1IpO C JIEKapCTBEHU MPOAYKTH, OTy4eHOo 1o pena Ha ['naBa aesera ot 3JIIIXM. YyacTHuk
Yy)KJECTPAaHHO JIMLE ClelBa Ja IpUTEXaBa pas3pellcHUEe 3a TbPrOBHsS Ha €Ipo ¢
JIEKAPCTBEHW TNPOAYKTH, M3aJE€HO OT CHOTBETHHMS KOMIIETEHTEH OpPraH, CBIVIACHO
3aKOHOJATEIICTBOTO Ha AbpKaBaTa, B KOATO € YCTAaHOBEH. B ciydail ye ThproBeubT Ha €1po
C JIEKapCTBEHW MPOAYKTH HMa CKIJIAJOBH IOMEIIEHHUsS Ha TepuTopusita Ha PemyOmuka
bearapus, To TOM cieaBa Aa IpUTEXaBa paspelleHUEe 3a TbProBUsA, H3AANEHO OT
M3NBJIHATENHUA qupektop Ha MAJL

IV. YCJIOBUA U PEA 3A NPEACTABAHE, PA3SIJIEXXJIAHE U OHEHKA HA
ODEPTUTE
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1. Mscro 3a mogaBane Ha odeprtu: Beeku paboren nen, ot 07:30 4. go 15:00 4. B
aIMUHUCTpaTUBHATa crpajga Ha ,,KoMmruiekceH oHkojiormueH IeHThp-Bpama®“ EOO/I, Oyi.
,Bropu roHH“ Ne68. Odeprara ce ampecupa o n-p ['eopru E3zekueB - ympaButen u ce
MOJANKCBAa OT 3aKOHHUSA/T€ TNPEJACTaBUTEN/HM Ha JPYKECTBOTO WM ITHJIHOMOIIHUK C
IIPEICTAaBEHO ITbJIHOMOIIIHO.

2. Kpaen cpok 3a mogaBane Ha opeptu: 20.12.2024 r.

3. OtBapssue Ha momyueHute odeptu: 23.12.2024 r., or 10:30 dyaca B
aJIMUHHUCTpaTUBHaTa crpaaa Ha ,,KommekceH oHkosiormdeH ueHTbp-Bpama® EOO/, B
kabuHera Ha ympaButens. OdepTuTe IIe ce pasriaexgaT OT KOMHUCHS, Ha3HAa4eHa ChbC
3aroBe]] Ha yIpaBUTEJIS.

Pesynrature ot paboTtarta Ha KOMUCHSATA CE OTpa3sBaT B MPOTOKOJ, KOWTO CE MOJAMUCBA OT
BcHuku wieHoBe. Komucusita Kkilacupa y4YacTHHMIIMTE, KaToO pasriiexaa MpeicTaBeHUTE
oepTH, ycTaHOBsSBa CHOTBETCTBMETO MM C HM3UCKBAaHUATa Ha Bb3nokuTens U OlEHsSIBA
odepTuTe Ha JOMYCHATUTE YYACTHUIIM, ChITIACHO KPUTEPUUTE 32 OLICHKA Ha OepTHUTE.

4. Ha pasrnexgane MOAJIEKaT €IUHCTBEHO O(EepTH, KOUTO CHIBPXKAT CIIEAHATA
nHpopManus:

»MexnyHapoiHO HenaTeHTHO HauMeHoBaHue (INN) Ha akTUBHOTO BELIECTBO;

»THpProBcKO HAMMEHOBAHHE HA JICKAPCTBEHUS IPOAYKT;

» Bun Ha nexapctBeHata ¢opMa M KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO B JI030BA
€IMHULIA;

rIIpoussoaurer;

»KonnuecTBo B e1Ha OMAKOBKa,

»1leHa Ha neKapCTBEHUsI POAYKT;

»CpoK 3a 10CTaBKa;

» Cpok 3a BaJIMIHOCT Ha IMpeAoCTaBeHaTta IieHoBa odepra — Mmunumym 30
KQIeHOapHUu OHU,

* [TviHoMOWHO 3a nodasane Ha oghepma, Kocamo ogepmama ce nooasa om

VABIHOMOUEHO TuYye,
5. OcraTbyeH CPOK Ha FOJTHOCT HA JIEKAPCTBEHHUSAT MPOYKT:
KbM naTata Ha nmpueMaHe Ha JJOCTaBKaTa, JI0CTaBEHUSAT JIEKapCTBEH MPOIYKT CIIe/IBa
Jla € C OCTaThu€H CPOK Ha T'OJHOCT HE MO-Mayko oT 1 /eiHa / roguHa.
*3abenexka: He ce pasrnexaar odhepTu, MOTydeHH CJlel OTIPEEICHUS CPOK, IIOCOYEH B
MOKaHaTa.

V. KPUTEPUU 3A OLIEHKA

N300pbT Ha M3OBJIHUTEN II€ CE IPOBEIE Bb3 OCHOBA HA UKOHOMUYECKU HAli-
uzeoonama oghepma. CoIiara 1ie ce onpeaenu Mo KpUTepHid, KOUTO OILIeHsBa ,,HAali-HUCKATAa
NMpeAJIoKeHA eIUHUYHA [eHa*.
VYyacTHULIUTE c€ KIacupaT N0 Bb3XOIAI pell Bb3 OCHOBA Ha MPEJI0KEHATa OT TAX LEHA.
[TepBUAT OT TAX ce ompenens 3a yY4acTHUK, CIEUYETW M3IBIHEHHETO Ha JIOCTaBKaTa Ha
MMOCOYCHHMSI/UTE IEKaPCTBEH/H MPOIYKT/U B HACTOSIIIATa IPOIEAYypaTa.

ITpunosxxenue: ITpoext Ha JloroBop 3a JloctaBka Ha JEKapCTBEHU IPOILYKTH.

Georgi Digitally signed by

Georgi Yordanov

.......................... Yordano ezekiev

Date: 2024.12.16

I'EOPT'U E3EKUEB v Ezekiev 12448 0200
Ynpasumen



Ilpoexm!
JOI'OBOP
3a JIOCTaBKa Ha JIEKAPCTBEHU MPOYKTH, BKIIIOUEH B CIIUCHKA O wi. 266a, an. 2 ot 3JIIIXM
Huec, .......... 2024 r., B rp. Bpana, mexny:

1. ,,Kommiexkcen onkonorudeH uneHTnp-Bpama®“ EOO/, cbc cepanuine u aapec Ha
yopasieHue rp. Bpama, 0yn. Bropu ronum Ne 68, EMK 000190101, mpeacraBisiBaHO OT
ynpasutens: 1a-p I'eopru E3ekneB — B KauecTBOTO Ha YIIpaBHUTEJ, HAPUYAHO 3a KPATKOCT
BB3JIOXUTEJL ot enna crpana u

2. eiiiiieiiecieciiiiiesiesiisaiieseeseees, CBC  CEHANMINE W agpeC HaA yIpaBJICHUE:
............................. s eeeeeeeeaiieeeaiiteeeiiieeeniieeeenieeennne.... BEUK ) TIpeAcCTaBIABaHO OT
............................................................................. , B KAQUECTBOTO HA  .eeeeerinrenrennanennannns
Hapuuan/a/o 3a kparkoct U3ITBJIHUTEJL, ot npyra cTpaHa,

Hapu4aHu 3aeaHo ,,CTpaHuTe, a BCEKU OT TSX MOOTAETHO ,,CTpana‘

Ha OCHOBaHMe wiI. 266a, ai. 5, T. 3 oT 3aKoHa 3a JIEKapCTBEHUTE MPOJAYKTH B XyMaHHaTa
MEJUIIMHA, BBB Bpb3Ka ¢ wi. 1, aim. 1, 1. 2, wi. 3, an. 3 w wn. 156 or Hapen6a Ne 10/17.11.2011
. Ha MUHHCTEPCTBO Ha 3[IpaBEOIa3BAHETO CE CKIIFOYM HACTOSIIHS JIOTOBOP 32 CIICTHOTO:

[MPEJMET HA IJOI'OBOPA
Yn. 1. (1) Be3noxurensat Bb3nara, a VM3MbIHUTENAT mpuema, clie] MOJTydaBaHE Ha MUCMO
chraacue ot M3meiaHuTenHa arennus o jekapctBata (MAJI) u nucMmena 3asBKa 3a JOCTaBKa HA
MIOCOYEHUS IO-J0Jy JIEKapCTBEH MPOIYKT, Ja M3BBPILIM JOCTaBKa Ha CIEIHUS JIEKapCTBEH
MPOJYKT, B KOJIMYECTBATa MPEANUCAaHU OT ,,KommekceH oHkonoruueH neHTbp-Bpana“ EOO/L
¢ npotokos1 — Ilpunoxxenue Ne 1 niu 2 (KoeTo e npuiIoKuMo), U3aajieH no pena Ha Hapenda
Ne 10/17.11.2011 r., mo odepra Ha U3ITBJIHUTEJIA.

(2) [HoroBopbsT mopaxnaa AEHCTBHE M 3aJbJDKEHHE 3a M3BBpIIBAHE Ha JOCTaBKa,
€IMHCTBEHO IpPH HaJIM4Yue Ha cbIylacyBaHe OT M3mbiaHWTENHa areHuus Mo JieKapcTBaTa Ha
U3Ja/IeHUs] OT CTpaHa Ha JieueOHOTO 3aBeneHHe NpoTokosn — I[lpunoxenue Nel mmm Ne 2
(KoeTo e MpuIoKKUMO), u3aajaeH no peaa Ha Hapen6a Ne 10/17.11.2011 r.

(3) Ioco4eHOTO KOIMYECTBO OT JICKAPCTBEHUSI MPOAYKT MOXKE Ja ObJe TOCTaBEHO MO
€/1Ha WIN HIKOJIKO OTAENHU 3asiBKU 3a JIOCTaBKa, B 3aBUCUMOCT OT KOHKPETHUTE OTPEOHOCTH
Ha JIe4eOHOTO 3aBEJICHHUE.

(4) BB3m0oXKUTENAT € 3aJAbJDKEH Ja MpPUEME M 3aIljlaTh CaMO KOJHYECTBOTO, KOETO €
3asBUJI M KOETO € JIOCTAaBE€HO MPHU yCIOBUATA Ha HacTosmus Jlorosop. JlocCTaBKUTE HA CTOKUTE
ce U3BBPIIBAT B paMKHUTE Ha paOOTHOTO Bpeme Ha Bb3noxurens.

(5) JlekapcTBeHHsT TPOIYKT, NpeaMeT Ha JloroBopa, cienBa € MPUAPYKEH OT
CbOTBETHUTE IOKYMEHTH, u3nckyemu no Hapen6a Nel10/17.11.2011 r. na M3 ycnoBusita u peaa
3a BHOC Ha HEPETUCTPUPAHU JIEKAPCTBEHHU MPOJIYKTH 3a JICUeHHE ¢ Hepa3pelleHu 3a ynorpeda B
PenyOnuka bbirapus nekapcTBeHH NPOAYKTH M JIEKapCTBEHHM MPOIYKTH 3a ChCTpajaTeiHa
yrnoTpeda, KakTo U 3a YCJIOBHUATA U pefia 3a BKIIOYBAHE, IPOMEHM, U3KIIIOYBAHE M JJOCTaBKa Ha
JIEKAPCTBEHH IPOJIYKTH OT CIMCHKA IO wi. 266a, an. 2 oT 3aKOHA 3a JEKapCTBEHUTE MPOIYKTH
B xymMaHHaTta meaunuHa (Hapen6a Nel0/17.11.2011r. na M3).

Il. HEHU 1 HAYWH HA TIUIAIITAHE



Un. 2. (1) Bo3narpaxkaenue 3a uspbpmieHara or M3IIBJIHUTEJIA u npuera ot
BB3JIOXKUTEJIS nocraBka ce M3BBpIIBA CHIVIACHO II€HA 3a OMAKOBKA OT JIEKAPCTBEHUS
MPOAYKT IMOocovYeHa B Tabnuuata no-rope ¢ BkiaroueH J/1C.

(2) EnuHuyHaTa 1eHa 3a JIOCTaBKa Ha JIEKAPCTBEHHS MPOJIYKT MOCOYEHA B TaOiMIaTa
MO-TOpe € OKOHYATEJIHA U HE TMOJJIeKH Ha YBEJIMYECHHE 3a CpoKa Ha jeiicTBue Ha JloroBopa u
BKJIFOYBA CTOMHOCTTA HA JICKAPCTBEHHUS IPOJYKT,pa3XxOJUTE 3a JOCTaBKa, NAaHBIU, TaKCU H
Apyru.

(3) O6mara mporHo3Ha CTOMHOCT Ha JIOTOBOPA € ....evvveennen... aB. ¢ BkmoueH JIJIC 3a
cpoka Ha [[oroBopa.

Yn. 3. (1) 3amnanianeTo Ha Bh3HArpaXICHUETO MO wi.2 oT JloroBopa ce M3BbpIIBA MPH
KYMYJIQTUBHOTO HAJIMYUE HA CIEIHUTE JOKYMEHTH:

a) MapTUACH cepTU(UKAT 32 KAUeCTBO U/WUJIH cepTU(HUKAT 32 OCBOOOKIaBaHEe HA MAPTUAA
Ha JIEKapCTBEHUS MPOAYKT;

0) mpenocraBena ot M3ITBJIHUTEJIS daktypa opuruHai, 3a ChOTBETHATA JOCTaBKa
C BCUUKH HEOOXOIMMHU 3aKOHOBU PEKBU3UTH;

B) IBYCTPaHHO TOJIMKCAaH OT ONPABOMOIICHH MpeAcTaBuTeNu Ha CTpaHUTe MPOTOKOM 32
ChOTBETHATA JIOCTABKa.

(2) BB3JIOXKUTEJIAT wme u3pbpmM IMiaiiaHe B JieBa, B cpok a0 60 (mectaecer)
KaJICHJApHU JIHU CJIe]l IPECTaBsHE Ha JOKYMEHTHUTE 10 ail. 1.

(3) InamanusTa Mo 10roBopa c€ U3BBPIIBAT 110 0AHKOB BT C IUIATEKHO HAPEXKIAHE 110
ciennata cmetka Ha U3ITBJIHUTEJLA:

KaTO BCUYKH Pa3XxoJid 32 OTKPUBAHETO, TETJICHETO W MOJAbPKAaHETO Ha CMETKara ca 3a
U3ITBJIHUTEJIA.

(4) Ilpu mpomsiHa B OaHKOBaTa CMETKa, IO KOSTO WI€ CE€ M3BBPIIBA IUIAIAHETO,
MN3ITBJIHUTEJIAT cnenBa ma yBenomu nucMmeHo U ja mpexactaBu Ha BB3JIOXKUTEJLA
JTAHHWTE Ha HOBaTa CMETKa HE MO-KbCHO OT 3 (TpH) AHM OT HACTHIIBaHE Ha MpoMsHaTa. Besiko
IJIallaHe Mo mpeaxogHaTa CMeTKa, U3BbpIINeHo npeau na 0bae yBeagomed Bb3JIOXKUTEJIIA
3a MPOMSIHATA, CE€ CUMTA 3 JEHCTBUTEIHO.

(5) 3a mara Ha muamaHeTO ce CUMTA JaTaTa Ha 3aBepsBaHE Ha OaHKOBaTa CMETKa Ha
N3ITBJIHUTEJIA cbe choTBETHATA IBHKMMA CyMa.

I11. CPOKOBE
Uin. 4. HactosimusaT JloroBop Bin3a B CUjla OT JaTaTta Ha HETOBOTO MOAMMCBAHE U € ChC
CpOK Ha jeiicTBre 3 (TPH) Mecena.
IV.MACTO U YCJIOBHA HA JIOCTABKA
Un. 5. (1) Mscroto Ha moctaBka € OONMHMYHA anTeka Ha ,,KOMIUIEKCEH OHKOJIOTHYEH
ueHtsp-Bpana®“ EOO/], rp. Bpana, 6yn. Bropu tonu Ne 68.

(2) UBITBJIHUTEJIST e anbkeH ga O0CTaBU 3asBEHHS JEKApCTBEH MPOAYKT B CPOK JIO
................. , (no ogepma na usnvinumens) KaJeHIAPHU JHHU, CYUTAHO OT MOJaBaHE Ha
nucMmenara 3asBka or Bb3JIOKUTEJIS, na xapTueH HOCUTEN, WM ¢ TMCMO, U3IPATEHO 1O
€JIIEKTPOHHA TIOIIA, ChAbPIKAIa BCUYKU TaHHU, HEOOXOIMMU 3a U3MBIHCHHUE Ha TIpeaMeTa Ha
HACTOSIIMS JOTOBOP M MOCOYBAHE HA CHOTBETHOTO MHUCMO, u3naneHo ot MAJI, ceriacHo
Hapen6a Ne 10/ 17.11.2011r.

(3) WUBITBJIHUTEJIAT ce 3anbinkaBa jia yBEJOMH 110 SJICKTPOHEH MbT, MPEJICTABUTENSAT
Ha BBB3JIOXKUTEJIA, B ciydaii, ye HEe MOXKE J1a U TH JOCTaBU WM B CIy4yai, ue HEe MOXe Ja
Cra3u CpoKa 3a U3BbPIIBaHE Ha KOHKPETHA JJOCTABKa.



Y. 6. (1) Beska nocraBka ce y1ocToBepsiBa C MOAMKMCBAHE OT YIIBIIHOMOIIEHUTE JIUIA, Ha
JIByCTpaHEeH MPOTOKOJI, YOCTOBEPSBAILl IIPEeJaBaHETO/IPUEMAHETO Ha JIEKAPCTBEHUS! MPOJIYKT.
JIunara nmoAnucBat MpOTOKOJIA CIIE]] IPOBEPKA 3a CbOTBETCTBUE HA JJOCTABKaTa C U3UCKBaHUATA
Ha Hacrosiuus Jlorosop.

(2) KpM pnartata Ha BCsiIKa KOHKpETHAa JOCTaBKa, OCTATHYHMAT CPOK HA T'OJHOCT Ha
JIEKapCTBEHMsI MPOAYKT, clie[iBa Ja ObJe He MO Mainbk OT | romumHa oT OOSBEHUS OT
IIPOU3BOIUTEIS.

(3) Cnen monyuaBane Ha Bceku JiekapctBeH mpoaykt, USITBJIHUTEJIAT usnpama Ha
BB3JIOKUTEJISA noTBbpikAcHNHE HA MONTy4YeHATa 3asBKa, B KOETO I10COYBA HaUMEHOBAaHHUE,
KOJMYECTBO U OCTAaThb4€H CPOK HAa TOJHOCT Ha JIEKAPCTBEHHUS MPOAYKT, KOMTO IIe Obaar
JIOCTAaBEHHU.

(4) IIpu xoHcTaTMpaHE Ha LSJIOCTHO MM YAaCTMYHO HECHOTBETCTBHE Ha JOCTAaBEHUS
JIEKapCTBEH MPOAYKT, BKJIIOUUTEIHO M IPU MO-MAIbK OCTaThYEH CPOK HA T'OJHOCT OT
nocoyeHusd B an. 2, npeacrasutessit Ha Bb3JIOXKUTEJISA uma npaBo na oTkaxe U3LsUio Wi
YaCTUYHO WJIM J1a TIpUeMe LSIIOTO KOJMYECTBO MO JocTaBkaTa. B te3m cinydau Crpanute
omucBar B ,3a0enexka” B IPOTOKOJA, KOHCTAaTHUpPAaH HEAOCTAThLM, JIMICH W/WIU
HECHOTBETCTBUS.

Ui 7. BB3JIOXKUTEJIAT uma npaso Ha pexnamanus npen U3ITbJIHUTEJLA 3a:

a) HECHhOTBETCTBUE HA JIOCTABEHHS JIEKAPCTBEH MPOAYKT IO KOJIHYECTBO, BU],
OCTaThU€H CPOK Ha NOJHOCT WJIM HEKOMIUIEKTHOCT Ha ChITbTCTBAIlAaTa JOKyMEHTalus (SIBHU
HEJIOCTAThIIN ),

0) HECHhOTBETCTBHE Ha JOCTaBEHHUS JIEKAPCTBEH MPOJYKT IPH KOHCTAaTHpPaHE Ha
nedexktd mpu ynorpeba Ha JIEKapCTBEHUS NPOAYKT KAadeCTBEHH IMOKa3aTeNnu (CKpUTHU
HEJIOCTAThIIN);

Un. 8. (1) Pexnamanuu 3a sIBHU HEAOCTATHLIM HA JICKAPCTBEHUS MPOAYKT CE MPABAT OT
neyebnoto 3aBeneHne— BB3JIOKUTEJL, npu nomydyaBaHe Ha JOCTaBKaTa WIH O U3THYAHE
Ha cienBais paboTeH JeH CUMTAHO OT JaTaTa Ha MOJMUCBaHEe Ha MPOTOKOJA Mo 4. 6, an. 1
ot JloroBopa, pexiiamMaiiiu 3a CKpUTH HEJOCTAaThIIM — 10 7 (CeAeM) JHU OT KOHCTaTHPAHETO
UM.

(2) B pexnamanusTa ce mocousa jarara, peMeT U HOMEpP Ha JIOroBopa, HOMEp U JiaTa
Ha (QakTypaTa W TOYHOTO KOJMYECTBO Ha TOJY4YEHHS JIEKapCTBEH MPOIYKT C TEXHUS
KaTaJIOKCH HOMEP, MPEAMET Ha pCKiIaMaluAaTa U OIMMCAaHUC Ha npo6neMa. KeMm PEKiIaManusiaTa
ce mpuJiaraT JOKYMEHTUTE, PUAPYKaBally 10CTaBKaTa.

Y. 9. Pexnmamanuunte 3a CKpUTH HCAOCTATHIN HA JICKAPCTBCHUSA IPOAYKT CC MPAaBAT IIPEC3
e CpoK Ha rOAHOCT Ha JOCTAaBECHUTE CTOKMU.

Un. 10. IIpu pexnamanusa 3a siBHU wiu ckputh HepoctaTbuu, VU3IIBJIHUTEJIAT e
JUIb)keH B cpok 10 10 (mecer) QHM OT moJlyuaBaHE Ha peKjaMaluATa Ja BbpHE Ha
BB3JIOXKUTEJIA 3amiarenata oT HEro cyma 3a pekjaMUpaHUs JEKAPCTBEH NPOIYKT WU J1a
M3BBPIIMA HOBA JIOCTaBKa, 32 CBOS CMETKA, C KOATO Ja 3aMEHHM pPEKIaMHUpPAHMs JIEKAPCTBEH
MPOJYKT C TAKWBA, KOUTO JIa OTTOBAPSAT Ha M3MCKBaHUsTA Ha [[oroBopa.

Un. 11. (1) CobcTBeHOCTTa W PUCKBT OT CIIy4allHO TIOBPEXKJAaHE WJIM TOTMBAHE Ha
JIEKapCTBEHMsI NMPOIYKT, IpeaMeT Ha aocTtaBka, npemuHasa or M3IIBJIHUTEJIA Bwpxy
BB3JIOKUTEJIA or marata Ha MPUEMAHETO UM, yIOCTOBEPEHO B JABYCTPAHHO MOANMCAHUS
IIPUEMO-TIPEIaBATEIIEH IIPOTOKOI.

(2) BB3JIOXKUTEJIAT He HOCH OTrOBOPHOCT 3a MOTHBAHE HAa JOCTABEHO KOJMYECTBO,
HaJIBUILIABAIIO 3asBEHOTO, KaTo chiloTo ce Bphina Ha U3ITBJIHUTEJIA, 3a Herosa cMmeTka.



V. TIPABA U 3AIOBJDKEHW A HA U3ITBJIHUTEJIA

Un. 12. (1) USITBJIHUTEJIAT ce 3agbmkaBa ga MOCTaBsA JICKAPCTBEHUS MPOMYKT,
MpeAMET Ha JJOTOBOPA B ChOTBETCTBUE C M3UCKBAHUATA MY, KAKTO U J1a IPEXBBPISTHE MMPABOTO
Ha cobctBeHOCT BbpXY TaX Ha BB3JIOXKUTEJIS cerimacHo ycnoBusara Ha Jlorosopa.

(2) UBITBJIHUTEJIAT e nnbxkeH na U3MbJIHSABA 3abJDKEHUATA cU 110 JloroBopa u na
yIpaxHsBa IpaBara cH, ¢ orje 3amura uarepecure Ha Bb3JIOKUTEJIA.

(3) UBITBJIHUTEJIAT e aabxeH 1a M3BbpLIBA TPAHCHOPTUPAHETO HA JIEKAPCTBEHUS
MPOAYKT 3a CBOSI CMETKA.

(4) UBITBJIHUTEJIAT e nnbxeH npueMa U ypexJaa IO YTOBOPEHMs pell HalJeKHO
npensaBenute ot BB3JIOXKUTEJISA peknamanuuu o pena Ha HacTosiuus Jorosop.

(5) IIpy TOYHO M HABPEMEHHO H3I'BJIHEHUE HA 3aJbJDKCHHSATA CU 10 HACTOSIIUSA
noropop, M3ITBJIHUTEJIAT uma npaBo na mojdydd IieHaTa IO JIOTOBOpPA, CBHIVIACHO
onpe/ielIeHUs] HAUMH Ha IUTalaHe.

(6) UBITBJIHUTEJIAT um mnpaBo ma ucka ot BB3JIOXKUTEJIA nHeoOxomumoTo
CHICUCTBHE 3a OCBHIIECTBABAaHE Ha paboTara, BKJIIOYUTEIHO MPEJOCTABSIHE HA HYXHATa
uH(pOpMaLUA U JOKYMEHTH 32 U3IbJIHEHUE 10T0OBODA.

(7) UBITBJIHUTEJIAT ce 3ambmkaBa Ja TOANKMCBA 4Ype3 CBOM OMPABOMOILICHH
MpEJICTaBUTEIN MPOTOKOJUTE 3a JocTaBka W pga npenoctaBs Ha B'b3JIOXKUTEJIA
JOKYMEHTHUTE, ChITBTCTBAIIM JTOCTABKATa W/WJIU JIPYTH MPEABHICHU B Hacrosimus JloroBop.
IIpu otka3 Ha npencrasute U3ITBJIHUTEJIA na moanuinatr nmpoTOKOJ, MPEIBUAEH B TO3HU
norosop, BDB3JIOXUTEJIAT wusnpama wa MW3IITBJIHUTEJIS koHcTaTMBEH NpPOTOKOI,
MOATMCAH OT CBOM IPEACTaBUTEN, KOWTO € 00Bbp3Bail u 3a U3ITbJIHUTEJIA.

VI. [IPABA U 3AABJDKEHUS HA BB3JIOXKUTEJISA

Un. 13. (1) BB3JIOXKUTEJIAT ce 3ampmxaBa na 3amjiaTd [IeHaTa Ha JIOCTABEHUS U
MIPUET JIEKAPCTBEH MPOJYKT IO Mpeamera Ha J(oroBopa, ChIVIACHO YCJIOBUSTAa U IO HauMHAa,
IIOCOYEHHU B HacTosAwusa Jlorosop.

(2) BDB3JIOXKUTEJIAT ce 3ambmkaBa Aa TOpueMe JJOCTaBKaTa Ha JIEKapCTBEHHS
MPOAYKT, IpeaMeT Ha J[oroBopa, ako ChUIUTE OTrOBApsT HA U3MCKBAHMATA, ChABPKAIIN CE B
Hacrosmus Jlorosop.

(3) BB3JIOXKUTEJIAT onpaBoMomiaBa CBOM MPEACTABUTENH, KOUTO Ja MpUeMar
JIOCTaBKUTE B YTOBOPEHOTO BpEME.

(4) BB3JIOXKUTEJIAT wmma npaBo aa ucka ot W3ITBJIHUTEJISA na wusnbiansiBa
JIOCTaBKaTa Ha JICKAPCTBEHUS MPOAYKT JO MOCOYEHOTO B WI. 5, ajd. OT JIOrOBOpa MsCTO Ha
J0CTaBKa, B CPOK U 0€3 OTKIIOHEHHSI OT IOTOBOPEHUTE U3MCKBAHHUS.

(5) BB3JIOXUTEJIAT uma npaBo Aa noiaydyaBa HH(OpMALIKS 11O BCSIKO BPEME OTHOCHO
MOATOTOBKATA, XOJa M OpraHu3alMsATa MO H3IBIHEHUETO Ha JOCTaBKaTa WU JACHHOCTHUTE,
npeamet Ha Jlorosopa.

(6) BDB3JIOXKUTEJIAT uma mpaBo Ha pekiamalusi Ha JOCTaBEHUS IO JOTOBOpPaA
JIEKapCTBEH MPOAYKT, TIPH yYCIOBUATA, TOCOUYEHHU B HAacTOSAIIHUs JlorOBOp.

(7) BDB3JIOKUTEJIAT uma npaBo na uzuckBa or UBIIBJIHUTEJIA 3amsnara nHa
HECHOTBETCTBAII C M3UCKBaHUATA Ha J[oroBOpa IeKapCTBEH MPOAYKT.

(8) BDB3JIOKUTEJIAT uma mpaBo a OTKake MPUEMAHETO Ha JOCTAaBKaTa, KOraTto
MBITBJIHUTEJIAT He cna3Ba u3nckBaHuATra Ha noroopa, aokato M3IIBJIHUTEJIAT ue
W3IBJIHA M3LSJIO CBOUTE 3aJbJDKEHUS ChIJIACHO YCIOBUATA Ha JloroBopa, WM OTKaxe Ja
M3IUTATH YaCTUYHO WJTM U3ISUIO JOTOBOpPEHATA IeHa.

VII. OTTOBOPHOCT 3A HETOYHO M3ITBJIHEHUE
Un. 14. (1) Ilpu 3a0aBeHO W3MBIHEHWE Ha 3aAbDKeHUsA MO JloroBopa OT cTpaHa Ha
N3ITBJIHUTEJISA, cemmst 3amnama aa BBIJIOXKWUTEJISA neycroiika B pazmep Ha 10 % (mecer
MPOIEHTa) OT CTOWHOCTTA Ha JICKAPCTBEHUsS MPOIYKT, YUSATO JOCTaBKa € 3abaBeHa, WU IO



OTHOILIEHUE HAa KOSITO HE Ca OTCTPAaHEHUW KOHCTATUPAHUTE HECHOTBETCTBHUS B JIOTOBOPEHUS
CPOK, 3a BCEKHM IMpOcpoueH JeH, HO He moBede oT 30 % (Tpuaecer mMpoleHTa) OT LieHaTa Ha
JIEKapCTBEHUSI ITPOJIYKT, 3a KOSITO CE OTHacsl 3abaBara.

(2) [Ipu 3abaBa ©Ha pocraBka ot crpaHa Ha W3ITBJIHUTES, wim 3abaBa Ha
W3ITBJIHUTEJIA npu orcTpaHsiBaHe HA KOHCTAaTUPaHU HECHOTBETCTBHUSI, IPOIBIIKUIIO [TOBEYE
or 5 (mer) muu, BB3JIOXKUTEJIAT wmma mpaBo nma mnpekpatd Hacrosmus JloroBop
enHoctpanHo u 0e3 mpemusBectre. B To3m cimyuait BB3JIOXKUTEJIAT uma mpaBo Ha
HeycToiika, B pa3mep Ha 30 % (Tpuaecer npoieHTa) OT CTOMHOCTTA Ha JIEKapCTBEHUS MPOIYKT,
YUATO JOCTaBKa HE c€ € OChIIecTBWIA uiau He ¢ Ouina mpuera ot BB3JIOXKUTEIIA no
ONpEIEIEHU TO3H JI0TOBOP PEL.

(3) B cityuaii Ha 3 (Tpu) 1 OBeYe peKJIaMaIliK B PAMKHTE Ha CPOKA Ha JOTOBOPA, YUATO
OCHOBATEJIHOCT € yCTaHOBEHA Mo npeaBuieHus B gorosopa pea, BbJIOXKUTEJIAT uma npaBo
Jla TPEeKpaTH JI0TOBOpa €IHOCTPaHHO, KAaKTO M Ha HeycToika B pa3mep Ha 30% (Tpunmecer
MIPOLIEHTA) OT CTOMHOCTTA Ha JIEKApCTBEHUS MPOAYKT, YUATO JAOCTaBKA HE C€ € OCBHIIECTBUIIA
win He € 6una nmpueta ot Bb3JIOXUTEJIS mo onpeneneHu T03u JOTOBOP PEl.

(4) Tlpu npekpatsiBane Ha Hactosiust gorosop ot BB3JIOKUTEJIS Ha Hsikoe oT
OCHOBaHMSTA MpeaBuieHd B wi. 15,an.1, 6. ,,r* u an. 2 ot goroopa, Bb3JIOXKUTEJIAT uma
MpaBo Ja MOJy4d HeycToiika B pasmep Ha 30% (Tpumecer mpoieHTa) OT MaKCHMAaJHO
JIONyCTUMATa CTOMHOCT Ha Jlorosopa.

(5) BB3JIOXKUTEJISIT moxe na mpeTeHaupa 3a 00e3lIeTeHHE 32 HaHSCEHH BPEAU W
MIPOITYCHATH TIOJI3H I10 OOINHUS PeJl, HE3aBUCUMO OT HAYMCIICHUTE HEYCTOWKH.

(6) Heycroiikure ce 3aruiamiat He3abaBHO, mpu nouckBane ot BB3JIOKUTEJIIA, no

cieaHara 0aHKOBAa CMETKa!

VIII. YCJIOBUA 3A TIPEKPATABAHE U UISMEHEHUE HA TIOTTOBOPA

Y. 15. (1) Hacrosimust JJoroBop ce npekpatsiBa B CIEIHUTE CIIydau:

a) Mo B3auMHO chriacue Ha CTpaHuTe, U3pa3eHo B MUCMEHa opma;

0) c u3THYaHe HA YTOBOPEHHUS CPOK M U3IIBIHEHUETO HA BCHUUYKU 3abJKEHHS TIO HETO OT
CTpaHHUTE;

B) IIpU U3MBIHEHHE Ha J[oroBOpa B IIbJIeH 00eM.

I') IpU BUHOBHO HEW3ITBJIHEHUE Ha 3aIbJKEHUATA HA €JHA OT cTpaHuTe 1o JloroBopa ¢ 5
(meT) AHEeBHO MUCMEHO MPEU3BECTHE OT U3NpaBHATA 10 HeU3NpaBHATA CTPAHA;

J) TIpU HACTBHIWJIM CBIIECTBEHU MPOMEHU BHB (MHAaHCHpaHeTo Ha [loroBopa, M3BBH
npaBomomuaTra Ha BBIJIOXUTEJIS, kouto TOi He € MOrbA WIM HE € OWII JUThXKEH Aa
MpEeABUAN WIA Ja MPEeIOTBpaTH — C MUCMEHO YBEIOMJICHHE, BEJHAra cjej] HacThIIBaHE Ha
00CTOSITEICTBATA;

€) MpY HACThIIBaHE HA HEBMHOBHA HEBBH3MOXKHOCT 32 M3MBJIIHCHHE — HEMPEABUICHO WU
HEMpPeIOTBPAaTUMO CHOUTHE OT U3BBHPENCH XapakTep, BBH3HUKHAJO CJel CKIIOUYBAHETO Ha
JIOTOBODA (,,HETIPEO0IMMa CHIIa“), TPOIBIDKIIIA TTOBEYE OT 7 (cemeM) JTHH;

) B pe3yJITaT Ha JEUCTBUS WIM aKTOBE HAa KOMIIETEHTHHUTE Ibp)KaBHU OpPraHU, KOUTO
BOJIAIT /IO OTpaHWYaBaHE MPABOMOIIUATA WM (PYHKIIMUTE HA KOSTO W Ja OWJIO OT CTpaHUTE.
[lepconasinn TpoMeHM, Kacaelld HSAKOS OT CTpaHUTE MO Hacrosmus JloroBop, KouTo ca
HAaCTBIIWIN CJieJ] CKIFOYBAHETO My, HE CE€ CYUTAT 3a OOCTOSITEJICTBO, BB3MPEIATCTBAIIO
M3IBJIHEHUETO Ha JOTOBOPHUTE 3aIbJKEHUS U HE Ca OCHOBAHUE 3a MPEKPATIBAHETO MY.

(2) BB3JIOXKUTEJIAT moxe na mpekpaTH eAHOCTpaHHO Hactosmus [lorosop ¢ 5-
JTHEBHO NTUCMEHO npenusBectue, koraro U3ITBJIHUTEJIAT:

a) 3a0aBM WBMBJIHEHUETO HAa HIKOE OT 3aJb/DKEHUATAa cu 1o JloroBopa ¢ moBeue oT 5
(meT) KaJleH1apHU JHHU;



0) He oTcTpaHu B cpok, onpeaeineH oT Bh3JIOXKUTEJIIS, koHcTaTHpaHO HEUM3IIBIHEHHE;

B) ObJie 00SIBEH B HEIUIATEKOCIOCOOHOCT WJIM KOTaTo OBJ€ OTKPUTO MPOM3BOJICTBO 3a
00sIBsSIBAHE B HECHCTOSATEIHOCT WJIA JTUKBUIALIHS.

(3) IpekpaTsiBaHETO BIIM3a B CHJIA CJIE]] YPEXKIAHETO HAa (UHAHCOBUTE B3aUMOOTHOIICHHS
MEXAy cTpaHuTe 3a wu3BbpuieHuTe OT cTpaHa Ha W3IITBJIHUTEJIS wu npuetn ot
BB3JIOXXUTEJIA aefinocTy 10 M3MBJIHEHUE HA IOTOBOPA.

(4) HoroBopbT MOKe J1a ObJIe U3MEHSIH 110 B3aMMHO ChITIACHE MEKIY CTPAHUTE, H3PA3EHO
B IMHUCMEHa opMa.

IX. CbOBUIEHU A
Un. 16. (1) Benuku choOrieHus MEXAY CTPaHHUTE, CBBP3aHU C M3ITBIHEHUETO Ha TO3M
JOTOBOpP Ca BaJIMJHH, aKO ca HalpaBeHH B MHCMEeHa QopmMa M ca MOJNUCAaHH OT
ymbiiHoMotenute npeacrtasurenu Ha U3ITBJIHUTEJIA wnu BB3JIOXKUTEJIA.
(2) 3a marta Ha CHOOIICHHETO CE CMSATA:

v Jarara Ha [IPeIaBaHeTo — IIPU PHYHO Ipe/laBaHe Ha ChOOIEHUETO;
v JlaTara Ha MOLICHCKOTO KJIeHMO Ha oOpaTHaTa pasiucKka — pU U3MpallaHe 1o MoIara;
v JartaTa Ha MPUEMaHEeTo — MPH U3MIpalnaHe no ¢paxc wim e-mail.

(3) 3a BanmuaHu agpecu 3a MpueMaHe Ha ChOOIIEHUS, CBbP3aHU C HACTOSLIMUS JIOTOBOP Ce
CMSITAT:

3A UBII'BJIHUTEJIA: 3A BB3JIOKUTEJIA:

(4) Ipu mpomsiHa HA TIOCOYEHHSI 1O aJl. 3 TaHHHM, ChOTBETHATA CTPAHA € JIThXKHA J1a
YBEJIOMHU JpyraTa B TPUJAHEBEH CPOK OT IPOMSHATA.

X. APYT'U YCJIOBUA
Un. 17. (1) IlpaBara u 3aabKeHUSITA TIO HACTOSIIUS JOTOBOP HE MOTAT J1a Ce MPEXBBPIAT
€IHOCTPAaHHO Ha TPETH JIMIAa U TOJAOOHMW aKTOBE HE TOpaXJaT MpaBHO JeHCTBUE Oe€3
MMMCMEHOTO ChIVIaCHe Ha Jpyrara CTpaHa, OCBEH B CllydauTe Ha oOe3neuyaBaHe (TapaHTHUpaHE)
Ha 3aIbJDKEHUS IO OAHKOBH KPEAUTH.
(2) 3a HeypeneHUTE BHIIPOCH B HACTOSIIMS JTOTOBOP C€ Mpuiara JeicTBamoTo OBIrapcko
3aKOHOJATEJICTBO.

Hacrosiust 1oroBop ce chCTaBU B JIBa €HOOOpPA3HHU €K3EMILISIpa HAa OBJITAPCKU €3UK —
equd 3a USITBJIHUTEJIS u 3a BB3JIOXUTEJL.

[Tpunoxenue: Odeprara Ha U3nbiaHUTENS.

BB3JIOKUTEJI: N3I'bJHUTEJ:
IFEOPI'M EBEKHEB  riiiiicieeeeeen
Ynpasumen
I''TABEH CHETOBOJIUTEJIL:

Jdanuena UBanoBa
I'n. cuemoseooumen’
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