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JIEYEHHE ¥ CIELIHA MEJHITHHA H.HLITMPOIOB” EAJI
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Cndhua EJIPO C JEKAPCTBEHU INTPOAYKTH

IMOKAHA
3a

nooaeane Ha ogepmu 3a 00CMAGKA HA 1eKapcmeeHu nPoOyKkmu, exmoyenu 6 CRucsyKa no
wi.266a, ar.2 om 3akona 3a nexapcmeenume nPOOYKMU 6 XYMAHHAMa MeOUyuHa

YBAXKAEMH JAMH U T'OCIIO/IA,

,» Y HUBEpCHTETCKAa MHOTOMpoduiHa 6OTHMIIA 38 aKTUBHO JICUEHHE U CrelTHa MeAnLiMHa H.
W. Huporos* EAJ] —rp. Codus, na ocHoBaHMe 41.266a, an.5, 1.3 oT 3aKoHa 3a JeKapCTBEHUTE
NpoJyKTH B XymaHHata Meauuuna /3JIIIXM/ v un.156 ot Hapen6a Nel0 ot 17 noemspu 2011 r.,
¢ HacTosilara nokana, Bu kauu na npeacrasure odepra 3a 10CTaBKA HA IEKAPCTBEHH MPOAYKTH,
BKmo4yeHH B Crinckbka no un.266a, an. 2 or 3JIIIXM, npu cnepnure yenosus:

I. NPEJAMET HA NPOUHEJAYPATA:

[Ipenmer na npouenypara e JocTaBKaTa Ha NEKAPCTBEHH MPOAYKTH, BKIIOUEHH B CITHCHKA
o 4i1.266A, an.2 ot 3aKkoHa 3a IeKapCTBEHHUTE NPOAYKTH B XyMaHHATA MEAULIMHA 32 HYXK/UTE Ha

»YMBAJICM H. W. Iluporos” EAJ] —rp. Codwus, cbriacHO TexHHYecka crieludukanus,
npunoxkeHa B HacTosiwara [lokaHa.

1. TEXHHYECKA CHEIH®HUKAIUS:

MexayHapoano HenateHTHo | Jlekapcersena dopma v koanvecTso Ha | Kosmuecrso/
HAaHMeHOBaHHe AKTHBHOTO BelIeCTBO opoii

Naloxone hydrochloride 0,4mg/ml, amp. x 1 ml S00 6pos

III. M3UCKBAHHSA KBM YUACTHHUIIHUTE:

[lokanaTa ce oTnpass 10 BCHUKM MPUTEKATENH Ha paspellieHHe 3a ThProBys Ha eapo C
JIeKapCTBeHH TMpPOAYKTH, MojydeHo no peaa Ha [nasa pgesera or 3JIIIXM. VYuacTHHK
YYHASCTPAHHO JHLE C/IE/Ba Ja MPUTEKaBa paspelieHHe 3a ThProBUs Ha eIpo ¢ JIEKApCTBEHM



MPOAYKTH, H3OaACHO OT CHOTBETHHA KOMIIETECHTEH OpraH, CbIJIACHO 3aKOHOAATEJCTBOTO Ha
AbpiKaBara, B KOATO € YCTaHOBECH.

B cnyqaﬁ H€ TbProBEULT Ha €1pO € JIEKAPCTBEHH MPOAYKTH UMA CKIIaJIOBH NMOMEUICHUA Ha

TeputopusTa Ha Penybauka buarapus, To To# cneiBa a npuTekasa paspelleHue 3a ThpProBus,
M3/1a/IEHO OT U3ITbJIHUTENHKA AupekTop Ha MAJTL.

IV. YCJIOBHsS H PEJ 3A NPEJACTABSHE, PA3TJEXIAHE H
OIEHKA HA O®EPTUTE

MscTo 32 nogasane Ha odeprTu: Bcekn paboreH aeH, oT 08:00 u. no 15:30 u. B O1zen
»JenoBoacteo u apxus” Ha YMBAJICM H. U. ITuporos” EAJl — rp. Codusi, 6ya. ,.['en.
E. Torneben™ Ne2l. Odeprara ce agpecupa 10 U3ITbIHUTEIHUS JUPEKTOP HA JIeueOHOTO
3aBEJCHHE M C€ MOANMUCBA OT 3aKOHHUA/ T€ MPEACTaBUTEN/ MU HA APYKECTBOTO WIIH
ITbIHOMOLLHHMK € MPEACTABEHO MTbJIHOMOLLHO.

*BCceKn y4acTHMK MOJKE Jla y4acTBa 3a Besika HOMeHkatypa. KiiacupaHeTo Ha y4acTHULIATE

C€ M3BbpIIBA OTACJIHO 3@ BCAKA HOMEHKIATVpA.

2.
3.

Kpaen cpok 3a nojaBaHe Ha odepru: 18.12.2024 r,

OTtBapsne Ha noay4enute opepru: 19.12.2024 r., or 10:00 yaca B Bonuuuna anTexka Ha
»YMBAIJICM H. W. Iluporos” EAJL, anpec: rp. Codus, 6yn. ,,Torneden* Ne21. Opeprute
1IIe Ce pasrjiexk/1ar 0T KOMHCHS, Ha3HAuYEHa ChbC 3aMoBe/l Ha M3ITbJIHUTEHUS TMPEKTOP.

Pesynrarure ot paboraTta Ha KOMUCHATA Ce OTPA3ABAT B POTOKOJ, KOMTO ce MOMNHCBa OT
BCHYKM uieHoBe. KomucusaTa KilacMpa yuyacTHHLIMTE, KaTO pasriiexkia MpeAcTaBeHuTe
oepTH, YCTAaHOBABA CHOTBETCTBHETO MM C M3MCKBAHHATA Ha Bb3M0XKMTENs M OlLEHABA
odepTuTe Ha JIONYCHATUTE YHaCTHULIH, CHIIIACHO KPUTEPHMTE 3a OLIEHKA Ha OepTHTE.

Ha pasraexnane noajexatr eIHHCTBEHO OgepTH, KOHTO ChIBPKAT CJeIHATA
HHpopMaLus:

> Me:xayHapoaHo HenateHTHO HaumeHoBaHHe (INN) Ha aKTHBHOTO BEIIECTBO;
> Tbproseko HauMeHOBaHME Ha JIEKAPCTBEHUA MPOAYKT;

%

r g Bun na JIEKapCcTBeHarTa d)opma W KOJIHHECTBOTO HA aKTUBHOTO BCLISCTBO B 1030Ba
CIIMHHLA;

[IpowseoauTen;

KonuyecTBo B e/lHa OIaKOBKa,

YV V VY

E,Ell/IHH'-lHa Li€Ha Ha JIEKapCTBCHHA MPOAYKT 3a €1HUH 6])017[ B 6'bﬂ]"apC[{Ifl JIEBa,

*

> Cpox 3a aocraBka;

»  Cpok 3a BaIMJIHOCT Ha MpeIocTaBeHaTa eHoBa odepra —MUHUMYM 30 KaneHapHu
AHH]

* [TbAHOMOILHO 32 NoJaBaHe Ha odepra, KoraTo oeprara Ce noaasa OT YI'bIHOMOLIEHO JIHLIE.



S. OcraTh4eH cpPOK Ha FOJAHOCT HA JeKapcTBeHHst NpoayKT: KbM J1atara Ha npuemaHe Ha
AOCTaBKaTa, JOCTABEHHMAT JIEKAPCTBEH MPOAYKT CJIeJBa Aa € C 0OCTaThueH CPOK Ha IOJHOCT
He nmo-Manko ot | /enHa / roguua.

*3adenexncka: He ce pasznencoam oghepmu, RoAyueHU U3evH OnpedeieHusn CpoK Ha NOKaHama.

V. KPHTEPHH 3A OHEHKA

M360pbT Ha M3NBLAHKUTEN LUE ce NPOBEE Bb3 OCHOBA HA WKOHOMUYECKM HaH-W3rojHarta
odepra. Cobluara e ce Onpenend MO KPHTEpHil, KOWTO OuEHsABa Hali-HMCKAaTa MpejloxkeHa
eIMHUYHA LieHa.

IIpu u36opa Ha Thprosell Ha eApo C JEKApCTBEHH MPOJYKTH OCBEH MpeiaraHa LeHa ce
o0CHKAaT W chOOpa3saBaT M APYrM acrneKkTd Ha o(epTUTEe, KOMTO Ca CBBP3aHHM C KaueCTBOTO,
OesonacHOCTTa W/MITH e()UKACHOCTTA Ha JIEKAPCTBEHUS MPOIYKT.

Ha mbpBo MsCTO ce Knacupa y4acTHHKA, NPEUI0KHI Hall —HUCKA LIEHa 3a JIEKApCTBEHH
MPOAYKT.

Ilpunoxkenne: npoexm Ha 002060p 3a OOCMABKA HA NEKAPCMBEHU RPOJYKMIU.

»YMBAJICM H. I/ TAPOT OB EAJ]


iveta.simeonova
Text Box
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ENNPOrog8 -yyuBrPCUTETCKA MHOTOITPOOMIIHA BOJIHMIIA  3A
AKTHUBHO JIEYEHUE U CTIELIHA MEJJULIMHA H.M.ITUPOTOB” EAJT

JOrOBOP

3a JOCTABKA Ha JIEKAPCTBEHH NPOJYKTH, BK/JIIOUEHH B CIHCHKA MO W
266a, an. 2 or 3JIIIXM

Huec, .......... 2024 r., B rp. Codmst, mexay:
1. » Y HHBEPCHTETCKA MHoronpoguIHa GoJTHHIA 32 AKTHBHO JieYeHHe H cnemna meauuuna H.
H. ITuporos* EAJl, Bnucano B TohproBekus peructhp M peructbpa va FHOJIHL] kem Arenums no
BIMHCBAaHHATA MpH MuHHcTepeTBOo Ha npaBockameto ¢ EMK 130345786, che cemamuime u agpec Ha
071, npeACTABNABAHO OT 1 —P
koct Bb3JIOKHUTEJL, ot eqna

Banentun JJUMHTPOBR —HM3MBJIHHUTENEH IHPEKTOP, HAPHYAHO 33 KP

cTpaHa,

n ”

2 T . o a YIpaBIEHUE B ...........
CAHO B ; ,PETMCTBP KbM AreHuus Mo
BrvcBanuaTa ¢ EUK ..........ccoooeeevvinnnnnn, BJs O A S , B KAYECTBOTO MY
HA .o, , HApMYaHo 3a kparkoct U3 ' ;

(BB3JIOXKUTEJIAT u UBITBJIHUTEJIAT Hapi«iqa

~CTtpana®);

chqn],aan2qn3 .
MHUHHCTEPCTBO Ha 3APaBEOTI: TO ég cmf&%m JIOrOBOP 3a CNIEAHOTO:

f %b “"35‘13“ 4

ceriacue ot Manmbnuurensa, areniins no nexapcrBata (MAJI) M nucMmena 3asBka 3a JocTaBKa Ha
A0JIyNocoYeHus JieKapcTBeH HPOIYKT, 12 H3BHLPIIH JOCTABKA HA C/IEJHHS JIEKAPCTBEH NPOAYKT, B
KoJIHYecTBaTa npeanucanu ot ,, YMBAJICM H. U. Iuporos* EAJI ¢ nporokon — Ilpunosxenune Ne

1 nimm Ne 2 (keemo e npunosicumo), w3gaaen no pega na Hapeaoa Ne 10 /17.11.2011 r., no odepra Ha
U3 BJHHUTEJIS, kakTo cieasa:

No Toproecko Mspka | Koanuecr| Eaununyna
MeskIy HAPOIH © HAHMEeHOBaHHe /amn.; BO neHa Ha
AHATOMOTEPANEBTH HeNnATEeHTHO JlexapcTeena ¢daakon; Opoii Oe3
yeH ko /ATC-kon/ HaHMeHOBaHHe dhopma Tabierka JacC
/INN/ KoauuyecrBo Ha u ap./
AKTHBHOTO
JIEKAPCTBEHO
BelecTBO
1




(2) HHoroeopbT nopaxaa AeicTBHE U 3aJbIDKEHHE 32 U3BBPIIBAHE HA JOCTABKY, €JMHCTBEHO
MpH HAJIMYWE HA chrulacyBaHe oT M3mbiHUTeNHA areHIus 1o JieKapeTBaTa Ha W3IaJeHHs OT CTpaHa Ha
neqeOHOTO 3aBesieHne npoTokon — [Tpunoxenne Ne 1 umm Ne 2 (koemo e npunoscumo), w3aaieH no pena
Ha Hapenba Ne 10/17.11.2011 r.

3) ITocoueHoTo KOIMYECTBO OT NEKAPCTBEHMS NMPOAYKT MOXe ja ObJe J0CTABEHO MO eaHa
MM HAKOJIKO OTIEJHH 3asBKHM 3a JIOCTAaBKa, B 3aBUCHMOCT OT KOHKPETHHTE NOTpeOHOCTH Ha JieueGHOTO
3aBeJIeHHE.

4) BB310KUTENAT € 3a0BbIDKEH J1a PUEeMe W 3all/laTH CaMo KOJIMYECTBOTO, KOETO € 3asiBUIT H
KOETO € JOCTAaBEHO MpH YCloBHATa Ha HacTosAmmsa Jloroeop. JlocTaBkuTe Ha CTOKMTE Ce M3BBPLIBAT B
pamkuTe Ha paboTHOTO Bpeme Ha Buasoxurens.

(5) JlexapcTeenus npoaykT, nmpeameT Ha Jlorosopa, ciie/iBa 1a € NpUAPYKEH OT CLOTBETHUTE
JOKyMeHTH, u3uckyemu 1o Hapenba Ne 10/17.11.2011 r. ma M3 3a ycnosusTa M pena 3a BHOC Ha
HEPErHCTPUPAHM JIEKAPCTBEHN MPOJAYKTH 3a JIEUCHME C HepaspelleHd 3a ymoTtpeba B PenyGinka
Bearapusi niekapcTBeHM NMPOOYKTH M JleKapcTBEHH TMPOJIYKTH 3a CheTpdflaTenna ynoTpeba, KakTo M 3a
YCIOBMSTA ¥ pela 33 BKIIOYBAHE, IPOMCHH, M3KIIOYBAHE M JOCTABKAa Ha JICKAPCTBEHH MPOIYKTH OT
CITHCBKA 10 4Il. 266a, an. 2 oT 3aKoHa 3a TeKapcTBEHHTE MPOAYKTH Hata MeguiHa (Hapenba Ne
10/17.11.201 1r. na M3)

Ya. 2. (1) Bwo3HarpakieHHeTo 3a W3 oth, U3ITBJIHUTEJISI w npuera ot
BB3JIOXKUTEJIA nocraeka ce u3BbpiiBa ChI: : JTieHa 3a ONAaKOBKa OT JIeKapCTBEHMSA
MPOJIYKT MOCOYeHa B Tab/Muara rno-rope, _

(2) EnvauyHata ueHa 3a 10CTABKA HA MPOJIYKT MOCOYEHa B Tabiuuara rno-rope
€ OKOHYATEeJIHA W He TIO/INEXKH Ha YBEJTH ' feiicTere Ha JloroBopa ¥ BKJTFOUBA CTOMHOCTTA
Ha JIeKapCTBEHMUS MPOJIYKT, pa3xo]

3) O6mara nporHea a ;
: /3a cpoKa Ha Horosopa.

Bb3HArpOKACHHETO No 4n.2 or JloroBopa ce W3BBpIIBA TpH

Yn. 3. (1) 3annadasero
PARRC

.

KyMYyNaTHBHOTO HallMgHe Ha
a) napTueH €€
NeKapCTBEHMS TIPOIYKT;
6) npenocraseHa ot
HeOOXOJUMH 3aKOHOBH PEKBH3UTH;
B) IBYCTPAHHO MOJNHCAH OT ONPABOMOLIEHH NpecTaBuTend Ha CTpaHHUTE MPOTOKOI 32
ChLOTBETHATA JIOCTABKa.
(2) BB3JIOKHUTEJIAT we u3pbpiuy nnamate B 1eBa, B cpok 10 60 (1uecTaeceT) kaneHaapHu
JIHW Clle]| TIpeACTaBsAHE Ha JOKYMEHTHTE 1o ai. 1.

et o

3) IInamwannsata no noroBopa ce W3BBPUIBAT MO GAHKOB MBT C MIATEXKHO HAPEXKIAHE 10
cneanara cmetka Ha U3TTBJIHUTEJIA:

ObcayxBama 0aHKa: ...........coevvvennnn...

IBAN:

Kato BCHYKHM pPa3Xxo/iM 3a OTKPHMBAHETO, TETJIEHETO M NOAALPKAHETO HA CMETKaTa ca 3a
W3ITBJIHUTEITSL.

4) Ilpn npomsna B OGaHkoBaTa cMeTKa, MO KOATO LUe Ce M3BBPLIBA [UIALIAHETO,
M3ITBJIHUTEJIAT cnensa na yBeaoMu nucMeno u aa npeactasu Ha BB3JIOXUTEIIS nanuure Ha



HOBaTa CMETKa He T0-KBCHO OT 3 (TpW) AHM OT HacTbIIBaHe Ha rnpomsiHaTa. Begko mnamane mo
NpeX0HaTa CMETKA, U3BBPIIEHO npeau Ja 0bae yeegoMmeH BB3JIOJKUTEJIS 3a npomsipara, ce cumura
3a JeHCTBUTEIHO.

(5 3a gara Ha TJAL@HETO CE€ CYUWTA [araTa Ha 3aBepsiBaHe Ha OaHKOBaTa CMETKa Ha
H3ITBJIHUTEJIA cbe choTBETHATA IBIKMMA CyMa.

III. CPOKOBE

Y. 4. Hacrosmusat Jlororop BiM3a B CHITa OT aTaTa Ha HEMOBOTO TOJNKMCBAHE M € CHC CPOK Ha

neWcTBre 3 (TpM) Mecewia, CUUTAHO OT NosydaBane Ha Paspewenne ot MAJL.
IV.  MSCTO H YCJIOBHS HA TOCTABKA

Y. 5. (1) Macroro Ha noctaska e ,,YMBAJICM H. W. Tluporoe” EA/L, ¢ agpec: rp. Codus 1606,
pation Kpacuo ceno, Oyi. ., Totneben™ Ne2 1, Bonununa anrexa.

(2) UBITBJIHUTEJIAT e mmbkeHn na JOCTaBM 3asBEHMS JIEKAPCTBEH TMPOJAYKT B CPOK [0 .........
Cossswnpuasnanss ) (no opepma Ha uznvaHUMENs) KATGHIAPHU THH, CYUTAHO OT MO/IaBaHE HA MHCMEHATA 3asBKa
ot BB3JIOXKHUTEJIA, na xapTHeH HOCHTEN, WK C ITMCMO, M3TIPATEHO NEKTPOHHA MOIIa, ChABpPIKaIIa
BCHYKHM JaHHH, HEOOXOAMMH 33 M3MBJIHEHWE HA Tpe[MeTa Ha Hach@siius JloroBop u roco4saHe Ha

(3) UBITBJIHUTEJIAT ce 3agbmkasa aa yBeIOMH l'IHCM
#a BB3JIOXKHTEJIA, B ciyuaii, ue He MOXe [1a H3BBPIIH AFCTaR
CpOKa 3a W3BBPLIBAHE HA KOHKPETHA JIOCTABKA. ’ '
MOLIEHH JTMLIA, Ha IBYCTPAHEH
€ npoaykTH. JInuara noanuceat
aHusATa Ha HacTosus Jloroeop.

Y. 6. (1) Besika nocrarka ce yaocTopepsBa ¢
[POTOKOJI, YAOCTOBEPABALLL [PEJABAHETO/TIPHEME
NPOTOKOJIa CJIE]] MPOBEPKA 3a CLOTBETCTBME HA JI0C

2) KeM parata Ha Beska KOHR OCTaTbYHMAT CPOK Ha T[OJHOCT Ha
JIeKapCTBEHUTE MPOIYKTH, ClE/iBa aa 61:5 HE 110~ rouHa oT 00ABEHUs OT NPOU3BOAMUTEIS.

3) Cnen nonyyaBaHe Ha 3aE ka’Ha siekapcTsen npoaykr, U3ITBJIHUTEJIAT
usnpaiua Ha Bb3JIOXKUTEJIA €Hu1e 3a MQJiyyeHaTa 3asBKa B KOETO 10COYBa HAMMEHOBAHHE,

KOJTMYECTBO M OCTATHYEH CPOK
€)) Ilpn koHcTat
NIeKapCTBEHH MPOIYKT

KAPCTBEHUTE MPOAYKTH, KOUTO e OBJAT 10CTaBEeHH.
4aCTHYHO MM I[AJIOCTHO HECLOTBETCTBME HA JOCTaBEHHTE
TPH MO-MATbK OCTAThY€H CPOK Ha FOJHOCT OT NMOCOYEHHS B all.
2, NpeiCTaBUTENAT JISl mma npaBo Ja oTKake M3UAJI0 WM YACTHYHO HIH Ja
npHeMe LSJIOTO KOJ etaBkaTa. B Tesu ciyuan CtpanuTte onucsar B ,,3a0enexka”™ B
MPOTOKOJIA, KOHCTATHPA  HEJIOCTATBIM, JIUIICH W/UITM HECHOTBETCTBHSL.
Ha. 7. BB3JIOKUTESF uma nipaeo Ha peknamanus npea U3ITBJIHUTEJIA 3a:

a) HECHOTBETCTBHE HA AOCTABEHHTE JICKAPCTBEHH TIPOJIYKTH 10 KOJIMYECTRO, BW/I, OCTATBYEH CPOK

Ha roHOCT HJIM HEKOMTUIEKTHOCT Ha CHITHTCTBAINATA JOKYMEHTALMS (BHH HEIOCTATBIH);
0) HECBOTBETCTBME HA JIOCTABEHHUTE JIEKAPCTBEHH MPOIYKTH MPH KOHCTATHpaHe HA Ae(EKTH NpH

yroTpeda Ha IeKapCTBEHHUTE MPOAYKTH, KAaYE€CTBEHH MOKa3aTe/ i (CKPUTH HEIOCTATBIIN);

Y. 8. (1) Pexnamanyu 3a sBHM HEJOCTATHLM Ha TEKapPCTBEHUTE MPOAYKTH €€ NMPABAT OT Ne4eOHOTO
3apesienne — BB3JIOXKHWTEJI, npu noiyuaBaHe Ha JocTaBKaTa MM 0 M3THYaHE Ha cieapauius paboTeH
JIEH CUMTAHO OT JlaTaTa Ha MOJITMCBaHe Ha MPOTOKONA 1o uJl. 6, an. 1 ot JloroBopa, pekiaMaiym 3a CKpUTH
HEA0CTATLLUM — 10 7 (celieM) IHM OT KOHCTATUPAHETO MM.

(2) B pexknamaimsaTta ce nocouBa Aartara, INpeIMeT M HOMEp Ha JOroBopa, HOMEp W Jara Ha
(hakTypaTa M TOUHOTO KOJMYECTBO HA MOJYHYEHHUTE JIEKAPCTBEHU TPOYKTH C TEXHUS KAaTalOKeH HOMep,
NpeMET Ha peKjamalusaTa W onucanue Ha rpoOnema. KeM pexramauusta ce mpHiarat JOKyMEHTHTE,
NpUIpYyKaBallK JOCTABKATA.

Y. 9. PeknamarnTe 3a CKpUTH HEJOCTATHIIN Ha JIEKAPCTBEHUTE NPOAYKTH CE MPaBSAT 1pe3 LieTHs
CPOK Ha FrOJHOCT Ha IOCTaBEHUTE CTOKH.



Y. 10. Tpu pexnamaiys 3a aBHH win ckputh HegocTatsim, U3ITBIIHUTEIIAT e gibxen B cpok
Ho 10 (necet) gHM OT noyvaBaHe Ha pekaamaiuaTa 1a BbpHe Ha Bb3JIOXKWUTEJIA 3amargnara ot Hero
CyMma 3a peKJiaMUpaHMTE JIEKAPCTBEHH TNPOJYKTH WIIM Jia W3BBPIIH HOBA JOCTaBKa, 3a CBOsS CMETKa, C
KOSTO J1a 3aMEHH PEKJTAMHPAHWUTE JIEKAPCTBEHH MPOLYKTH C TAKMBA KOWTO J1a OTFOBAPST HAa W3MCKBAHUATA
Ha Jloroeopa.

Y. 11. (1) CobeTBEHOCTTa M PUCKBT OT CITy4aiflHO MOBPEKIAHE UM MOTMBAHE HA JIEKAPCTBEHUTE
NPOJIYKTH, peaMeT Ha JocTaeka, npemuHasat oT U3ITBJIHUTEJIS expxy BB3JIOXKUWUTEIIA ot nartara
Ha NPUEMAHETO MM, YJIOCTOBEPEHO B JBYCTPAHHO MOANUCAHUS TPHEMO-TIPEIaBaTEICH MPOTOKOJL.

(2) BB310KUTENAT HE HOCH OTTOBOPHOCT 3a MOrMBaHe Ha JOCTABEHO KOJIMUYECTBO, HAIBHIIABALLO
3asBEHOTO, KaTo ¢b110TO ce Bpbia Ha M3ITbJIHUTEIIA, 3a Heroea cMmeTka.

V. IIPABA 1 3AIBJIKEHUSA HA U3ITBJIHUTEJIA

Y. 12. (1) UBITBJTHUTEIIAT ce 3axbiokaBa ga JOCTaBs JIEKAPCTBEHWTE TIPOAYKTH. MPEAMET Ha
JOroBOpa B ChOTBETCTBHE C M3UCKBAHMATA MY, KaKTO M JIa TIPEXBBPIIM MPAaBOTO HA COOCTBEHOCT BBPXY
151X Ha B'b3JIOXKUTEJIA cbvranacHo yenoeusita Ha [{oroeopa.

(2) WMBITBJIHUTEJIAT e piekeH na M3bIHABA 3aIbIi
yTipa>KHsBa MpaBaTa cH, ¢ orvie/l 3auura uurepecure Ha Bh3JIOXHAH

3) M3ITBJIHUTEJISAT e anwxeH na w3pbpiBa
MPOIYKTH 33 CBOSI CMETKA.

4) USITBJIHUTEJISAT e nnmwxeH pa npueMasu
npeassenute ot BB3JIOXKHWTEJISA peknamanun mo pex

(5 [Ip# TOYHO M HABPEMEHHO HM3MbIHEHHE.
U3ITBJIHUTEJIAT nma npaeo ga moiy4u ue
niauiaxe. N
(6) U3ITBJIHUTEJIAT uma nip BB3I§)KI/ITEJIH He0OX0AMMOTO ChCHCTRHE

gsata cu no Jloroeopa M ma

8 CM TI0 HACTOSAIINA JIOTOBOD,
CBIIIACHO OTNIpeJIe/IeHHs] HAYMH Ha

JOKYMCHTH 3a H3ITbJIHEHHE Ha HOFOBDP J
(7) H3HLHHHTEHHT§§@5 ': Ja TIOIMCBA 4pe3 CBOW  OMNPaBOMOILEHH
TMPEACTaBUTENM NPOTOKONIMTE da (%ea

NpeiCcTaBUTENINTE Ha
BB3JIOKHUTEJIAT

Jla TIOANWINAT TPOTOKOJ, TMpPEeABHIAEH B TO3H JOTrOBOP,
bJIHUTEJISl koHcTaTHBEH NPOTOKON, TMOANMCAH OT CBOM

Y. 13. (1) BB3JIO EHHT ce 3a/b/KaBa Jla 3aIUlaTH LEHATa Ha JOCTABEHWTE W TMPHETH
NIeKapCTBEHM TPOLYKTH M0 mpeaMeTa Ha JIoroBopa, ChIUIACHO YCIOBHATA W TI0 HAYMHA, MOCOYEHH B
Hacroswus Jorogop.

2) BB3JIOKHTEJIAT ce 3agbmkasa fa npHeMe JOCTaBKaTa Ha JIEKAPCTBEHUTE TIPOLYKTH,
npeamet Ha JloroBopa, ako ChIIMTE OTTOBAPAT HA M3MCKBAHUSATA, CBIBPIKAIIH Cce B HACcTOSLIMs JOroBOp.
3) BB3JIOKHTEJIAT onparomoinasa cBoM MpeJCTABUTEH, KOUTO JIa IPHEMAT JOCTABKUTE

B YTOBOPEHOTO BpPEME.

4) BB3JIOXHWTEJIAT uma npaso ga ucka ot U3ITBJIHUTEJIA na usneaHaBa qocTaBKaTa
Ha JIEKapCTBEHHUTE MPOIYKTH JI0 MOCOYEHOTO B YL 5, aJl. 1 OT 10roBOpa MSICTO Ha IOCTAaBKA, B CPOK U Be3
OTKJIOHCHHS OT JOTOBOPEHHUTE M3HCKBAHMS.

(5) BB3JIOXKHTEJIAT uma npaBo ga moiydaBa WHGOPMALKS MO0 BCIKO BPEME OTHOCHO
MOJrOTOBKATA, XOJa M OpraHM3aluaTa N0 M3MbJIHEHHETO Ha JOCTaBKaTa M [IEHHOCTHTE, MPEAMET Ha
Horoeopa.

(6) BB3JIOKWUTEJIAT wuma npaso Ha pekinamauus Ha [JOCTABEHMTE MO JOTOBOpa
JIEKapCTBEHH NPOAYKTH, MPH YCIOBUATA, IOCOYEHH B HacTosus orosop.



7 BB3JIOXKHUTEJIAT wma npaso na wmsuckea ot M3ITBJIHUTEJIS 3amsuara Ha
HECBHOTBETCTBALLM C M3MCKBaHUATA Ha JloroBopa nekapcTBeHH MPOIYKTH. .

(8) BB3JIOKHUTEJIAT wuma mnpaBo la OTKaXe MNpHEMAHETO HA JIOCTABKATAa, KOrarto
U3ITBJIHUTEJIAT ne cnasea mauckBanusta Ha jporoBopa, gokato M3ITBJIHUTEJIAT ne w3nmbinu
M3LAII0 CBOMTE 3aIb/DKEHHS ChIUIACHO YCIOBHATA Ha JloroBopa, WM OTKake [a W3IUIATH 9acTHYHO MITH
M3LSJI0 I0FOBOPEHATa LigHa.

VII. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHHUE

Yn. 14. (1) Tlpu 3abaBeHO u3MBbJIHEHHE HAa 3aab/keHds no Jloroeopa oT crTpaHa Ha
U3ITBJIHUTEJISA, cbwmar samnama na BB3JIOXKHUTEJTIA ueycroiika B pasmep Ha 10 % (necer
MPOLEHTA) OT CTOMHOCTTA Ha JIeKAPCTBEHUTE MPOAYKTH, YMATO JAOCTABKA € 3a0aBeHa, UIIH IO OTHOLLEHHE
Ha KOSITO HE Ca OTCTPaHEHH KOHCTATUPAHUTE HECHOTBETCTBHA B JOTOBOPEHHS CPOK, 33 BCEKH MPOCPOYEH
JeH, Ho He noBede oT 30 % (TpuaeceT NMpOLIEHTA) OT LIEHATa Ha JIEKAPCTBEHUTE MPOAYKTH, 3a KOSATO ce
oTHacs 3abaBaTa.

(2) IIpu 3abaBa Ha joctaka ot ctpaHa Ha MW3ITBJIHUTEJIS, wnmmu 3abasa Ha
H3ITbJIHUTEJIA npu oTcTpaHsBaHe Ha KOHCTATHPAHH HECHOTBETCTBHMMPO IBIKHIIO TTOBEYE OT 5 (T1eT)
Ay, BB3JIOXKHTEJIAT wma mnpaBo ma mpekpaTH HACTOSIIL [lToroBop, egHOCTpaHHO W Oe3
npeaussectre. B to3u cnyuyaii BB3JIOXKHUTEJIAT uma npaeo Ha@eyc fokika, pasHa Ha 30 % (Tpuzaecer
MPOLEHTa) OT CTOWHOCTTA Ha JIeKapCTBEHUTE NPOAYKTH, YHATQIIOCTaBKa € € OCBIUECTBUIIA I HE €
ouna npuera ot BB3JIOKHUTEJIA no onpeneneHusT B T034 11

3) B cayuaii Ha 3 (Tpu) M noBeue peknam MKHMTE Ha CpOKa Ha JIOroBOpa, YUsTO
OCHOBATEJIHOCT € yCTAaHOBEHa M0 npeiBujeHus B JOroso HOXXKHUTEJIAT uma npaso na
MpeKpaTy J0roBopa €IHOCTPAaHHO, KAaKTO M Ha i a Ha 30% (Tpuzmecer mpoleHTa) OT
CTOMHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTH, UHATO Al OcblIecTBUIA UK He e Ouia npuera
ot BB3JIOXKHUTEJIA no onpeneneHusT B TQ '

4) Ipu mnpekpatsBane Ha J or BB3JIOXKHUTEJIAl na Hskoe ot
OCHOBAHMSITA TIpeBHIeHH B 4t 15, an. 1 : . 2ot porosopa, Bb3JIOKUWUTEJIAT uma npaso
Jia MOJIy4H HEYCTOHKa B pa3Mmep H%ﬁ%a: TpueceT HPOLICHTA) OT MAKCHMAIIHO IOTTYCTHMATa CTOHHOCT
Ha Jlorosopa. B ’

(5) Boanoxuren ] 1upa obe3leTeHne 3a HAHECEHH BPEIM M TPOITYCHATH
no3u no obums pen, He HauMCIIeHHTE HEYCTOMKH.

(6) Heycroﬁfmc ‘He3abaBHO, MPH TMOUCKBaHE OT BB3NOKUTENS, M0 CleJHaTa
DaHKOBa CMETKA: ”

banka:

IBAN:

BIC:

VIII. YCJIOBUS 3A IIPEKPATSIBAHE HA IOTOBOPA

Y. 15. (1) HactosamusT JJoroeop ce npexpartsisa B clieJHUTE CIyYau:

a) 1o B3aUMHO chrulacue Ha CTpaHWTe, W3pa3eHo B MUcMeHa hopma;

0) ¢ M3THYaHE HA YTOBOPEHHS CPOK M M3ITHIHEHWETO HA BCHYKH 3a/IbIDKEHUS 110 HETO OT CTPAHHTE;

B) NpH M3MBJHEHHe Ha JloroBopa B bJieH 00eMm.

T') TIpH BUHOBHO HEW3IThJIHEHWE HA 3a/Ib/DKEHMATA HA e/IHa OT cTpaHuTe 1o Jlorosopa ¢ 5 (mer)
JHEBHO TTMCMEHO [IPeU3BECTHE OT M3MpaBHaTa 10 HEM3TIpaBHATA CTPaHa;

) MPH HACTBITHIIM CBILIECTBEHH TIPOMEHM BB (PMHAHCHpaHeTO Ha JIoroBopa, U3BLH MPABOMOLIUATA
Ha BB3JIOXKHWTEJIA, kouTo To# He € MOrbJ HiTH He € OWIT [UThXKEH 1a TpeIBUIN H/IH J1a IIPEIOTBPATH —
C TTMCMEHO YBeJIOMIIEHHE, BEHAara cJle/l HacThIIBaHe Ha oOcTosTelicTRaTA;

€) MpPHM HACTBIIBAHE HAa HEBUHOBHA HEBB3MOXHOCT 32 M3ITBJIHEHHE — HENPEABUACHO HIIH
HEMpPEeIOTBPATUMO CHOMTHE OT U3BBHPE/IEH XapakTep, Bb3HUKHAIIO Cliell CKIIOYBAHETO Ha JI0r0BOpa
(,Hempeoo/MMa cHiIa™), Mpoab/EKKIIA MOBeYe OT 7 (ceaem) IHu;



%) B Pe3yNTarT Ha JCHCTBUA WIIM aKTOBE Ha KOMMETEHTHH IhpXKaBHH OPraHH, KOMTO BOJAT 10
OrpaHH4aBaHe TPaBOMOIIMATA HIIH GYHKLIMHTE Ha KOATO M Jia 610 oT cTpanuTe. [lepcoHanHu npoMenu,
Kacaelly HAKOSI OT CTPAHWTE 10 HacTOAIMA JIoroBOp, KOMTO ¢a HACTBITHITH CJIe]] CKITIOUYBAHETO MY, HE Ce
CYMTAT 3a OOCTOATENCTRO, BBL3NPENATCTBAINO M3ITBIHEHWETO HA JOTOBOPHHUTE 3aIbKEHHS M HE ca
OCHOBAHHE 3a NMPEKPATABAHETO MY.

2) BB3JIOKHUTEJIAT Moke na npekpaTy eJHOCTPAHHO HacTosuus JJoroBop ¢ 5-aHEBHO
nucmeHo npeaussectue, korato U3ITBJIHUTEIIAT:

a) 3a0aBy M3MbIHEHMETO HA HAKOE OT 3ajIb/KeHusTa cu 1o Jlorosopa ¢ noseue ot 5 (ner)
KaneHIapHU IHM,

0) He oTcTpanu B cpok, onpeener o Bb3JIOXKUTEJIS, koHcTaTHpaHO HEW3IThIHEHME;,

B) OBb/J1e 00SABEH B HEMJIATEHKOCTOCOOHOCT UM KOraTo 6b/1e OTKPUTO MPOM3BOICTBO 32
00sIBSIBAHE B HECHCTOSITETHOCT HITH JTMKBHIALIHS.

3) [IpekparsipaneTo BAM3a B CWa Clell ypekIaHe Ha (DPUHAHCOBHMTE B3aWMOOTHOLIEHMS
MEK/y CTPaHUTE 33 M3BbPIIEHUTE OT cTpaHa Ha Mambinutens u omo6penn ot Bhanoxurens gedHOCTH
10 M3Ib.JIHeHHe Ha JloroBopa. g

IX. VYCJIOBHA 3A N3BMEHEHUE JOI'OBOPA

Y. 16. JloroBopbT Moke a Obe M3MEHSH MO B3aHMHO CBI €XJly CTPaHHWTE, H3pa3eHO B

nucMeHa dopma. o

X.
Yn.17. (1) Benuku yBeloMIIEHUST MeXKIY CTpaHHTE B HE i C TO3M JIOTOBOP Ce M3BbPLUBAT B
nucMeHa (opMa M MOTaT Jia ce NpelaBaT JMYHO Wi
€JIEKTPOHHA MO1IIa.
(2) 3a uenuTe Ha TO3M JOTOBOP JAHHHUTE M 1T H‘gé\ (T Ha CTPaHHUTE ca, KAKTO CIIE/BA;
1. 3a BB3JIOXKUTEJLS: | ,

Ten.: 02/ 9154 581 &
e-mail: adel.ibrahim@p is i
JInue 3a xonrakT: mag( Jgien M6paxum —prroBoauTes, BoiHnyuna anteka

JIBIRE BB KOHTEKE; &4 o0 vraves vowns waiisisaysayuniis

3) Besika kopecnoHAEHINS M3y CTpAHHTE IIE Ce CYWTA 3a BaJWHA, aKO € M3MpaTeHa Ha
MOCOYMEHUTE MO-TOPE aApecH (B T.4. €JEKTPOHHM), Upe3 MOCOYEHHUTE M0-rope CPeICTBa 3a KOMYHUKALIHUS
M Ha MOCOYEHHTE JMIIA 3a KOHTaKT. [Ipu npoMaHa Ha nocovenuTe ajapecy, TenedoHH U APYrH IaHHH 34
KOHTAaKT, CbOTBETHATa CTPaHa € /UTbiKHa Ja YBEJIOMM Jpyrata B MUCMEH BHI B CPOK 10 3 (TpH) JAHM OT
HACTBNBaHE Ha npomsHara. [Ipy HeWsNbIHEHHE HA TOBA 3aIbJDKEHHE BCAKO YBEIOMJIEHHME IIIE CE CUMTA
32 BaJIMJHO BPBYEHO, aKO € M3MPATEHO Ha MOCOYEHWTE MO-TOpe aIpecH, uYpe3 OTMHCAHWTE CPECTBA 3a
KOMYHHKALIMs U Ha [TOCOYEHHTE JIHIIA 33 KOHTAKT.

4) Ilpu  npeoOpasyane ©e3  npekparsBaHe, MNpoMsHAa Ha  HAUMEHOBAHHETO,
MpaBHOOpraHu3aMoHHaTa hopMa, CeaNMIIeTo, ajipeca Ha YIpaBieHHe, NpeaMeTa Ha IeHHOCT, CpoKa Ha
CHILECTBYBAHE WIIH OPraHWTe Ha ympasieHue M npeactaButesicteo Ha U3ITBJIHUTEIISA, chmusnar ce
3aab/kaBa ga ysepomu BB3JIOXUTEIIA 3a npomsnara B cpok 10 3 (TpH) IHM OT BIIMCBAHETO M B
CBOTBETHHS PETHCTBP.



XI. HEINPEOJOJIUMA CHJIA

Y. 18. (1) Crpanure ce ocro60XIaBaT OT OTTOBOPHOCT 3a HEH3ITBJIHEHHE HA 3a/(bIDKEHHATA CH,
KOTaTo HEBB3MOKHOCTTA 3a U3ITBJIHEHHE CE AbJIKHU HA HETpeo10iuma cuna. HuKos oT cTpanwTe He MoXke
Ja ce Mo30BaBa Ha HETPEo/IoNIMMa cHna, ako e Oua B 3a0aBa M He e uHpOpPMHUpaa apyrata cTpaHa 3a
BBE3HUKBAHCTO Ha HCIIpCOO0JIMMa CHJia.

(2) CrpaHara, 3acernara oT Hempeo/J10/MMa CHia, € JThKHA J1a TpeAripueMe BCHYKH pazyMHH
YCHJIHsI U MEPKH, 3a /1a HAMaJIM 10 MUHUMYM MOHECeHHUTE BPeAM M 3aryOu, KaKTO M [a YBEJIOMH IMHCMEHO
Jpyrarta cTpaHa He3a0aBHO TP HACTBIIBAHE HA HEMPeoJ0IMMaTa CHIa.

3) JlokaTo Tpae HenpeoaoIMMaTa CHila, H3MbJHEHHETO Ha 3adbJKEHHETO Ce CIMpa.

4) He Moxke z1a ce rozoBapa Ha Hernpeoa0/MMa CHlla OHA3W CTpaHa, YHATO HeOPEKHOCT WITH
YMHUINIEHH JeHCTBUA MM Oe30eHCTBUS ca AOBENM 10 HEBB3MOKHOCT 3a W3nbiiHeHue Ha Jlorosopa.

XII. JOIOBJHHUTEJIHH PA3ZIIOPEABH

Y. 19. 3a BeHuku HeypeieHH B HacTosAmMA JJoroBop BBEIPOCH ce Mpuiara IeHCTBaIIoTo GBArapeKo
3aKOHOAATEJICTRO. . e,

Ya. 20. (1) Benuxu cvoOuieHus 1 yBeOMIICHHS, CBBP3aHH, IThJIHEHHETO Ha TO3W JOTOBOP,
clleaBa Ja CbAbp)KaT HaMMEHOBaHMe, HoMep Ha JloroBopa @ na aT B nucmeHa Qopma 3a
OEWCTBUTETHOCT. g

(2) Crpanure ce 3aabmkaBar jia ce MHOOPMHUPAT B3aHM Ho%f BCAKA MpO
a/ipecuTe CH Ha YNpaBlIeHHe, TeNe(OHHTE 1 TULATa, KOHT

Ya. 21. (1) Benuku cnopoBe, NOpPoAeHH OT wﬂoro eicsmm ce A0 Hero, e OpaaTt
paspelaBaHy ITbPBO M0 M3BHLHCHAEOEH pell upes 4p Ky CTpaHWTe, KaTo B c/Iydyail Ha crop,
BCAKA CTpaHa MOKe Ja M3MpaTH Ha npyraTé : 32 TIPEFOBOPH Ha TOCOYEHHTE AAPECH 3a
KOpeCTIOHIeHLHA. " )

MOPOJIEHH OT TO3H [OTOBOP WM oma_ K ce [0 Hero BKIIOYMTENHO CTIOPOBETE, OTHACAIIM CE JI0
EH3ITHJTHEHHE MM NIpeKpaTaBaHe Ile ObIAT OTHACSHM 3a
¢ ‘W@Penymnxa Brarapus no peaa na I'TIK.

Y. 22. HumoxxHocTpa H K(;af oT Kjay3uTe no JloroBopa MM Ha JOMBIHHTEIHO YrOBOPEHH

YCIOBHA HE BOJIH IO HH

BB3JTOXHUTEJIL: U3ITbJIHUTEJIL:

I —p Banentnn [JuMuTpoB
HznbiHuTENICH JMpEKTOp Ha
»YMBAJICM H. HU. IIuporos“ EAJT

Hensnka Jlanosa
I"naBen cueToBOIUTEN





