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IMPUTEXATEJIUTE HA
PASPEHIEHUE 3A THPTOBUA HA
EJIPO C IEKAPCTBEHM IIPOJIYKTH

MOKAHA
3a

nooasane na ogepmu 30 00CMAGKA Ha NeKapcmeeny npodykmu, exnrodenu ¢ Cnucoka no
41.266a, an.2 om 3axkona 3a nexapcmeenume NPOOYKMU 6 XyMAHHAMA MeOUYUHA

YBAJKAEMH JAMMU U T'OCIIO/JIA,

»Y HUBEPCUTETCKA MHOTONPO(HIHA GOIHULA 33 AKTHBHO JICUeHMe U crielHa Meaunuga H.
W. Muporos“ EAJI ~rp. Codust, Ha ocHOBaHHe 41.266a, ai1.5, T.3 oT 3aKoHa 3a JeKapCTBEHHTE
[IPOOYKTHU B XyMaHHaTa Meguimaa /3JIIIXM/ u 4i1.156 oT Hapen6a Nel0 ot 17 HoemBpu 2011 r.,
C HacTosaTa nokaxa, Bu xauu na npexacrasure odepra 3a nocraska Ha JI€KapCTBEHU NPOLYKTH,
BIIFOUeHH B CHuchbKa 1o 4i.266a, an. 2 ot 3JIITXM, [PH CJIEAHUTE YCIIOBHUS:

I. TIPEAMET HA IIPOIEJIVYPATA:

[Ipenmer Ha npouenypara e nocraBkara Ha JIEKapCTBEHHU MPOAYKTH, BKIKOYEHH B CITUCHKA
1o 41.266A, an.2 oT 3aKoHa 3a IeKapCTBEHHUTE NPOAYKTH B XyMaHHAaTa MEAMIIMHA 32 HYXIUTE HA

»YMBAJICM H. WU. Muporos EAJl -rp. Codus, cpriacHo TexHuuecka cneuubuKayus,
NpUIoXKeHa B HacTosimarta [Tokana.

II. TEXHUYECKA CHEIINOUKAIIHSA:

Me:xaynapoano nenatentno | Jlekapcreena ¢dopma u koanyecTBo Ha | Koanuectno/
HAHMEHOBaHHe AKTHBHOTO BellleCTBO Opoii
Fosfomycin 4 g solution for injection vial. 200 6posn
Phytomenadione 10mg/ml-1ml amp. 1100
Labetalol 20mg/4ml for injection amp. 60 6pos
Esmolol 100mg/10ml for injection amp. 210 6pon
Adenosin 6 mg/2 ml injection amp. 176 6pos




III. HU3NCKBAHHUSA KBM YUACTHUIIUTE:

Iloxanara ce OTMpaBst 10 BCMUYKHM MPUTEXATENIH HA Pa3pellCHHE 38 THPTOBHS Ha eIpo C
JE€KapCTBEHM MPOAYKTH, IIOJNlydyeHO Nno peaa Ha [nmaBa gesera or 3JIIIXM. VyacTHuk
YYXIECTPaHHO NULE clie/iBa Ja MPUTEKaBa paspelleHre 3a ThProBUs Ha €IpO C JIEKAPCTBEHH
NPONYKTH, U3NaJCHO OT CHOTBETHHA KOMIIETCHTEH OpraH, ChIIacHO 3aKOHONATEJICTBOTO HA
Ibp>KaBaTa, B KOSATO € YCTAaHOBEH.

B ciyuail ye ThproBeusT Ha epo C JIEKapCTBEHM POLYKTH MM CKIIAJOBH NOMELIECHNMS Ha
TepuTopuATa Ha Periybnuka boirapus, To Toit cienpa a mpuTekaBa paspelleHHe 3a ThProBus,
M3AJIEHO OT U3IIBJIHUTENHUS AupekTop Ha AL

IV. VYCJOBUSA U PEJ 3A IPEJACTABSHE, PA3IJEXIAHE "
OIIEHKA HA O®EPTUTE

1. Msicro 32 mogaBane Ha odepTH: Beekd paGoten aeH, oT 08:00 4. 7o 15:30 4. B OTnen
»4leToBoaCTBO 1 apxuB” Ha YMBAJICM ,H. U. uporos” EAJT — rp. Codwus, 6yn. ,I'en.
E. Toraeben” Ne21. Odeprara ce agpecupa 10 M3ITbIHATENHAS JUPEKTOP Ha JICUEGHOTO
3aBEJICHUE U CE MNOANKCBA OT 3aKOHHMS/ Te NPEACTaBUTEN/ ¥ Ha IPYKECTBOTO HIM
[I'bJIHOMOUIHHK C IPEACTABEHO TbIHOMOIIHO.

*Bcekn YYaCTHHK MOKE JIa y4acTBa 34 BCAKA HOMECHKJATypa. KnacmpaHeTo Ha YYAaCTHHULIUTE
CC M3BBPHIBA OTACJHO 34 BCIKA HOMCHKJIATYpa.

2. Kpaen cpok 3a nogaeane Ha odgepru: 03.12.2024 r.

3. Oteapsane Ha noxy4eHuTe opeptu: 04.12.2024 r., ot 10:00 uaca B Bosnuuna anTeka Ha
»YMBAJICM H. 1. ITuporos“ EAJL, aapec: rp. Codus, 6yn. ,, TotneGen™ Ne21. Odeptute
1€ CC pasriIekJaT OT KOMHUCHS, Ha3HAYeHa ChC 3aM0BE]| Ha H3ITbJIHITEIHUS JUPEKTOP.

P€3yJ'ITaTI/ITe oT pa60TaTa Ha KOMHCHATA €€ 0Tpa3gBaT B IIPOTOKOI, KOMTO ce noAarnucea ot
BCcUUKM wieHoBe. Komucusita KJlaCHMpa Y4YaCTHULMTE, KaTO pas3riexia NpCaACTaBCHUTE
O(I)CpTI/I, YCTaHOBsIBA ChOTBETCTBUETO UM C HU3UCKBAHHATA Ha Bb3moxuress U OLCHsBA
O(i)epTI/ITC Ha JOIYCHATUTC y4aCTHMIIHN, CBIIaCHO KPpUTCPHUUTE 3a OLICHKA Ha O(i)epTI/ITC.

4. Ha pasraexjgase HOfIexaT eIMHCTBEHO OQEPTH, KOUTO CHILPXKAT CJEIHATA
HHpOpMaLHS:

> MesxayHapoaHo HenaTeHTHO HaumeHoBanue (INN) Ha aKTMBHOTO BewIecTBO;,
» Twproecko HauMeHOBaHUE Ha NEKAPCTBEHHS NPOLYKT;

» Bun na JICKapCTBCHATA Q)opMa A KOJIMYECTBOTO HA aKTHMBHOTO BEUIECTBO B N0O30Ba

eQVHUILIA;
[IpousBonurenn;
» KosuuecTBo B e1Ha ONaKkoBKa;
» Enuunisa nena Ha jekapcTBeHHs NPOAYKT 3a elH Gpoit B ObArapcKu Jiesa;
» Cpoxk 3a gocTaBka;
>

Cpoxk 3a BaiMAHOCT Ha NpefocTaBeHaTa LieHoBa odepTa —MuHuMyM 30 KaneHaapHu
AHH,



* ITenOMOUIHO 32 MOfiaRaHe Ha odepTa, Korato odeprara ce NoAaBa OT YI'bIHOMOLIEHO ITHIIE.

5. OcTaTh4eH CPOK HA FOJHOCT HA JIEKAPCTBeHMs NPoAyKT: KbM 1aTaTa Ha npreMaHe Ha
AOCTaBKara, OCTABEHHUST JIEKAPCTBEH MPOJYKT CJIE/Ba [ € C OCTAThYUEH CPOK HA TOJHOCT
He no-Manko ot 1 /enna / ronuna.

*3abenescka: He ce pasznexcoam oghepmu, nonyuenu uzevH OnpedeneHus Cpox Ha NOKAHAMA.

V. KPHUTEPHUMH 3A OLHEHKA

W360pbT Ha M3MBIHUTEN IIE Ce MPOBEJE BH3 OCHOBA HA MKOHOMHYECKHM Hali-W3roJHATa
odepra. Chmara e ce ONpeneny MO KPUTEpUil, KOWTO OLEHsBA Hal-HMCKATA MpPEINOKeHa
eMHUYHA [IeHa.

Ilpn m36opa Ha THProsew Ha eJpo ¢ JeKapCTBEHU NPOLYKTH OCBEH IIpejJlaraHa LeHa ce
o6crKAaT M ChOOpasABaT M APYrd acleKTH Ha OdepTHTE, KOUTO ¢a CBBP3aHH C KauyeCTBOTO,
Oe30macHOCTTa M/ Uiy eUKacCHOCTTa Ha JIEKAPCTBEHMUS [IPOLYKT.

Ha nmepBo MsCTO ce Kiacupa yyacTHHKA, PEJIONKUI Hail —HHMCKA 1IeHa 33 IeKapCTBeHHUS
[POJYKT.

Ipunoxenne: npoexm na 002060p 30 AOCMABKA HA IEKAPCMEEHU NPOOYKI.

[ -PBATFATHIMUTPOR
2, v e S

5 HANPEKTOP HA
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iveta.simeonova
Text Box


ATMPOr@8 VHyUREPCUTETCKA MHOTONPODUIIHA BOJIHMIIA 3A
AKTHBHO JIEYEHUE ¥ CIIELTHA MEVILIVHA H.U.ITUPOTOB” EAJ

JIOTOBOP

32 10CTaBKA HA JIEKAPCTBEHH NPOIYKTH, BKAWYEHN B COACLKA 110 I,
266a, am, 2 ot 3JIIXM

Huec, .......... 2024 r., 8 rp. Codust, mexay:
1. » Y HABEICHTETCKA MHOIOnpouiIHa GOJHHIA 32 AKTUBHO JICYeHHE ¥ CIIelliHa MenunuHa H.
H. Tiupoerors® EAJI, srmcano & Twuproeekws perncTep u peructepa Ha TOJIHI xem Arenmust no
BIIHCRAHUATA IpU MuHHCTepCTRO Ha mparochavero ¢ EUK 130345786, che cellanuuie U ajJpec Ha
ynpasnerue rp. Codus 1606, paiton Kpacro ceno, 6y1. ., Torneben#Ne? » TIPEACTAaBIABAHO OT I —P
Banentun JIAMUTPOR —M3bIHATENEH AMpeKTOp, HApUIaHo 3a T BB3JIOKHTEJ, or cama

cTpaHa,

H

2. T PP o1
.......................................................... , BIIH
BoucBaHusTacEVK ............. ... , TIpE,

HA .ovnniiiiinann, , HApHJaHo 3a KpaTkocT M3
(BB3JIOXUTEJAT u UBIBJIHATEIST napuua
-CTpana®);

| r
H 3a JICKd I\CTBCHUTE IIPOJYKTH B XyMaHHarta MCOHUIWHA, BEB

u 4, 156 ot HapenGa No 10/17.11.2011 r. Ha
MunrcrepeTBO Ha 3/IpaBeot: 31 IOTOBOP 32 CHENHOTO:

Ha OCHOBaHHWe WI. 266a, an. 5, 1. 3 ot

EJIMET HA OTOBOPA

flara, a VIawemaurensar npuema, cren NoNyyaBaHe Ha MHCMO -
ceriacue oT Msmnunaute areHiiug 1o Jjekapcrrara (MAJI) m nmcMena 3asfBka 3a gocTaBKa Ha
A0JIYNIOCO'ICHNS JICKAPCTBEH HPOUYKT, A2 M3IBLPINM JOCTABKA HA CJIEHUSA JEKAPCTBEH HPOAYKT, B
KoMiecTBaTa Npeqnucany oT ,, YMBAJICM H. H. Iunpores® EAJI ¢ npotoxon — Hpunoxenne Ne

1 wm Ne 2 (koemo e npunoscumo), wanajen no peia na Hapen6a Ne 10 /17.11.2011 r., nio odpepra Ha
M3ITBJIHATEILL, xakTo cirensa:

Ne Tosprorcko Msapka | Konuyecr| Egmnwuna
MeskIyHapoaH o HaHWMCHOBAaHHE /amn.; BO IeHa Ha
AHATOMOTepaNEBTH|  HemaTeHTHO JlekapcrBena | duraxon; Opoii Ge3
yeH ko /ATC-koy/| HWauMeHoBaHWe dopma Ta0/JIeTKa JAC
/INN/ KoanyecrBo Ha u ap./
aKTHBHOTO ’
JIEKAPCTBEHO
BEUIeCTRO




2) JoroBopET Hopax/a AcHCTBYE M 33 Th/DKEHNC 3a H3BBPIIBAHE Ha J0CTaBKa, CAHHCTREHO
[IpH HANMMY¥E Ha chIiacyBaHe oT VI3MBbIHKTENHA areHnus [0 JIeKapcTBaTa Ha M3JafeHus OT cTpaHa Ha
sieueBGroTO 3aBegenue poTokos — Ipunoxenne Ne 1 unn Ne 2 (koemo e npunoscunto), M3aaeH 1o peaa
ua Hapenba Ne 10/17.11.2011 .

3) TTocoueHOTO KONMYECTBO OT JICKApCTBEHUS IPOAYKT MoOXe 2 6bMAe JOCTABEHO MO cIHA
WITM HAKOJTKO OTACITHW 3asiBKW 32 JIOCTaBKa, B 3aBMCHMOCT OT KOHKPETHHUTE TIoTpeOHOCTH Ha JedebHOTO
3aBe/cHHC.

“) BB3moXUTENAT € 3adbDKEH Ja TpHUeME U 3aIUIaTH CaMo KOJIHYECTBOTO, KOETO € 3asdBHI U
KOETO ¢ JOCTAREHO IPU YCIOBUATAa Ha Hactosmus Jorosop. JlocTaRKMIE Ha CTOKUTE C€ M3RLPIIBAT B
paMKuTe Ha pabOTHOTO BpeMe Ha Bou3moxuresnd.

*) JlexapcTBeHUS IPOIYKT, MpenMeT Ha Jlororopa, cric/iea fa ¢ IIPUAPYXEH 0T CROTBETHHUTE
TOKYMeHTH, H3uckyemu mo Hapen6a Ne 10/17.11.2011 r. za M3 3a ycnoBHsATa M peda 3a BHOC Ha
HEpErHCTPUPAHHU JICKAPCTBCHM IIPONYKTH 32 JCUCHME C HEpazpellcHH 3a yHoipeba B PemyGnmxa
Bearapus JiekapcTBEHN MPOLYKTH M JIEKAPCTBEHHM TIPOAYKTH 3a chCTpgdarenHa yrmoTpeba, kakTo ¥ 3a
YCIOBMATA M pPela 3a BKIIOYBAHE, IPOMEHH, M3KIIOYBAHE W JOCTafkad Ha JICKAPCTRECHM TPOLYKTH OT

CHHCBHKA IO WI. 2664, af. 2 0T 3aK0Ha 3a JIEKAPCTRBEHUTE TIPOJIYKTH aTa MeguupHa (Hapen6a Ne
10/17.11.2011r. va M3) i

Yn. 2. (1) Br3marpaxieHuero 3a H
BB3JIOXKUTEJE] mocrapka ce M3BBpHIIBA CBHIY
IIPOIYKT MocoYeHa B Tabnunara no-rope, €

(2) EquaugHaTa 1ieHa 3a JIoc
€ OKOHUaTEITHA | HE MOJIIC)KY Ha YBEIIHY k AtiicTHe Ha JloroBoOpa M BKIIIOYRA CTOMHOCTTA
Ha JICKapCTBEHHS TIPOAYKT, pasxo

TIEKapCTBEHUS IPOIYKT;
6) mpejocTaseHa o1
HeoOX0AUMH 3aKOHOBH PEKB u;
B) ABYCTPaHHO IIOJMMCAH OT ONIPABOMOILECHH IipeacTaBuTeny Ha CTpaHnTe MPOTOKOII 32
CHOTRETHATA JOCTABKA.

) BB3JIOKUTEJIAT 1me uzpppliy IIanIaHe B 1eBa, B cpok fo 60 (luecTaeceT) KaneHIapHu
ARV CJe] TIPECTaBAHE Ha JOKYMEHTHTE 1o an. 1.

3) IInamanugTa 00 JOroBOpa CC M3BLPIIBAT MO OAHKOR HBT C MNATEXKHO HapexJaHe IO
cnenuarta cMerka Ha U3TTBJTHUTEILA:

O0cayRBaIIA BaHKA: ... ...l
IBAN:

KATO BCHIKH pa3XOAW 33 OTKPHBAHCTO, TETJCHETO WM HOLIBPKAHETO HA CMETKATA ca 3a
N3ITBJIHUTEIL.

@) [Ipm npomsna B OaHKOBaTa CMETKA, II0 KOSATO I C€ H3BHPIIBA ILIANIAHETO,
WSITBJIIHUTEIIAT creara ga yremomy mucmeso u Aa npeacrasu Ha BBH3JIOXKUTEIIA nansute Ha




HOBaTa cMeTKa HE HOo-KhCHO OoT 3 (TpM) IHW OT HacThIBaHe Ha NpoMsHaTa. Bcesko NnamiadHe To
TIpeIX0HATA CMETKA, M3BBPIICHO Npen fa 6ne yeegomer BE3JIOKUTEJIIA 3a mpomsHaTa, ce cunta
3a JICUCTBRUTCITHO.

%) 3a fmata Ha TMAamIaHETO CE CUWTA JaTaTa Ha 3aBepsABade Ha 0aHKOBATA CMETKa Ha
H3ITBJIHUTEI cbe croTBETHATA THIDKHMA CyMa.

fil. CPOKOBE

Y. 4. Hacrosmmsr JJorosop Bnv3a B CHITa OT JaTata Ha HETOBOTO TIOAMHCBAHE ¥ € CBC CPOK Ha

feticTeue 3 (TpH) Mecella, CIUTaHO OT NToMydaBaHe Ha Pazpemenue ot MAJL
V. MACTO U YCIIOBHA HA JIOCTABKA

Y. 5. (1) MscroTto Ha goctagka € ,,YMBAJICM H. Y. TTuporor“ EAJ], ¢ aapec: rp. Codus 1606,
paiion KpacHo ceno, 6y1. ,,Torne6en® Ne21, BonHuuna artexa.

(2) U3ITBIIHUATEIAT e mwexeH ga AOCTaBH 3agBEHUS JIEKAPCTRBEH IIPOSYKT B CPOK JO .........
TP ) (no ogpepma na usnvAHUMENS) KATISHIAPHY JHU, CYUTAHO OT OJaBAHE Ha MHCMeHaTa 3agBKa
ot BB3JIOKUTEITS, na xaprveH HOCUTE, MITH ¢ ITHCMO, U3NPATEHO eKTpOHHA 1013, ChIBPKaIla
BCHYKH JaHHM, HeoOXOOUMH 3a M3MBIHEHHC Ha TIpeMeTa Ha Ha ust JloroBop ¥ NMOCOYRaHE Ha

(3) UBITBJIHUTEJIAT ce 3agpinxaBa ja YBEIOMH IIHC
Ha BB3JIOXUTEIL, B coyuaif, 3e He MO3Ke 7la H3BBPIIH
CpOKA 33 H3BBPIIBAHE HA KOHKPETHA IOCTaBKa. ‘

Y. 6. (1) Besxa gocTagka ce yIOCTOBEPSIBA C
[IPOTOKOJ, YAOCTOBEPSBAIL IIPE/IaBAHETO/TIPUEM,
TIPOTOKONA CIIE]] TIPOBEpKa 38 CHOTBETCTBHE Ha JI0 KBanusTa Ha HacToamwMs JJorogop.

2) KeM patata Ha Besaka OCTATBYHMAT CpPOK Ha TOJHOCT Ha
JIEXApCTBEHUTE IIPOAYKTH, ClleiBa 1a & TOJUHA OT 00SBEHUS OT IPOUBBOJUTEIIA.

3) Crnep nomy4aBaHe Ha 32 ka‘Ha nekapcTBeH nponaykr, USIIBJIHUTEJIAT
mznpama Ha Bh3JI0XKUTEILA € 32 IIQ IyYeHaTa 3asBKa B KOETO IOCOYBA HaHMEHOBAHHE,
KOJIMYECTBO ¥ OCTATHYEH CPO TREHUTE TIPOYKTH, KOUTO e OBJaT JOCTABEHH.

“) [Ipm xoHCTgrupa YACTMUYHO WK LAJIOCTHO HECHOTBETCTBHE Ha JOCTABEHWTE
JIEKApCTBEHN HPOAYKTH [IpY IO-MAINBK OCTATHYEH CPOK HA TOJHOCT OT IOCOUYEHHUS B al.

OMOIICHH TUIIa, Ha IBRYCTpaHCH
€ IPOIYKTH. Jluata noamucBaT

TIPOTOKOJIA, KOHCTATUPAH N HENOCYAThIH, JIUIICH W/HIIM HECBOTBETCTBHS.
Y. 7. Bb3JIOXKUTEAN G nMa npago Ha pexnaMmanus npes U3ITBJIHUTEIA za:
a) HeChOTRETCTBHE Ha AOCTAaBEHUTE JICKAPCTRBEHH IIPONYKTH II0 KOMMIECTRO, BUT, OCTAaTRUCH CPOK
Ha roJHOCT HJIM HEKOMIUIEKTHOCT Ha ChIIRTCTRAIIATA JOKYMEHTALMA (SBHH HETOCTATBIIH);
0) HeCHOTBETCTBHE Ha AOCTaBEHUTE JIeKapCTREHHU NPOIYKTH NIpH KOHCTaTHpaHe Ha NedekTH IpH
ynoTpeba Ha TEKAPCTBEHUTE NPOAYKTH, KAUCCTREHHM IOKA3aTelH (CKPUTH HEJOCTATHLIN);

Yur. 8. (1) PexaManiuy 3a SBHY HETOCTATHIH Ha JIEKapCTBEHUTE NIPOJIYKTH CE IIPABAT OT JedeOHOTO
zaperenne — Bh3JIOXUTEJL, rpu rnonyuaBane Ha JOCTABKATA MIIH JI0 U3THHaHE HA CIIeBANINA paboTeH
JIeH CUHATAHO OT JATATa Ha OAMHUCBAHE Ha IIPOTOKOIA 0 Wi. 6, air. 1 ot JloroBopa, pekiaMannH 3a CKPUTH
HeJOCTaThIM — 0 7 (ceneM) JHY OT KOHCTaTHPaHETO HM.

(2) B pexmamanusra ce rocoysa patara, IpeiMeT M HOMEpP Ha AOrOBOpa, HOMEP W JaTa Ha
(axTypaTa ¥ TOUHOTO KOJIHYECTBO HA NONYYECHMTE JIEKAPCTRECHH NPOIYKTH C TEXHHS KaTajl0XeH HOMeE,
IIpeIMET Ha PeKIaMallusiTa ¥ onHcaHHe Ha npoOnema. KbM peknaMannsTa ce NpuaaraT JOKYMEHTHTE,
NIpUIPYKABAIIY NOCTaBKATA.

Y. 9. PexnmaManmuTe 33 CKPUTH HEJOCTATEIHN Ha JEKapCTBEHUTE IIPOAYKTH ¢€ MPARAT IIpe3 IENus
CpPOK Ha TOHOCT Ha TOCTaBEHUTE CTOKH.

[



Y. 10. Ipu pexnamanus 3a SBHE WK CKpUTH HegocTaTsiy, U3ITBJIHUTEIAT e jursixken B cpok
mo 10 (meceT) AHM OT MONy9YaBaHe Ha peknamanmsta ga sspre Ha BB3JIOXKUTEJTS 3annarenaTa oT Hero
CyMa 32 PEKIIAMHDAHWTE JEKaPCTBCHH IMPOJYKTH HIH /12 M3BBPIIM HOBa JOCTABKA, 32 CBOS CMETKa, ©
KOSTO 12 3aMEHH PEKIIAMHUPAHUTE JICKaPCTBCHHU IIPOIYKTH C TAKHBA KOUTO A2 OTTOBAPAT Ha H3UCKBAHUSATA
na Jlorosopa.

Y. 11. (1) Co6cTBeHOCTTa B PUCKBT OT CIIydallHO TIOBPEK/iaHe WM [IOTHRAHE HA IEKAPCTREHUTE
TIPOOYKTH, IPEAMCT Ha AocTaBka, npemunanat oT USITBIIHUTEIIS pepxy BB3JIOXKUTENS ot natata
Ha MPUEMAHCTO WM, YAOCTOBEPEHO B JBYCTPAHHO TIOAITHCAHYS TPAEMO-TIpEAaBaTENICH TIPATOKOJL,

(2) BranoxuTensaT He HOCH OTTOBOPHOCT 32 NOTHUBAHE HA NOCTABCHO KOJIHYECTBO, HAIBHIIIABAIIO
3a8BEHOTO, KaTo chILOTO ce Bpbia Ha M3IThITHUTEJIS, 3a nerosa cmeTka.

V. HIPABA U 3AABJIKEHUS HA U3ITHJIHATEIA

Y. 12. (1) USITBJTHATEJIAT ce 3agemkasa 1a JOCTABs JICKAPCTBEHWTE TIPOAYKTH, NPEAMET Ha
AOTOEOPa B CHOTBETCTBUE C M3UCKBAHMATA MY, KAKTO M [a TIPEXBHPIM HPaBOTO HA COGCTBEHOCT BLPXY
1% Ha BB3JIOXKHUTEJIA crrinacHo yenosusara Ha [forosopa.

) W3MTBJIHUTEINT e mrkked 02 HM3IBIHARA 33Tk
YIpayKHABa IIpagaTa cH, ¢ orneq 3amura narepecute Ha BB3JI0XK

a cd no [ororopa u nAa

3) USTTBITHUTEJIAT e mrexken pa W3BepmIBa T paHeTo Ha JIEKAPCTBEHHUTE
OpOJYKTH 3a CBOS CMETKA.

4 WBITBIHUATEIIST ¢ anbxen na mpuem “pCHI/IH pel HaIICHKHO
npegaeennte oT Bh3JIOXUTEIS pexnamarmu o pe;

&) IIpu TouHO ¥ HABPEMCHHO H3ITHJIHE ¢ CH II0 HAcTOSMMs IOTOBOP,
MSITBJIHUTEJIAT wvma npaso Ja nojiydd TeEH, o CBIJIACHO QTIPEICIICHNST HAYWH Ha
MIamnjane.

(6) U3ITRJTHUTEJISIT uma i1
3a OCBIECTRSBaHE Ha paboTara 1o JOTO.
IOKYMEHTH 3a U3I'bIHeHue Ha J{orosop

) U3ITEIIHUTEIAT
MPENCTABUTEIA TIPOTOKOJIHTE

WI'EJT S HeoOxogMaTO CHIEHCTRUE
peRocTaBsHe Ha Hy)XHaTa HHGOpMAIsI U

Jla HOANMCBA HpE3 CBOM  OIPABOMOILICHH
penoctasg Ha BB3JIOKMUTEIIS noxymenrure,
CBITLTCTBAIIM [OCTABKATA U IpedsHicHH B Hactosmus [Horosop. IIpu oTkas Ha
TIPEACTABUTEIATE Ha Ja TOANWNIAT TIPOTOKON, NPEABHIACH B TO3M JIOTOBOP,
BB3JIOXKUTEJIAT 3= HHUTEJIS] xoHcTaTHMBEH NPOTOKON, IOMNMCAaH OT CBOi
TIPEJICTABUATEN, KO k 3a'SITBIIHUTEILS.

3 U 3AIBJIKEHUS HA BB3JOXUTEA

JISIT ce samemkaBa fa 3aIlTaTH LCHATA HA JOCTABEHHUTE U IIPHETH
JaMmeTa Ha JIoTOBOpa, CEIVIACHO YCHOBMSITA W 110 HAa4YMHA, IIOCOYEHH B

Yn. 13. (1) BB3JIO
JIEKapCTBEHH NPONYKTH [0
HacTosamwus fororop.

2) BB3JIOKUTEJIAT ce 3agprxasa fa npuemMe J0CTaBKaTa Ha JIEKAPCTBEHHUTE TIPOLYKTH,
npeAMeT Ha [IoToBOpa, ako CHUIUTE 0TroBapAT Ha M3MCKRAHHATA, ChIBKAIIH ce B HacTosmus Jororop.
3) BBIJIOXKUTEJIAT onpaBoMoniaBa CBOH NPEICTABUTENH, KOMTO [a HPHEMAT JOCTABKHTE

B YTOBOPCHOTO BpeMe.

“) BB3JIOKHUTEJIAT mma npaso ga wcka ot USITBJIHUTEIS aa u3nbiHgBa JOCTABKATA
Ha JIEKapCTBEHHTE MPOIYKTH [0 TIOCOUEHOTO B 4IL. 5, at. 1 0T I0TOBOpa MACTO Ha IOCTABKA, B CPOK W He3
OTKJIOHEHUS OT JOTOBOPESHUTE H3UCKBAHMS.

3 BB3JIOXKUTEIIST nma nparo 1a mosmyuasa wHbOpMAUs MO BCAKO BPEME OTHOCHO
MOATOTOBKATA, X043 M OPraHM3alluAaTa 10 M3BIHCHHETO Ha JOCTAaBKATa M AEHHOCTHTE, NpeMeT Ha
Hororopa.

(6) BB3JIOKUTEJISAT wma mnpaso Ha pexnmamanyst Ha JOCTaBEHHWTE 10 IOTOROpPA
JIeXapcTREHH TIPOJYKTH, IIPH YCIOBUATA, IIOCOUCHH B HacTosus JJorosop.



D BB3JIOKUTENST uma mnpaso ma wmuckpa ot W3IIBJIIHUTEJIA zamanatra Ha
HECHOTRETCTBAIIM C M3UCKBaHHsTa Ha JJOTOBOpa McKapCTBEHM TPOTYKTH.

(8) BB3JIOKUTEISAT wma mpaBo na oTKaxke IIpUeMaHeTo Ha J[JOCTaBKaTa, Korato
VIBITRJTHUTEIIAT we cnaszea wsmckeanusTa Ha gororopa, aokaro VIITBITHUTEJIAT wve mamenmwm
M3IUI0 CBOMTE 3aBIDKEHUS CHTJIACHO YCIORUSTA Ha JJoTOROpa, MITM OTKaXke [ M3IUIATH YaCTUIHO HITH
W3IS0 IOTOBOPEHATA 1IGHA.

V. OTTOBOPHOCT 3A HETOYHO B3I/ IHEHHE

Yn. 14. (1) Ilpm 3abaseno M3OBIHEHWE Ha 3agblKeHHa To J[loroeopa oT cTpaHa Ha
M3ITHIHUTENS, cemmsar sanmama Ha BB3JTIOKUTEIA neyeroiixka B pasmep Ha 10 % (mecer
HPOIEHTA) OT CTOMHOCTTA Ha JICKapCTBEHHUTE IIPOJYKTH, THATO J0CTABKA € 3a0aBeHa, I 10 OTHOIICHHUE
Ha KOATO HE ca OTCTPaHEHH KOHCTATHPAHNUTE HECHOTBETCTRHS B IOTOBOPEHHSA CPOK, 32 BCEKH MPOCPOYUCH
neH, Ho He nosede oT 30 % (TpuaeceT MpOLCHTa) oT IjeHaTa Ha JEKapCTBEHUTE IPOLYKTH, 33 KOSTO Ce
oTHacs 3abaBarta.

2) IIpu 3abaBa wa pgocraBka ot crpaHa Ha HW3IITBJIHUTEJLA, wim 3abasa Ha
W3TTBITHUTEN A npu otcTpanssade Ha KOHCTATHPAHH HECHOTBETCTBH )0 IBJKHITO TIOBEYE OT 5 (TieT)
mau, BE3JIOXKUTEIIAT wmma mpaBo Oa IIPeKpatd HacTOSIN OTOROD, €HHOCTpaHHO W Ge3

[peKpaTd AOroBOpa eTHOCTPAHHO, KakTo H Ha Ha 30% (TpuaeceT TPOLEHTa) OT
CTOMHOCTTA Ha JEKAPCTBEHUTE IIPOJYKTH, YHAT , CHLIECTBIIIA WK HE ¢ OWNa ImpueTa
oT B'B3JIOXKWUTEJIA o onpenenenmsaT 8 T

4) [Ipm mupexparspane Ha g ot BB3JIOKUTEIS Ha HAkoe oOT
OCHOBAHWATA MPEIRWACHN B Wi. 15, am.

Ha Jlorosopa.

’) Bro3nmoxuten
TI0JI3H 110 00K pefl, He!

()] Heycr
GaHKOBa CMCTKA!

banxka:

IBAN:

BIC:

VIIL. YCJIOBHSA 3A IPEKPATSBAHE HA JOT'OBOPA
Yn. 15. (1) Hacrosmat ororop ce pekpaTABa B CHECIHUTE CITydan:
a) mo B3aMMHO ceriacue Ha CTpaHWTe, U3pa3eHo B mucMeHa gopMa;

) ¢ M3TUMaHe Ha YTOBOPCHUS CPOK U H3ITBJIHEHNETO Ha BCHYKH 38JBJDKCHIS 0 HET0 OT CTPAHUTE;

B) IpH H3OBIHEHUE Ha J{oroBopa B IIBJICH 00eM.

r) Ip¥ BHHOBHO HEM3IIBIHCHHUE Ha 3a/Ib/DKCHUATA Ha €/1Ha OT cTpanuTe 110 Jlorosopa ¢ 5 (1iet)
HEBHO [IMCMEHO TPeJU3BEeCTHE OT W3IIpaBHaTa [0 HEHIIIPaBHATA CTPAHA,

1) IPU HACTBIIMIY CBIICCTBECHN IIPOMEHH BER (HHAHCHPAHECTO Ha J/IOTOBOpA, M3BHH IMPAROMOIIKSTA
#a BBIJIOXKUTEJIS, konTo Toil He € MOT'BII WK He € OWI ITBKeH J1a IIPEeABH/IN HIlM J1a Ipe0TBpaTy —
¢ TIICMEHO YBENOMIICHHE, BeAHAra clie HacThIIBaHE Ha 06CTOATEICTBATA,

¢) IIpM HacThIIRAHC Ha HEBMHOBHA HEBBL3MOXKHOCT 32 M3NBIHCHHE - HENPEABHICHO HIH
HEIpeJOTBPATHMO CEOUTHE OT HRBBHPEACH XapakTep, BB3HUKHATIO ClIe] CKIII0YBAHETO Ha I0TOBOPa
(,.HeTIpeooNNMa cHa‘), PO ThIDKHIIA TIOBEYE OT 7 (CeneM) IHU;




) B PEIyNTaT Ha AeHCTBHMSA WK aKTOBE Ha KOMIIETEHTHH AbPKABHH OPraHH, KOMTO BOIST JIO
OTpaHWIaBaHe TIPaBOMOLIMATA WM QYHKIMUTE HA KOATO M A2 6umo ot cTpanuTe. TlepcoHamHy MpoMeHH,
KACACIM HAKOS OT CTPaHHTE N0 HacToAmuUsA JIoroBop, KOUTO ca HACTBITHIM CIIeT] CKIIOYBAHETO MY, HE CE
CYHTAT 32 06CTOATENICTBO, BBIIPEIATCTBAINO HIMBIHEHUETO HA NOTOBOPHHUTE 3aIBDKEHHA M HE ca
OCHORAHUC 3a NPEKPATABAHETO MYy.

) BB3JIOXHUTEIISAT moxke Aa HpekpaTd eTHOCTPaHHO HACTOAMIMSA [[oroBop ¢ 5-THERHO
IMMCMEHO Ipegu3BecTHe, korato U3ITBJIHUTEJIAT:

a) 320aRM H3ITEIHEHMETO Ha HAKOE OT 3aTB/DKCHUTa cH 1o JJorosopa ¢ norede oT 5 (1IeT)
KaJICH/IAPHHU JHH,

6) ne oTcTpann B cpok, onipesenc ot BB3JTOXWUTEJIS, koncTaTipaHo HEW3TEITHEHHE;

B) 6B/ 06sBEH B HEIIATEXKOCIOCOOHOCT HUITH KOTATO G'hJIe OTKPUTO IIPOM3BOJCTRO 32
00sIBSIBaHE B HECHCTONTEIHOCT HIIH JIHKBHIAUHS.

A3) lpexpatsaraneTo BIM3a B CHNA clie] ypexJaHe Ha (DHHAHCOBWTE B3aMMOOTHOLICHWS
MEXy CTPAaHHTE 3a H3BBPIICHHUTE OT CTpaHa Ha VSITBIHHTENsS U 0/100peH oT Bh3noxutens qedHoCcTH
1o H3ITBJIHEHHE Ha JloroBapa. :
IX. VCI0OBH 3A UBMEHEHUE OTOBOPA

Yn. 16. JoroBopsT MoXe Na ObIe UAMEHSH 10 B3AUMHO €XIYy CTpaHHTE, UIPA3CHO B
rvcMeHa opma.

X.

Yn.17. (1) Beuuxu yReqoMIICHHS MEXIy cTpaHute a ¢ TO3H JOTOROp Ce M3RLPINRAT B
mcMeHa GopMa M MOTaT f[a ce IpeJaBaTr JIHUYHO MHCMO, TI0 KypHep WY II0
€NEeKTPOHHA [JOIIA. ’

(2) 3a nenuTe Ha TO3M JIOTOBOD NaHAXTE H I ’ a CTpaHUTE ca, KaKTo CICIRBAa:

1. 3a BE3MOXUTEJIL:

Anpec 3a xopecioHAEHIHS: ,,.YM
Agpec: tp. Codust 1606, paiion K] T Torneben™ Ne21,
Ten.: 02/ 9154 581
e-mail: adel.ibrahim(

JIuie 3a KOHTAKT: M JI I/IﬁanHM —PBKOBOOUTEI, Bomununa anteka

JIHite 3a KOHTAKT: ......i i,

3) Besika KopeclioHAEHIHS MEXAY CTPAaHUTE MMIE Ce CUMTA 32 BalMIHA, ako € U3NpaTeHa Ha
MIOCOYCHHUTE M0-Tope aApecH (B T.4. EIEKTPOHHH), Upe3 MOCOUECHHUTE [0-TrOPE CPENCTRA 38 KOMYHHUKAILIUSA
¥ Ha TIOCOYEHHTE MIja 3a KoHTakT. IIpy npoMsaHa Ha TIOCOMEHHUTE afpecH, TeaedoHy M APYTH JAHHH 32
KOHTaXT, CbOTBETHATA CTPaHa € ANBXKHA Ja YREHAOMHU [pYyrara B IUCMEH BHI B CPOK A0 3 (TpH) OHH OT
HacTBIIRAHEC WA poMsAHaTa. [Tpy HEMSIBITHEHNE Ha TOBA 3a/IhIDKEHHE BCAKO YREAOMIICHHE HIE CE CHUTA
33 BAM/THO BPHYEHO, aKO € W3MPaTeHO Ha NOCOYECHHTE NO-TOPE afpecH, upe3 ONHCAHUTE ¢PEJCTRA 3a
KOMYHHKAIWS ¥ Ha TIOCOYCHHUTE JIMIIA 32 KOHTAKT.

@ Ilpm  mpeoGpazysane Ge3  IpekpaTsRafde, IIPOMAHa Ha  HaWMEHORAHMETO,
NipaBHOOpTaHM3aNHOHHAT2 opMa, CeJANNIIETO, afpeca Ha YIIpaBJIeHue, IpeaMeTa Ha JeHHOCT, Cpoka Ha
CBIIECTBYBAHE WIM OPraHUTe Ha ynpaBiIicHHE H npeiacTtaBuTenctso ua U3IMTBIIHUTEILL, chmuar ce
3agnmxaBa ga yregomu BB3JIOXKUTEIIS 3a mpomsrata B cpok g0 3 (Tpu) JHH OT BIMCBAHETO I B
CHOTBETHHS PETUCTEP.



Xi. HEIPEQJOJMMA CHJIA

Y, 18. (1) Crpanute ce 0cBo00XKTaBaT 0T OTTOBOPHOCT 33 HEU3IBIHEHNE Ha 3aJLIDKCHUATA CH,
KOTaTo HEBBIMOKHOCTTA 32 M3IBJIHEHHE CC ALJDKY Ha HelpeoouMa ciia. Hukos oT cTpaHuTe He MOXKC
Jla ce T030BaRa HA HEMPEOI0IMMa CHIla, ako ¢ Gura B 3a0aBa m He € WHpopMUpara Apyrara cTpaHa 3a
BH3HHKBAHETO Ha HENPEOJONNMA CHUJla.

2) CtpaHara, 3acergaTa 0T HeIPeoJ0IMMa CHIIA, € AThKHA Ja IPEAIPHEME BCUUKH Pa3yMHHI
YCHIIHA ¥ MEPKH, 3a [2 HAMa/IX 0 MUHHMYM TIOHECEHHTE BPE/Y 1 3ary0u, KakTO U [ja yBEOMY IIMCMEHO
ApyraTta cTpaHa He3abaBHO NpH HacThIIBaHE Ha HENPEOJoIMara Culla.

3) Hoxkato Tpae HEMPEOZOTNMATA CHITA, U3ITBIHEHNETO Ha 3aIb/IKCHHETO CE CITHpa.

4) He Moxe Ia ce 030BaBa HA HEMPEOJ0JIMMA CHIIa OHa3H CTpaHa, YHATO HEOPEXHOCT HIIH
YMUIILIER] ACHCTBYS WK Ge3eHCTRYA ca JOBEIHM 10 HEBB3MOKHOCT 3a U3IIbIHCHHE Ha [loroBopa.

XII. MAOOLJIHUTEJIHU PASIIOPE/EHN

Yy, 19. 3a BCUYKH HeypeAeHH B HACTOAIIMs J{OTOBOP BBIIPOCH C€ TIpHIIara JeicTBamoTo 6bIrapcko
3aKOHOIATEIICTRO.

Yn. 20. (1) Benuxku choOLeHNA ¥ YBEJOMICHHSA, CBBDIAHA ITHTHEHUETO Ha TO3HM HOTOBOP,
clemBa Ja ChIBPKAT HAWMCHOBaHHE, HoMep Ha J[lorosopa aT B IHCMCHA ¢opma 3a
JEACTBUTECITHOCT.

(2) CtpanuTe ce 32pIDKABAT J1a ce HHPOPMHPAT B3a

Yn 21. (1) Berukm cnopose, IOPOAEHH OT gg@%ﬂoro ACAIIM ce N0 Hero, mnie Oboar

“TpaHUTEe, KaTo B cllydall Ha criop,
RCSIKA CTpaHa MOXE Ja H3NpaTH Ha mpyrata
KOpecHOHAeHIV.

(2) B cnydail Ha HETIOCTHTAHE HA

pasriieKaane ¥ peiiasane oT K
Pl

Yn. 22. HunoxHoc oT kiayzute no HoroBopa MiH Ha ACHBIHHTEIHO YTOBOpPEHH
YCIOBUA HE BOIM [0 HH ' a Kiaysza wid Ha Jlorosopa KaTo 1Lsul0.

Hacrosumsr 4]
M3ITBJIHUTEILA.

A B JIBa egH000paznu exzemiulsapa — 3a Bh3JIOXKWUTEJIA v 3a

BEHEIJIOKHUTEIL: M3 BJAHATEN:

1 ~p Banenrna Jumurtpos
WansiawTencH TUPEKTOp Ha
»YMBAJICM H. H. Tupeoroz® EAJL

Hepsnka JaHosa
['naren cyeToBOAMTEN






