AJOIrOBOP
3A JOCTABKA HA IEKAPCTBEHW NMPOAYKTU

OHec® & o T r - .2021 r., B rp. Cothms, mexay:

YMBAN"Lapuya MoaHHa-UCYN"EA/, CbC Cefa/ivlie VM afpec Ha ynpasfieHue B Ip.
Cogomsa, panoH "O6opue’, yn. ""Bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcrasnsasaHo oT Jlio6omup lNMeHeB.- V3Nb/HWUTENEH AMPEKTOP, HapuyaHo Mo-Ao0/y 3a KpaTKocT
»JIEHEBHO 3ABEAEHWE - Bb3J/TIOXXWNTEJ1” oT efHa cTpaHa

"

~MEJODPAPMA” EOO/, cbC cepannwle n agpec Ha ynpasneHue rp.Cogpuna-1784, ».k. Mnagoct 1
6n. 38 b, Bx. 3, eT. 1, Ten: 02 9743709 , thakc 02 9743708, EMK 121578346; npeacTtaBnsiBaHo OT
Axuneac LlaHrapuc - ynpasuten 4pe3 [eopru KaTMHOB C 3aBEpPEHO MbAHOMOLLHO C anocTtun Ne
6904/22.06.2020 r., HapmnyaHo no-fony 3a kKpaTtkocT ,,M3MbJIHNTEJ1” oT gpyra cTpaHa.

Ha OcHoBaHue un. 112 oT 3akoHa 3a o6wecTtBeHUTe nopbyky (30M1), BbB Bpb3ka C MPOBeAeH
BbTPELLEH KOHKYpPeHTeH wn3bop/monbiHeHa oepta rno PamkoBo criopasymeHune Ne PA-11-163 ce
CK/I0UM HaCTOALLMA JOr0BOP 3a CefHOTO:

I. MIPEOMET N CPOK HA JOINOBOPA
Un. 1 (1) JJEHEBHO 3ABEOEHUWE - BDB3NOXWTEJ Bb3nara, a N3MNBJIHUTENAT ce
3aAb/KaBa [ja M3BbPLUN JOCTaBKa Ha C/leIHNTE /TleKapCTBEHN NPOAYKTHU:

HauH Ha w4 HEooXoayM
ATC NN o EHE 3aberexa Mapka  Craryc 50001 MK
AO3BBO1 Butylscopolamine  mapeHTepasiHa ng BarmpoeH 400000

AO3FAO1  Metoclopramide  riapeHTepariHa  Solution for injection g BarmogH 300000

(2) OoroBopbT BAM3a B cuia OT jaTaTta Ha MOAMWCBAHETO My OT [ABeTe CTPaHM M e CbC CPOK [0
31.12.2021 r.

Il. LUEHW N OBLWA CTOMHOCT HA JOCTABKUWTE MO JOrOBOPA

Un. 2. (1) LeHata Ha CTOKMTe Mo 4nl e cbrnacHo UeHOBO npeanoxeHue Ha UN3MBJIHUNTEA,
HepasfenHa 4acT oT Aorosopa.
(2) LieHaTa BK/IKOYBa CTOMHOCTTA Ha CTOKaTa, ONakoBKa, 3acTpaxoBKa u TpaHcnopT go JIEUEBHOTO
SABEAEHWE - BB3JTOXKUTE/T npn MmHMManNeH CPoK Ha rofHocT He no-kpaTbK oT 40 % ot
0651BeHNA OT NMPON3BOAUTENA 33 JIeKAPCTBEHUTE NMPOAYKTU UM He No-KpaTbK 0T 20 % OT 0651BEHMA OT
NPou3BOANTENSA 3a BUONPOAYKTUTE NN BMONOJ06HUTE NPOAYKTU. MUHUMANHUAT CPOK Ha FOAHOCT ce
onpegensa KbM gaTaTa Ha BCsiKa JOCTaBKa Ha JIeKapCTBEH MPOAYKT.
(3) Obuwiata CTOMHOCT Ha gocTaBkMTe Mo fgorosopa e Ao 32 843.30 nea 6e3 BkAwueH A4C u fo
39 411.96 neBa c Bknawo4eH 44C.
(4) LleHaTa no gorosopa e (hMKcupaHa, He NOAJ/EXM Ha MPOMsHA 3a CPOKa Ha [eincTBMe Ha JOroBopa,
0CBeH B cny4danTe Ha 116 ot 30TI1.
(5) B cnyyaid, 4ye npe3 BPEMETO Ha [eiiCTBME HA CbOTBETHUS AOrOBOP CTOMHOCTTA, KOATO crie[Ba Aa ce
3annawa ¢ nyo6/IM4YHN CpeacTBa Ha IEKapCTBEHU NPOAYKTU OT MO3NTUBHUA NeKapCTBEH CMUCHK CTaHe
Mno-HMUCKa OT [OorosopeHara, Jie4ebHOTO 3aBefleHMe - Bb3/IOKWUTeN 6e3yc/ioBHO  3aniawa
NEeKapCTBEHUTE MPOAYKTU Ha Mo-HMUCKaTa CTOMHOCT, CYUTAHO OT:

- jJarata Ha BAM3aHe B Cula Ha peweHueTo Ha HauuoHa/IHUSA CbBET MO LEHM WU
pemmbypcupaHe Ha neKapcTBeHuTe npoayktn ( HCLUP/IM);



- jarara Ha akTyanmsaumata Ha MNo3snTUBHUA NeKapCcTBeH CMUCHK MO pega Ha yi. 57, an. 10T
Hapepbata 3a ycnoBusATa, npaBwnata M pefa 3a perynmpaHe W peructpypaHe Ha UeHUTe Ha
nekapcTBeHuTe npogyktn (HYTIPPPLJIM) 3a nekapCTBeHWTe NPOAYKTM C HamasieHa CTOMHOCT 3a
0MakKoBKa, 134mncrieHa Ha 6asa pedpepeHTHa CTOMHOCT.

B cnyyaute no npeaxoAHOTO WU3pedveHMe, CTOMHOCTTA Ce Onpefenss KbM MOMEHTa Ha
JocTaBKara (MoAnuceaHe Ha NpUemMo-rpeAasaTesieH NPoTOKO).

1. YCNOBUA NN HAUUH HA NMJTALLLAHE

Un. 3 (1) MnawaHeTo NoO HacTOALWMA AOrOBOP Ce OCbLUeCTBABa 4pe3 6aHKOB MpeBof OT CTpaHa Ha
JIEHEBHO 3ABEAEHWE - BB3JTIOXXWTEJ] no nocoveHata B yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBNHUTENA.
(2) 3annawaHeTo Ha CTOKMTe MO [OrosBopa Ce M3BbLPLLUBA OT/IOKEHO B CPOK A0 60 /wectecetus/ aeH,
cnef nNpefcTaBsHe Ha CNeAHUTE JOKYMEHTN:

1. [octaBHa (pakTypa, CbCTaBeHa CbrnacHo nsncksaHuaTa Ha 344C v NMN34LUC;

2. TMpwnemaTenHo-npegasaTesiHN NPOTOKONN;
(3) B cnyyain, 4e nocoyeHUTe B Uil 3, al. 2 AOKYMEHTM ca HepefOBHU WM He ca KOMMJIEKTOBaHM,
cbwmTe ce Bpbwat Ha N3MNBbJTHUTEIA ¢ npuemaTenHo - npefaBaTesieH MPOTOKO/ 3a M3MpaBsHe
Ha HepegHocTUTe. CPOKbBLT Mo 4.3, al. 2. 3arnoysa [ja Teye OT gaTara Ha NpeAcTaBsAHETO Ha NOC/IeAHUA
N3NCKYEM CE JOKYMEHT.
(4) MNMpwn takTypupaHe Ha 3asiBeHUTe KOJIMYECTBA JIEKAPCTBEHW MPOAYKTW, MO BCAKA OTAe/Ha 3asBKa,
LeHaTa Ha OnakoBKa He crfiefBa fa Hajsuvasa ornpegeneHata B M03NTUBHUA NeKapCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha ONakKoBKa 3a CbOTBETHUA JleKapCTBeH MNPOLYKT. B
c/lydail Ha M34YMCNsiBaHe Ha CTOMHOCT M0-BUCOKA OT peepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHUA /leKapCTBeH MPOAYKT, CTOMHOCTTA Ce HamansBa W 3annawia 4o CTOMHOCTTa Ha OrakoBKa
onpegeneHa B NMo3NTUBHUA NeKapPCTBEH CNUCHK- [prnoxxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEHEBHOTO 3ABEAEHWE - BBb3/TOXXKWTEJ] 3aaBaABa HE0OX04MMUTE MY KOJIMYECTBA
c nucmeHa 3asBka fo W3IMNbJ/IHUTEJ/IA. 3adBkarta ce BpbyBa JINYHO Cpelly nognuc Ha
N3MBb/IHNTENA nnn ynb/AHOMOLWEHO OT HEro fiMue WM ce unpaiia ¢ npenopbvyaHo MUCMO C
obpaTHa pasnucka, rno akc Uam rno eneKTPOHEH MbT.
(2) Bcaka oTgenHa goctaBkKa, cnefsa fa 6bAe focTaBeHa B CPOK A0 7 KasleHZApHW [HW cneg
nony4vasaHe Ha 3agBkara oT JIEUEBHOTO 3ABEAEHWVE - Bb3/TIOXKWTEJ] n 3a Konuyecteata 1
onakoBkmMTe (CbO6PasHO KOHKPETHUTE JIEKAPCTBEHW TMPOAYKTW, TMOCOYEHM B  TEXHUYECKOTO
NpeL/iOKeHNE Ha M3NbAHUTENS), TOYHO OMnpefesieHV B 3asBKata. B cnydail, ye ce npasu Mbpea
JoCTaBKa 0T jajeHa napTuja Ha feKapcTBeH MpojykKT, ce npeactaBa CepTudukar 3a ocBobOXjaBaHe
Ha napTugarta, msgafeH OT KeBampuuupaHo nuue no 3J/IMXM Ha eneKTPOHeH HOCUTEN WAU Mo
eNeKTPOHEH MbT Ha e/leKTPOHHATa MoLja, NocoYeHa Karto ajpec 3a KOPeCnoHAEHUUSA, MPULPYXKEH C
npeBoA Ha 6bArapcky e3vK oT mpMa, CKIKYuNa 4orosop ¢ MMHUCTEPCTBO Ha BbHLIHUTE paboTu 3a
n3BbpLUBaHe Ha omuManHu npeson. 136poeHnTe JOKYMEHTWN Ce MPEACTaBAT B CbOTBETHOTO 3BEHO,
onpegesieHO OT /e4e6HOTO 3aBefieHWe - BBL3NOXUTeN. pu cnefBaliy [OCTaBKM Ha JIEKapCTBEHU
NPOAYKTU OT CblliaTa NapTuia, CepTUPUKATLT He Ce NpeacTaBs.
(3 B cnyyah Ha HeobxogMMoCcT OT cnewHa foctaBka, JIEHEBHOTO 3ABEAEHWE -
BBH3NTOXXWMTEJT nocouBa M3PMYHO B 3asBKarta, 4Ye e HeobxoguMmo fa 6bhe M3BbPLIEHA CheLlHa
joctaBka. B T0o3u cnyyald, focTaBKaTa crnefsa Aa 6bfe M3BbplUeHa A0 6 yaca OT nosyyaBaHe Ha
3asBKaTta M 3a Ko/myecTBaTa M OMAKOBKUTE (CbOOpPa3HO KOHKPETHUTE JIeKapCTBEHM MPOAYKTU,
MOCOYEHM B TEXHNYECKOTO MPeAsIoKeHNe Ha U3Mb/IHUTENA), TOUHO OMpejesieHn B 3adBKaTa.
(4) N3ANBNHUNTENAT ce 3agb/mkaBa, B CPOK A0 1 paboTeH feH, B cnyvyauTe Mo an. 2 U B CPoK o 1
yac, B C/lyyauTe Ha al. 3, Cnej roslyyaBaHETO Ha BCAKA 3adBKa Aa yBeLOMM MUCMEHO WAW Mo akc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWUTEJ] B cnyyaii Ye He MOXe Aa U3BbpLUM JOCTaBKa WK
B C/lydail, Ye He MOXe fa Crasu CPOKbT 3a M3BbPLUBAHe Ha A0CTaBKaTa, NpefMeT Ha KOHKpeTHaTa
3aABKa.
(5) Kbm patata Ha BCAKa [0OCTaBKa, OCTATbYHUAT CPOK Ha FOAHOCT Ha JIeKapCTBEHUTE NPOAYKTH,
cnefsa fa 6bae He nNo-manbk oT 40 % /yeTUpULeceT Ha CTO/ OT 06BEHMA OT NPOU3BOAUTENS.



(6) Kbm pataTa Ha BCSAKa A0oCTaBKa OCTaTbYHMAT CPOK Ha rogHOCT Ha 6MONpPoAyKT unm 6monofobeH
NPOAYKT, cneaga fa 6be He No-manbK oT 20 % /aBafeceT Ha CTO/ OT 068BEHMS OT MPOU3BOANTENS.
(7) 3a konunuecTBa AocTaBeHW M3BGLH 3asdBKarta no yn. 4, anl, NTEYEBHOTO 3ABEAEHWE -
BBb3/TOXXUTEJT HAma 3agb/KeHMe 3a natlaHe.

(8) B cnyuvamTte no un. 10, an. 7 OT fOroBopa, CPOKBLT Mo an. 2 1 3 3anoysa ja Tede OT gaTaTa Ha
nucMmeHoTto cbrnacne Ha JIEHEBHOTO 3ABEAEHWE - Bb3/TOXKUTEN.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a MACTO Ha focTaBsiHe Ha CTOKMTe MO TO3M AOroBOP ce onpejens cnefHusa agpec: Codua,
yn. ,,bano mope” Ne 8, YMBAI/ ,,Llapuua MoaHHa-NCY " EA/L - otgen ,,bonHnyHa anteka”
(2) PUCKDBT OT cyyaHOTO MorveaHe WK NOBpeXaHe Ha CTOKMTe npemuHasa Bbpxy JIEHEBHOTO
3ABEAEHWVE - BB3/TIOXKWTEJ1T oT MOMeHTa Ha npuemMaHeTo MM Ha MACTOTO Ha fJocTaBsHe C
npuemMaTeniHo-npeAasaTesieH NPOTOKO.

VI. JATA HA AOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha goCTaBAHe Ce cyMTa [ararta, Ha KOATO CTOKMTEe ca AOCTaBeHW [0 afjpeca MNoco4veH B
un. 5, an. 1, npu ycnosudarta Ha un. 9, an. 2.

VII.3A0Bb/DKEHNA HA N3NBJTHUTENA
Un. 7. N3MbJIHUNTEJTAT ce 3agb/mkaBa:
1 [a poctaBu CTOKWUTE B AOr0OBOPeHUA CPOK u ga rn npegage Ha JIEHEBHOTO 3ABEAEHWE -
Bb3/TOXXUNTEN.
2. Ja npepfafe CTOKMTe, MakeTMpaHW WU MapKUpaHW B CbOTBETHWUSA BWA, KO/IMYECTBO M Ka4yeCTBO Ha
MACTOTO Ha JOCTaBsAHE.
3. MNpu nognrcBaHeTo Ha fOroBopa fa npeacraBu:
a) JOKYMeHTW no yn. 112, an. 1 ot 30TI1.
6) rapaHuus 3a M3NbJHEHWe, B efHa OT hopMuTe, onpegesieHn B un. 111, an. 5 ot 30r1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cfef N3TM4YaHe CpoKa Ha I0roBopa, KosTo ce 0CB0OOOXK/JaBa B CPOK A0 60 gHW cnep
N3Nb/IHEHWE Ha Jorosopa. B cnyyaid, Ye BaNMAHOCTTA Ha rapaHumsATa nstmuya npegm gorosopa aa obvae
n3nbvnHeH, N3MbJ/TIHUTEMAT ce 3agb/mkaBa fa YAb/HKM CPOKa Ha Ba/IMAHOCT Ha rapaHumsara c
TOMIKOBA [HW, TakKa uYe rapaHuuaTa ga nokpmsBa 04aKBaHWA CPOK 3a U3MNbJIHEHME Ha Jorosopa natoc 60
OHW. TapaHumATa e B pa3mep Ha 3% OT CTOIMHOCTTA Ha gorosopa 6e3 AAC n Bb3nm3a Ha 985.30
nesa.
(4) [ba poctaBs nekapCTBeHW MPOAYKTW, KOMTO OTroBapsT Ha W3NCKBaHMATA Ha 3akoHa 3a
NeKapCcTBEHUTE MPOAYKTN B XymMaHHaTa megmnumHa (3/IMXM) - aa nputexaBaT Ba/INAHO paspeLleHune
3a ynoTtpeba B cTpaHaTa, u3gageHo no pega Ha 3/IMXM wnu PernameHT (EO) Ne 726/ 2004 r. Ha
EBponelickusa napnameHT n Cbeeta /un. 23, an.l Ha 3/IMXM/.
(5) Oa poctaBs fleKapcTBEHU MPOAYKTU, KOUTO ca BK/OYeHW B MNpunoxeHne Ne 2 Ha M03UTUBHUSA
NIeKapCTBeH CrUCHK.
(6) B cnyyait, ye ce npaBu NbpBa AoCTaBKa Mo AajeHa NapTuia Ha IeKapcTBeH NPOAYKT, fa NpeacTaBs
CepTudmkat 3a ocBo6OXJaBaHe Ha napTugaTa, vdgageH oT KBanugpuumpaHo nuue no 3J/IMXM Ha
e/IeKTPOHEH HOCUTE/T WX MO efIeKTPOHeH MbT Ha e/leKTPOHHaTa noula, nocodeHa Karto afgpec 3a
KOPEeCNOHAeHUNSA, MNPUAPYXEH C NpeBoj Ha Ob/Arapcku ek OT (upma, CKIKYMIa [LOroBop C
MWHNCTEPCTBO Ha BLHLUHMTE paboTy 3a N3BbpLUBaHE Ha O(hMLIAIHY NPEBOAN.

VIIL. SAAB/DKEHNA HA TIEHEBHOTO 3ABEAEHWE - Bb3/TOXKUNTEJ]
Un. 8. TEHEBHOTO 3ABEOEHUWE - Bb3JTOXXUWTEJ ce 3agb/kasa:
1 [a npueme LOCTaBEHMTE B CPOK M HA MACTO CTOKW, CbOTBETCTBALLY MO BUA, KONUYECTBO U KavyeCcTBO
Ha ONMCaHOTO B HAacTOALLMSA [OT0BOp.
2. [la 3annatu foctaBeHUTE CTOKM MO pefa Ha Y. 3 0T HacToALLMA LOroBop.
3. Cnep npuknoYBaHe M3Mb/IHEHMETO Ha A0roBopa ja 0CBOOOAM rapaHuusaTa 3a U3nb/iHEHME, 6e3 fja
Ob/DKU NIUXBU 3a CPOKa, Mpe3 KOMTOo cpeacTBaTa 3aKOHHO ca MPecTosIn Y Hero.



IX. MPMEMAHE W NMPEAABAHE HA CTOKUTE
Un. 9. (1) NMprnemaHeTo Ha CTOKUTE Ce NU3BBbPLUBA HA MACTOTO Ha JOCTaBAHE MOCOYeHO B us. 5, a. 1
(2) MANBNHWNTENAT wn  ynbiHOMOLWLEH OT HEero TmpeacTaBuTen W npecraBuTen  Ha
NEYEBEHOTO 3ABEAEHWE - BbB3NOXWMTE/ nognuceat npuemMaTesniHo-npesasaTesieH
NMPOTOKO/1, YA0CTOBEPSBALL, MONyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHLUNN N CPOK HATOAHOCT

Un. 10. (1) CTokuTe, NpesMeT Ha HacToALLMA [OrOBOP, CnelBa Aa 0TroBapsaT Ha U3UCKBaHMATA Ha ui.
7,an. 4 ub.
(2) Kbm pataTta Ha gocTaBKaTa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha JIeKapCTBEHUTe MPOAYKTW, crejga
fa 6bae He no-mManbK 0T 40 % /yeTupugeceT Ha cTO/ OT 065IBEHUSA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha focTaBKa Ha /IeKapCTBeHUS MPOAYKT C M0 - KPaTbK OT JOrOBOPEHUS CPOK Ha rofHOCT,
Ob/HKMMaTa HEYCTOMKa Aa 6be NPOMeHeHa, KakTo CriefBa:

0T 39,99% f0 30% - 3 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa;

0T 29,99% 10 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

0T 19,99% fno 10% - 7 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa;

nog 10% - 10 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa.
(4) OcTaTbYHUAT CPOK Ha rogHOCT Ha 6MonNpoayKT /6monogobeH NPOAYKT, cnefBa Aa ObAe He No-
ManbK 0T 20 %/aBajeceT Ha cTO/ OT 065IBEHUSA OT MPOU3BOANTENA KbM [jaTaTta Ha BCsKa JoCcTaBKa.
(5) B cnyyali Ha gocTaBKa Ha 6MonpoayKT/6Monofo6eH NPOAYKT € MO - KpaTbK OT 4OrOBOPEHUS CPOK
Ha rofHOCT, Ab/DKMMATA HEYCTOMKA e KaKTo c/efBa:

0T 19,99% fno 10% - 2 % BbpXy CTOMHOCTTA Ha AOCTaBKaTa;

0T 9,99% 10 5 % - 4 % BbPXY CTOMHOCTTA Ha AOCTaBKaTa;

nop 5% - 6 % BbPXy CTOMHOCTTA Ha IoCTaBKaTa.
(6) TEHEBHOTO 3ABEAEHWE - BB3/TOXXWMNTEJ] mMoXe fa OTKaXke NpueMaHeTo Ha CTOKWUTE,
aKo B [eHS Ha TAXHOTO MNPUCTUraHe WM NpuemMaHe OCTATbUHUA CPOK Ha FOAHOCT € MO - MaTbK OT
onpegeneHud B un. 10, an. 2. nan. 4 MUHUMasIEH CPOK Ha rO4HOCT.
(7) AocTaBKaTa Ha /IeKapCTBeH MPOAYKT C OoCTaTb4yeH CPOK Ha rofHocT no-mMasbK OoT 10 Ha cTo OT
00651BEHMA OT MPOU3BOANTENSA U Ha BMONPOAYKT/61MONOA06eH NPOAYKT C OCTaTbyeH CPOK Ha rofHOCT
Nno-mMaslbK OT 5 Ha CTO OT 0651BEHWSI OT NPOM3BOAMTENS Ce U3BbPLUBA CamMO C MUCMEHO Cbracue Ha
NEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ 3a KOHKPETHO KO/IMYECTBO, OMNpefesieHO OT Hero.
Bes m3pnyHo nucmeHo cwvrnacue Ha JIEHEBHOTO 3ABEAEHWE - BBH3J/TOXKWTEJT cTokute
HAMa Aa 6baaT 3annallaHu.
(8) VckaHeTo 3a MUCMEHO Cbr/lacuve, B cnydauTe Ha an. 7, cnefsa ja noctbnn B JIEHEBHOTO
SABEAEHWE - Bb3J/TOXXWUTEJ B cpok ao 1 (eanH) paboTeH AeH OT NosyyaBaHe Ha 3asiBKaTa.
(9) B cnyyanTe Ha crnewHN JOCTaBKM MOCOYEHUTe B 1. 3 1 al. 5 HEYCTOMKM He ce npunarar.

Xl. OTTOBOPHOCT 3A HETOYHO M3MNbAHEHWE. PEKJTAMAL NN
Un. 11. (1) NEYEBHOTO 3ABEAEHWE - BB3J/IOXKWNTEJT mMoxe ga npefsssaBa pekiamalumn
npes N3NbJTHUTENA 3a:
a) KOMIMYECTBO U HEKOMIIEKTHOCT HA CTOKUTE WM TEXHUYECKaTa JOKYMeHTaUNA (ABHU HeLoCcTaTbLM);
6) Ka4ecTBO (CKPUTU HefocTaTbLK):
- Npy gocTaBsAHe Ha CTOKM He OT A0roBOPEHMSA BUA, NOCOYEH B un. 1;
- NPV KOHCTaTupaHe Ha AedheKTU Npu yrnoTpebda Ha CTOKUTE.
(2) Peknamaumn 3a siIBHW HepocTaTbUM Ha CTOKUTe ce npasaT oT JIEHEBEHOTO 3ABEAEHWE -
Bb3/TOXKWNTEJ], B MOMeHTa Ha npejaBaHeTO UM, 3a KOETO Ce CbCTaBd MPOTOKOJ, nognucaH u ot
[BETE CTpaHu.
(3) Peknamaumu 3a CKpUTW HefocTaTbUM Ce NPaBAT Mpe3 LenA CPOK Ha FOAHOCT Ha AOCTaBeHUTe
CTOKW, KaTo peknamMauusaTa ce NpuapyxaBa 3a4b/DKUTESTHO OT KOHCTATUBEH MPOTOKO/, w3fajeH oT
M3nb/iHUTeNHaTa areHUMsa 3a siekapcreara.
(4) NEYEBHOTO 3ABEAEHWVE - BDB3JIOXKWTEJT e pgnbXkHO fa YyBeAoMU TMUCMEHO
N3N Bb/THNTENSA 3a ycTaHoBeHUTE aeddeKT B 5 (MeT) AHEBEH CPOK OT KOHCTATUPAHETO MM.



(5) B peknamauuunTe ce rnoco4sa HOMepPbT Ha JOroBopa, TOUHOTO KOJIMYECTBO Ha MOSTyyYeHUTe CTOKU C
TEXHNA napTuigeH HoMep, OCHOBAHWMETO 3a peknamMaums M KOHKPeTHOTO mckaHe Ha JIEHEBHOTO
SABEAEHWVE - Bb3JIOXKUNTEJI.

(6) B 5 (net) gHeBeH cpoK OT nonyyaBaHe Ha peknamaumsata, U3MBbNAHWUTENAT cnegsa fa
otroBopn Ha JIEHEBHOTO 3ABEAEHWE - BDB3/IOXKWTEJ/I NMCMEHO M KOHKPETHO Janu
npuema peksamalmsara Uim g 0TXBbPIS.

(7) Mpwn peknamaums 3a sBHU HepgocTaTbun N3MBJTHUTENAT e anbXXeH B CPOK OT 2 paboTHU AHK
OT MoJslydaBaHe Ha pekjamauuaTa 3a CBOs CMETKa W PUCK fa AoCTaBM Ha MACTOTO Ha [JoCTaBsiHe
KO/INYeCTBOTO INNCBALLM B focTaBKaTa / HEKOMMNEKTHN JOTOBOPEHU CTOKMW.

(8) Mpu peknamauua 3a CKpPUTU HejocTaTbuu, B ciyyvah yYe W3MBIAHWUTENAT e npuen
peknamMauusTa, CbWMAT e anbkeH B 10 (fgeceT) AHEBEH CPOK OT MoJlyyaBaHeTO M fa 3amMeHu
[JOCTaBeHUTe HeAOoroBOPeHN Mo BUL / feeKTHN CTOKM 33 CBOA CMETKAa U PUCK UMW MO MpeLeHKa Ha
NEYEBEHOTO 3ABEAEHWE - BB3/IOXKWTEJ1 pa BbpHe CbOTBETHATa 4acT OT 3anfareHara
LeHa, BeHO C Ab/DKUMUTE JINXBU.

(9) N360pbT Ha NOCOYEHUTE MO-FOpe Bb3MOXHOCTU Aa Ce BbpHe CbOTBETHATA YacT OT MaTeHOTOo Wn
[la ce 4OCTaBAT HOBU CTOKM npuHaanexun Ha IEUEBEHOTO 3ABEAEHWE - Bb3/TOXXKWTE/ wn ce
yrnpaXkHsABa 0T Hero nog opmara Ha nucmMeHo yesegomsieHue o N3MbJIHNTEJIA, kaTo pasxogute
N pUCKOBeTE M0 HOBOTO JOCTaBsAHeE ca 3a cmeTKa Ha N3N bJ/THUTENA.

(10) CrokuTe, npegMeT Ha peknamauus ce cbxpaHasaT oT JIEUEBHOTO 3ABEAEHUVE -
BBb3NNOXWNTEJ] fo ypexaaHe Ha peknamaumnure.

XI1l. OTFTOBOPHOCT MNMPN HEN3MBJIHEHNE
Un. 12. (1) 3a HeM3Nb/IHEHME Ha 3ab/DKEHUATA CU MO HACTOALLMA LOTOBOP C U3KJ/TIOYEHWe Ha Te3un Mo
yn. 10, an. 2 n an. 4, USNBNAHUTENAT gbmku HeycToika B pasmep Ha 0.5 % Ha geH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noBede oT 10 % (fgeceT MpoueHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asiBKa, KakTo WM 06e3leTeHne 3a NpeTbprneHnuTe AeNCTBUTE/THW Bpeau B cry4vauTe,
KOrato Te HaAXBbpPAAT [OroBOopeHaTa HeycToika. B cnyvamte no un. 4, an. 3, noco4yeHata B
NpeAxoaHOTO M3peYveHMe HeycToliKa B pasmep Ha 0.5 % ce HaumcnsiBa 3a BCEKM Yac Npocpoumne, HO He
noseye oT 10 % (geceT npoueHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KakTo M 06e3leTeHue 3a
NpeTbpreHnTe AeCTBUTE/THN BPEAM B C/lydanTe, KOraTto Te HaAXBbP/AT OroBOpeHaTa HeyCcTolKa.
(2) Korato npu Hanuume Ha peknamaumun, N3MBbJTHUTENAT He M3NbAHW 3agb/HKEHUATA CU MO
pasgen Xl 0oT HacToAwMA [LOroBOP B CPOK, CbLWMAT Ab/mkn Ha JIEHEBHOTO 3ABEAEHWE-
BBH3/TOXXWMTEJT HeycToilka B pasMep Ha 2 % OT LeHaTa Ha CTOKMTe, 3a KOMTO ca HarnpaseHwu
peknamauuuTe.
(3) NTEHEBHOTO 3ABELEHWE - BbB3/IOXXKWTEJ ygoBnetsopsBa MpeTeHUMNTE CU OTHOCHO
HeM3Nb/IHEHWETO Ha [0roBopa, KakKTo M 3a 3anjawaHe Ha HeycTOMKUTE OT CcTpaHa Ha
N3MBNHNTENSA KaTo 3aabp)Ka rapaHuusaTa 3a U3nb/HeHne no yn. 7, an. 3, 6ykea “6” oT gorosopa,
KaTo npeanpuema [AeliCTBUS 3a HEMHOTO yCBOsiBaHe. B crniydali, ye CTOMHOCTTa Ha rapaHuusTa 3a
M3Mb/IHEHME He MoKpuBa BCUMYKU Abmxkumu oT U3MBJAHWTENA HeycTolikn, TEUEBHOTO
SABEAEHWE - BDB3J/TOXXWMTEJT npuxBalla Ab/DKUMUTE CYyMM OT HaCPeLHW MiawaHna KbM
N3MBNHNTENA.
(4) Mpun Tpn NbTU BUHOBHA 3ab6aBa Ha M3MbJTHUTEIA, npogb/mknna ¢ noBede oT NosioBMHaTa OT
CpOKa 3a W3Nb/IHEHME Ha CbLOTBETHOTO 3aAb/DKEHME, B pamMkuTe Ha Tpu Meceua JIEUEBEHOTO
SABEAEHWE - BbBb3J/TOXKWTEJ/T uma npaBo ga npekpatn Aorosopa €4HOCTPaHHO € 15-AHeBHO
npeansBecTue.
(5) NEUEBHOTO 3ABEAEHWE - Bb3J/IOXXKWUTEJ]1 nma npaso fa NpekpaTy e4HOCTPaHHO 1 6e3
npean3BecTMe HaACTOALWMA LOrOBOP B C/lydai Ha CUCTEMHO HETOYHO M3MbJIHEHUE Ha 334 b/DKEHUATA OT
N3MNBIHUNTENA wn npegdaseHW MnoBeye OT TPWU pekiamMauum B pamMkKuiTe Ha Tpu Meceua oT
JTEHEBHOTO 3ABEAEHWE - Bb3/TOXXKWTEJT no pepa Ha rnasa XI.
(6) B cnyuaii, ye no otHoweHne Ha M3MBbTHUTENA HacTbnaT obcTosiTencTeata no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a obuecTtBeHUTe nopbykn, JIEUEBHOTO 3ABEALEHWE-
BB3/TOXKNTEJT uma npaso fJa Mpekpaty eAHOCTPAHHO HacToAwmMSa pforosop, 6e3 nmMcMeHo
npeansBecTre 1 6e3 ga Ab/MHKN HEYCTOMKMN.



XIll. POPCMAXOPHWM OBCTOATEJICTBA
Un. 13 (1) CtpaHnTe NO HaCTOALLMA LOrOBOP He Ab/DKAT 06e3LeTeHMe 3a NMOHeCeHN Bpeau W 3aryou,
aKo MnocnefHUTe ca NPUUYNHEHN B Pe3yNTaT Ha Henmpeogomma cuna.
(2) AKo cTpaHaTa, KOATO e cnefBasio fa U3Mb/IHM CBOE 3afb/DKeHUe Mo JoroBopa e 6una B 3abaBa, T4
He MOXXe Ja ce Nno3oBaBa Ha HenpeogosiMma cuna.
(3) “Henpeogonnuma cmnna” no cMmUcba Ha TO3M [OroBOP € HenpeaBUAEHO U/MNK HenpesoTBpaTUMO
CbOMTUE OT U3BBHPELEH XapaKTep, Bb3HUKHAIO0 C/ef CK/I0YBAHETO Ha LOroBopa.
(4) CrpaHaTa, 3acerHata OT HeMNpeojosiMMa cuna, e ANbXHa fa npeanpuemMe BCUYKW [elCTBUS C
rpmxkarta Ha fo6bp CTONAHWH, 3a Aa HamaIn 40 MUHUMYM MOHECEHUTE BPeAn U 3arybm, Kakto u aa
yBeLOMM MUCMEHO Apyrarta cTpaHa B 7-4HEBEH CPOK OT HacTbNBaHETO Ha HenpeogonnmaTta cuna. Mpu
HeyBeOMSBaHe B MOCOYEHMUS B MPEeLXOAHOTO WM3pedeHMe CPOK ce [Ab/DKM  obesuleTeHMe 3a
HacTenuIMTe OT TOBa Bpeau. Henpeogonumarta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTUdUKaT 3a (opcMaxop, M3hageH No CbOTBETHUS pej OT KOMMETEeHTHUS opraH B Abp)kasaTa, B
KOSITO ca HaCTbMWUAN (HOPCMaXKOPHUTE 06CTOATENCTBA.
(5) [okato Tpae HenpeogosnMmarta Cuna, U3NbAHEHWETO Ha 3a4b/DKEHUATa U CBbpP3aHUTe C TAX
HacpeLLHN 3afb/DKEHMS ce cnupa.
(6) He npegcTtaBnaBa “HenpeofonuMma cuna” cbouTUE, MPUUUHEHO MO HEBPEXHOCT WM upes
YMULUIEHO [EeCTBME Ha HAKOS OT CTPaHUTE UMM TEXHW MPeACTaBUTENUN U/NAN CAY>XUTENW, KaKTo U
HegocTmra Ha napuyHm cpeactea Ha W3IMNBbJIHUTENA wn JIEUHEBHOTO 3ABEJEHUWE -
BB3/NTOXKUTEN.

XIV. CINOPOBE

Un.14. (1) Bb3HMKHaINTeE Mpe3 BPeMETPAEHETO Ha JOroBopa CropoBe N pasHOriacusa Mexay cTpaHuTe
ce pewlaBaT 4pes3 MperoBopy mexay TaAX. ocTurHaTuTe LOroBOPEHOCTWU Ce OOPMAT B MUCMeHa
hopmMa 1 ce NpeBpbLLAT B HEpa3Ae/iHa vyacT OT JoroBopa.

(2) B cnyyali Ha HenocTUraHe Ha AOroOBOPEHOCT MO MPeAXO4HUSA YfieH, BCUYKM CNOPOBe, MOPOA4EHN OT
TO3X JOroBOpP WM OTHAaCALLM Ce [0 HEro, BK/IOYUTENIHO CMOPOBETE, NOPOLEHN OT WA OTHAaCALLM ce A0
HEeroBOTO Tb/IKyBaHe, HeAEeMCTBUTE/THOCT, HEM3NB/IHEHWE WUNN NpeKpaTaBaHe e 6bAaT paspeLlaBaHu
cnopeg 6brapcknuTe MaTepyasiHA 1 NPOLIECYasiHN 3aKOHW OT KOMMETEHTHMA Cb[ Mo peja Ha MK,

XV. CbOBWEHUA

Yn. 15. (1) Bcuukn CbOoBLLEHNA MeXaY CTpaHWTe, CBbp3aHu C M3Mb/IHEHWETO Ha TO3W [LOroBop ca
Ba/IN[HN, aKo ca HanpaBeHW B NMUCMeHa hopma U ca NoAnmMcaHn oT YNb/IHOMOLLLEHUTE MpeacTaBUTeNn
Ha N3MB/THNTENA wam NTEHYHEEHOTO 3ABEAEHUE - Bb3/TOXKUTE.

(2) 3apaTa Ha CbO6LLEHMETO Ce cMATA:

S JaTarta Ha rnpefaBaHeTo - NpPW PbYHO NpejaBaHe Ha CbOOLLEHNETO;
S JaraTa Ha MoLLEeHCKOTO K/eMo Ha obpaTHaTa pasnucka - npuv usnpatlaHe no nowara;
\ Jlatata Ha npuemMaHeTo - Mpu nsnpatlaHe no gaxc uim e-mail.

(3) 3a BaMgHM agpecy 3a npuemMaHe Ha CbOo6LWEHUA M GAHKOBU CMETKMW, CBbP3aHM C HaCTOALLNA
[lOroBop ce cmATAaT:

3A N3ANBJIHNTENA:

rp.Codmsa, x.K. Mnagoct 16n. 38 b, Bx. 3, eT. 1, Ten: 02 9743709 , tpakc 02 9743708
e-mail: ivailo.ganev(mmedochemie.coni
6aHKoBa CMeTKa, rnocoveHa oT MN3MbJIHUTENA: BIC: UNCRBGSF, IBAN:
BG95UNCR70001523780090
3A JIEHEBHOTO 3ABEAEHWVE- Bb3JTOXXUTEN:

rp. Codgwmsa, yn. ,,bano mope” Ne 8, otgen ,,bonHndHa anteka”, Ten 02 9432429, daxkc 02
9432117, e-mail: apteka(a)isul.eu,
(4) Mpu npomMsHa Ha noco4veHUA No an. 3 agpec UM baHKoBa CMeTKa CbOTBETHATa CTpaHa e A/TbXHa
[la yBeoMM Apyrarta B TPUAHEBEH CPOK OT NpoMsHaTa.

XVI. APYTWN YC/TOBUHA
Un. 16. (1) MpaBata ¥ 3agb/HKeHUATaA NO HACTOAWMS [OrOBOP He Morat fja ce NpexBbpnar
eJHOCTPaHHO Ha TPeTW Nnua 1 NOLOOHW akToBe He MNOpaXaaT MpaBHO feiicTBMe 6e3 MUCMEHOTO



cbracue Ha gpyrarta cTpaHa, 0CBeH B CllyyauTe Ha obe3nevaBaHe (rapaHTMpaHe) Ha 3afb/DKEHUS MO
6aHKOBU KpeanTu.
(2) 3a HeypefeHMTe BbBNPOCW B HACTOALIMSA [OroBOp Ce npwuiara [encTeawoTto 6barapcko
3aKOHOATeNCTBO.

XVIIL. NMOAN3MBIHUNTEJIN - HenpunoXxmmo
(MpUNO>KNUMO camo B c/lydamTe, B KOMTO U36paHns 3a U3NbJAHUTEN yHacTHUK € MOCoUNs, Ye Lue
non3sa NoAv3MbIHUTENN, MPU CKI0YBAHE HA PAMKOBOTO CropasyMeHue)
Un. 17. (1) NOAN3SABNHUNTENNTE Tps6bea ga oTroBapsT Ha CbOTBETHUTE KPUTEPUM 3a MNoa60p
CcbobpasHo BMAa 1 Aiena 0T NnopbyKata, KOMTO LLEe U3NbHABAT, U 3a TAX Ja He ca HaslMLe OCHOBaHUS 3a
OTCTpaHABaHe OT npoueaypara.
(2) NEYEBHOTO 3ABEAEHWE - BBb3/TOXXUWTEJ usnckea 3amaHa Ha MO QN3N BbJ/IHUTE,
KOWTO He 0TroBaps Ha ycsoBusTa no an.l.
(3) Korato yactta OT nopbykarta, KoATo ce m3nbiHasa oT MNMOAUN3MB/IHUTE, moxe aa 6bae
npepageHa kKato otgenieH 06ekt Ha N3MNBAHUTENA wwm Ha IEHEBHOTO 3ABELEHUE -
BBb3JTOXKXWTEJ, nocnegHna sannalla Bb3HarpaxaeHue 3a tasu yact Ha NOAN3MNBb/IHUNTENA.
(4) PasnnawaHmaTa no an. 3 ce OcbliecTBABAT Bb3 OCHOBA Ha WCKaHe, OTMNpaBeHO OT
nogn3Nb/IHUTENA po JIEUEBHOTO 3ABEAEHWE - BB3/IOXKWTE/T  upes
N3MNBNHWUTENA, KOWTO e ANbXeH fa ro NpefoctaBy Ha Bb3OKUTENS B 15-AHEBEH CpPoOK OT
noslyyaBaHeTOo My.
(5) Kbm mckaHeto no an. 3 USMbJTHNTEJTAT npefoctaBa cTaHOBULLLE, OT KOETO fa € BUAHO Jan
ocrnopBa niaaHnATa UM 4acT OT TAX KaTo HeLb/DKUMMN.
(6) TEHEBHOTO 3ABEAEHWVE - BB3/TOXXWTEJI nma npaBo fa OTKaxke njawiaHe no an. 3,
KOraTo MCKaHeTO 3a M/ialllaHe e OCMopPeHo, 0 MOMEHTA Ha OTCTPaHABaHe Ha NpuymMHaTa 3a 0TKasa.
(7) HesaBucumo ot um3nonssaHeto Ha MOAUN3IMTB/IHATEJIA OTroBOpHOCTTA 3a WU3MbJ/IHEHUE Ha
porosopa e Ha USMBbJTHUTENA.

XVII. 3AKNKOYNTENHWN PA3MNOPELBN
Un. 18. (1) MNMpwn cbCTaBAHETO Ha HACTOALLMA [OrOBOP Ce NnpeAcTaBuxa ClefHUTe JOKYMEHTU:
S JokymeHTM no yn. 112 ot 30I1;
S Jeknapauus ro yn. 55, an. 6 ot 3/IMXM (koraTo e NpuUIoXKNMO);
S [MapaHums 3a N3nbJiHEHNE,;
S TexHn4yecko n LleHOBO npeaoXeHne, HepasgesiHa yacT OT A0roBopa;
L) Jeknapauun no 3SMUAI.
(2) HacToawmaT 4OoroBop ce CbCTaBu B TP e4HO00pa3HM eK3eMr/ispa Ha 6brapcku esuk - efuH 3a
N3MNBbNAHWNTENA v aBa3a IJIEHEBHOTO 3SABEAEHWE - Bb3/TOXXKWUTEN.

3anuuena nHbopManus
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MNpegnaraHu LEHOBW napameTpu

HauwH Ha HeoOGXoayM 6poii EaueHa 6e3 EpueHac  OoupueHa  OOLR LeHac
AT N proewe  cooea Mpa e 0C AC 6sAAC e
AC3BBOL | Butylscopolamine  maperTeparta Mg Bawgen 400000 0,034370 0041244 1374800  16497,60
. Solution for
AO3FA0L  Metoclopramide MapeHTeparHa injection mg BarmoeH 300000 0063651 0,0763381 19095,30 22914,36

32843,30 39411,96
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