IOrOBOP
3A IOCTABKA HA NIEKAPCTBEHU NPOLYKTU

[JHec, . 2021 r., B rp. Cogous, mexay:

YMBAN"Uapuya MoaHHa-UCYT"EA/, cbC CefanMiie W adpec Ha ynpasneHue B p.
Cothua, paitoH "O6opuwe”, yn. "Bsno mope™ Ne 8, Ten. 9432215, ¢akc 9432180, EMK 831605806,
npefcrasnasaHo o1 Jliobomup lMeHeB - VI3Nb/HUTENEH AMPEKTOP, HapuyaHOo Mo-4o/My 3a KpaTKocT
~JIEHEBHO 3ABEAEHWE - Bb3/IOXKWNTEJ” oT egHa cTpaHa

n

MELEKC” OO/, cbc ceganuile 1 aapec Ha ynpaeneHune obnact Coguma-1252, c. CBeToBpayeHe;
yn. "Yaspap Borisoga™ Ne 48, Ten: 02 4051924, dakc 02 4051899, EMK 131268894 npencraBnssaHoO
oT Emun [laHeB - ynpasuTes, HapuyaHo no-gony 3a Kpatkoct ,,MI3MbJIHWUTEJ” oT apyra ctpaHa,

Ha OcHoBaHMe un. 112 oT 3akoHa 3a o6ulecTBeHUTE nopbyuknM (30M1), BbB Bpb3Ka C MNPOBEAEH
BbTPeLLeH KOHKYpeHTeH u360p no PamkoBo cnopasymeHue Ne P[1-11-54 ce CKIUM HacToAWwmA
[loroBop 3a CnefHoTO:

I. MPEAMET N CPOK HA IOITOBOPA
Un. 1 (1) TEYEBHO 3ABEAEHWE - BB3/TOXWTE/ Bb3nara, a U3MBAHUTENIAT ce
3aAb/HKaBa [a M3BbPLUM 0CTaBKa Ha CNefiHMS NEKApCTBEH NPOAYKT:

HauyunH Ha Heob6XxoaAnUM
ATC INN 3abenexka Mapka CraTtyc .
npunoxXeHune 6poii MmApkKu
CO1CAO04 Dopamine napeHtepanHa mg BannpeH 2000000

(2) QorosopsT BNM3a B cuna ot 01.10.2021 r. n e cbe cpok fo 31.12.2021 r.

Il. UEHW N OBLWA CTOMHOCT HA JJOCTABKWTE MO JOrOBOPA
Un. 2. (1) LleHata Ha cTokuTe Mo 4n.l e cbrnacHo LeHOBO npepsioxeHne Ha N3MbJ/IHUTENA,
HepasfenHa 4acT OT 40roBopa.
(2) LleHaTa BKNtOYBA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3aCcTpaxoBka 1 TpaHcnopT Ao IEHEEHOTO
SABEAEHWE - BB3/TOXXWUTEJT npy MMUHUMaNEH CPOK Ha FOAHOCT He Mo-Kpatbk oT 40 % ot
065BeHMs OT NPOM3BOAMTENSA 3a IEKAPCTBEHUTE NMPOAYKTU UK HE NO-KPaTbK 0T 20 % OT 005iBEHUS OT
Npou3BOANTENSA 38 BUONPOAYKTUTE UM 6UONoLO6HUTE NPOAYKTU. MUHUMAIHUAT CPOK Ha FOAHOCT Cce
onpesens KoM faTaTa Ha BCAKa J0CTaBKa Ha /1eKapCTBeH MPOAYKT.
(3) O6bulata CTOMHOCT Ha AoCTaBKMTe No gorosopa e Ao 17 320,00 nesa 6e3 BkawoueH AAC u ago
20 784,00 neBa e skntoyeH 44C.
(4) LeHara no gorosopa e kcupaHa, He NOA/IeXM Ha NPOMsAHA 3a CPOKa Ha [eiCcTBMe Ha J0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30Tr1.
(5) B cnyuait, ye npe3 BpeMeTO Ha AelCTBME HA CbOTBETHUSA AOr0BOP CTOMHOCTTA, KOATO Cnefga ja ce
3annatla ¢ ny6/MyHn cpeacTsa Ha IeKapCTBEHN NPOAYKTU OT MO3UTUBHUSA NEKapCTBEH CMUCHK CTaHe
Nno-HMUCKa OT [OroBopeHara, /ile4eOHOTO 3aBefleHVe -  Bb3NOXMTEeN 6e3yc/nioBHO  3ansawa
NeKapCTBEHUTE NPOAYKTM Ha MO-HMCKaTa CTOMHOCT, CYATAHO OT:

- [Jatata Ha B/AM3aHe B CWNa Ha peLleHneTo Ha HauuoHasHMA CbBEeT N0 LEeHU U
penmbypcupaHe Ha nekapcTeeHuTe npogyktu ( HCLIPM);

- [Jararta Ha akTyanusauuata Ha IMo3nTuBHNUA NeKapCTBEH CMUCHK NO peaa Ha yn. 57, an. 1ot
Hapepbata 3a ycnosusTa, npaBwnata M pefa 3a peryinpaHe UM peructpyvpaHe Ha LUeHUTe Ha
nekapcteeHUTe npoayktn (HYMPPPLUIM) 3a nekapcTBeHMTe NPOAYKTM C HaMaleHa CTOMHOCT 3a
0MakoBKa, M34ncneHa Ha 6asa pedepeHTHa CTOMHOCT.

B cnyyaute no npeaxofHOTO M3peyeHWe, CTOMHOCTTA Ce onpefens KbM MOMEHTa Ha
focTaBkara (nmo4nvceaHe Ha nNpyYemMo-npeaasartesneH NpPoToKoN).



. Ycnosmd n HA4YMH HA NMJTAWAHE

Un. 3 (1) MnawaHeTo No HaCcTOAWMA AOrOBOP Ce OCbLUECTBSIBA Ype3 6aHKOB MPeBOf OT CTpaHa Ha
NNEUEBHO 3ABEAEHWE - BBHb3/TOXWTEJT no nocoyeHaTa B Yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBbHUTENA.
(2) 3annaw@aHeTo Ha CTOKMUTE MO A0roBopa Ce U3BbPLLBA OT/I0XKEHO B CPOK A0 60 /wecTtaecetns/ feH,
cnep nNpeacTaBAHE Ha cnefHUTe JOKYMEHTU:

1 [ocTaBHa (hakTypa, CbCTaBeHa CbriacHo usnckeaHuaTa Ha 344C v MN344C;

2. [MpuemartenHo-npegasaTeiHX NPOTOKONN;
(3) B cnyyait, Ye nocoyeHWUTe B un. 3, al. 2 AOKYMEHTU Ca HEPEAOBHW WM He Ca KOMIM/IEKTOBAHN,
cblmte ce Bpbuwat Ha 3MBbJ/THNTEJTA e npuematenHo - npegasaTesieH NPOTOKON 3a U3NpaBsHe
Ha HepefHocTUTe. CPOKbT Mo Yn.3, an. 2. 3arnoysa fJa Teye OT JaTaTa Ha NpPeACTaBAHETO Ha NOCNefHUS
N3UCKYeM Ce [JOKYMEHT.
(4) Mpwn dakTypupaHe Ha 3asBeHUTE KONNYECTBA JIEKAPCTBEHN MPOAYKTW, MO BCAKA OTAe/Ha 3adBKa,
LleHaTa Ha OMakoBKa He cnefBa Aa HafBullaBa onpegeneHata B [MO3UTUBHUA NEKapCTBEH CMUCHK-
MpunoxeHne Ne 2, ped)epeHTHa CTOMHOCT Ha OMAaKOBKA 3a CbOTBETHMS NIEKAPCTBEH MPOAYKT. B
CMyyail Ha M3uMCNsiBaHe Ha CTOMHOCT MO-BMCOKa OT peepeHTHaTa CTOMHOCT Ha OMakKoBKa 3a
CbOTBETHMSA /IEKAPCTBEH NPOAYKT, CTOMHOCTTA Ce HamasisBa W 3arnialla [0 CTOMHOCTTa Ha OMnakoBKa
onpegeneHa B MNo3NTUBHUA NEKAPCTBEH CNUCHK- IMpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABELEHWE - Bb3/TOXXWMTE/ 3asB5Ba HE0OX0ANMUTE MYy KO/IMYECTBa
e nucMeHa 3aaeBka o0 W3IMBb/IHWUTEJIA. 3adBkata ce BpbyBa /IMYHO CPeLly MOAMUC Ha
N3MB/THUTENA vnn ynbJHOMOLWLEHO OT Hero nuiue wWam ce m3npawa e npernopbyaHo Mnmcmo e
obpaTHa pa3nucka, no (akc 1am no eNeKTPOHeH MbT.
(2) Bcaka oTgenHa focTaBKa, cnefBa fa ObAe AOCTaBeHa B CPOK [0 7 KalleHAapHW OHW chep,
nonyyasaHe Ha 3aaBkaTta oT JIEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ 1 3a KonnyecTsara u
OMnakoBkuTe (CbOOpa3sHO KOHKPETHUTE JfIeKapCTBEHM MPOAYKTW, MMOCOYEHUM B TEXHUYECKOTO
NpeL/oKeHWe Ha W3MbAHUTENSA), TOYHO OMpedeneHW B 3asBkata. B cryyaid, ye ce npaBu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha NIekapcTBeH NPOAYKT, ce npeactass CepTUgmKar 3a 0CBOOOXKJaBaHe
Ha napTugarta, u3gageH OT KeaimpuumpaHo nuue no 3/1MXM Ha efneKTPoHeH HocuTen WM no
e/IEKTPOHEH MbT Ha efleKTPOHHATa MoLLa, NMocoyeHa KaTto afpec 3a KOPECMOHAEHUMA, NPUAPY>KEH e
npeBof Ha Ob/Irapcky e3vK oT (P1pma, CK/IKuUMa Jorosop e M1HUCTEPCTBO Ha BLHLLHWUTE paboTu 3a
M3BbpLUBaHE Ha oumumaniHK NpeBoan. MN36poeHnTe SOKYMEHTU Ce MPeACcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT NevyebHOTO 3aBefieHWe - Bb3NOXMTeN. lMpu crnefsawiy AOCTaBKA Ha NIeKapCTBEHW
MPOAYKTM OT CbLyaTa NapTnaa, CEPTUMUKATLT He Ce MPeLCcTass.
(3 B cnyuyail Ha Heob6xoAMMOCT OT cnewHa pfoctaBka, JIEYEBHOTO 3ABEAEHWE -
BBH3/NOXWTEJT nocoyBa M3pUYHO B 3asiBKaTa, 4e € Heobxoammo Aa 6bfe M3BbpLUEHA CreLlHa
focTaBka. B To3u cnydaid, focTaBkaTta cnefga fa 6bfe M3BbplleHa A0 6 4aca OT nosy4vaBaHe Ha
3afBKaTa M 3a KO/IMYecTBaTa M OMakoBKMTe (CbOOPasHO KOHKPETHWUTE /eKapCTBEHU MPOAYKTY,
MOCOYEHMN B TEXHUYECKOTO MPeIoKeHNe Ha U3NbHUTENA), TOYHO OMNpesesieHn B 3asBKaTa.
4 NINBNHUTENAT ce 3agb/mkaBa, B CPOK 40 1 paboTeH AeH, B C/lyYanTe Mo an. 2 U B CPoK Ao 1
yac, B c/lyyamte Ha an. 3, cfief nosyyaBaHeTO Ha BCAKa 3asBKa Aa yBeAOMW MUCMEHO WAKU MO (ake
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ B cnyyaii Ye He MOXKe fia U3BbpPLLM A0CTaBKa MK
B C/lyyail, Ye He MOXe [a Crasu CPOKbT 3a M3BbpPLUBaHE Ha AocTaBKaTa, MpeAMeT Ha KOHKpeTHaTta
3asBKa.
(5) Kbvm paTtata Ha BCfKa [0OCTaBKa, OCTaTbYHMAT CPOK HAa FOLHOCT Ha NeKapCTBEHWUTE MPOAYKTH,
cnepgpa fa 6uae He no-manbk OT 40 % /deTupuaeceT Ha CTo/ OT 06ABEHNSA OT NPON3BOAUTENS.
(6) Kbm paTarta Ha BCAKa [0OCTaBKa OCTATbYHUAT CPOK Ha rOAHOCT Ha 6UONPoAyKT unm 6uonosobeH
NPOAYKT, cnefpa fja 6bae He No-manbk oT 20 % /aBafeceT Ha CTO/ OT 06SBEHNSA OT NPOU3BOAUTENS.
(7) 3a konmyecTBa AOCTaBeHM WM3BBLH 3asiBKata no un. 4, anl, JIEUEBHOTO 3ABELEHUE -
BB3/TOXXWTEJ HAMa 3a4b/DKEHME 3a NaLLaHe.
(8) B cnyyante no un. 10, an. 7 oT Aoroeopa, CPOKbLT MO an. 2 1 3 3arno4ysa fa Teye OT Aatara Ha
nnucmeHoto cbrnacue HaJIEYUEBHOTO 3ABEAEHWE - BB3/TOXXUTE.



V. MACTO HA JOCTABAHE
Yn. 5. (1) 3a MACTO Ha AOCTaBAHe Ha CTOKMUTE MO TO3W LOroBOp Cce onpeaens cnefHus agpec: Codus,
yn. ,,bano mope” Ne 8, YMBA/ ,Llapnua MoanHa-UCYN” EALl - oTaen ,BonHnyHa anTeka”
(2) PvCKBLT OT clyqaiHOTO MormBaHe Wv NoBpexzaHe Ha CTOKUTe npeMuHasa BbpXy JIEUEBHOTO
SABEAEHWE - BDB3/TOXWTEJT OoT MOMeHTa Ha npuemMaHeTo MM Ha MACTOTO Ha AOCTaBsiHE C
npuemMarenHo-npeasartesieH NpoToKO.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha JOCTaBAHE Ce cuMTa JaTtaTa, Ha KOATO CTOKWTE ca [oCTaBeHW [0 ajpeca NMOCOYEH B
yn. 5, an. 1, npu ycnosmaTa Ha yn. 9, an. 2.

VII.3AAB/DKEHNA HA N3MBbTHNTENA
Un. 7. N3MBNHUTENAT ce 3agb/mxasa:
1 [a poctaBu CTOKWUTE B [OrOBOPeHUs CpokK W da ru npegage Ha JIEHEBEHOTO 3ABEAEHWE -
BB3/TOXXUNTEN.
2. Oa npefafe CTOKWTe, MakeTUpaHW U MapKMpaHW B CbOTBETHUSA BWA, KOMMYECTBO M KA4yecTBO Ha
MACTOTO Ha AOCTaBsHe.
3. Mpn nognuceaHeTo Ha AOrosopa Ja npeacTaBu:
a) JOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHuma 3a U3Nb/IHEHVE, B eHa OT opmuTe, onpeaeneHu B yi. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cref U3TUYaHe CPOKa Ha oroBopa, KOATO ce 0cBO6OX4aBa B CPOK 0 60 AHW cnep,
M3MbJIHEHME Ha Aorosopa. B ciyyald, ye BaIMAHOCTTA Ha rapaHumsaTa n3Tnya npeau Aorosopa ja 6vae
n3nvnHeH, N3MbJ/IHUNTENTAT ce 3agb/kasa Aa YAL/MDKA CpoKa Ha Ba/IMAHOCT Ha rapaHumsaTa c
TO/IKOBa [JHW, TaKa 4e rapaHumATa Aa NnokKpuBa 04YakBaHUA CPOK 3a MU3MbJHEHME Ha forosopa natoc 60
OHW. TapaHuKnATa e B pasmep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 44C n Bb3nu3a Ha 519,60
nesa.
(4) Oa poctaBA /f1eKapCTBEHU MPOAYKTW, KOUTO OTrOBapAT Ha W3NCKBaHWATA Ha 3akoHa 3a
NeKapCcTBEHNUTE MPOAYKTU B XyMaHHaTa MeauumHa (3/1MXM) - fa nputexasar Ba/IMAHO paspeLleHve
3a ynotpeba B cTpaHaTa, usgageHo no pega Ha 3/1MXM unu PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeickus napnameHT n Coeeta /un. 23, an.l Ha 3/TMXM/.
(5) Oa poctaBs nekapCTBEHM NPOAYKTW, KOUTO ca BK/AOYeHW B MpunoxkeHme Ne 2 Ha TMo3nTUBHKA
NeKapCcTBeH CrUCHK.
(6) B cnyyait, Ye ce npasu Nbpsa f0CTaBKa Mo fafleHa napTuia Ha IeKapcTBeH NPOAYKT, Aa NpeacTass
CepTugmkaT 3a 0cBOOOXAaBaHe Ha MapTuaata, v3gadeH OT KBaauduumpaHo nuue no 3/IMXM Ha
eNIEKTPOHEH HOCWUTEN WU MO eNEeKTPOHEeH NMbT Ha €NeKTPOHHAaTa MOLLa, MOocoYeHa KaTo ajpec 3a
KOPECNOHAEHUNWSA, NPUAPYXXEH C NPeBoj Ha ObArapcky ek OoT Qupma, CKIKuWna [Oorosop C
MWHMCTEPCTBO Ha BbHLUHMTE PaboTy 3a U3BbPLUBAHE HA OULMASTHIA NPEBOAN.

VIII. SAOB/DKEHNA HA NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWUTEN
Un. 8. NTEYEBHOTO 3ABEOEHWE - Bb3/1IOXKWNTEJ] ce 3aabmkasa:
1 [la npueme focTaBeHUTe B CPOK M Ha MACTO CTOKW, CbOTBETCTBALLM MO BUA, KOIMYECTBO U KayecTBO
Ha ONUCaHOTO B HACTOALLMA [Or0BOP.
2. [la 3annaTn JOCTaBEHUTe CTOKM MO peja Ha un. 3 OT HaCToALLMS LOroBop.
3. Cnep, NpuKoUBaHe MU3MbIHEHWETO Ha [OroBopa Aa 0cBoboaM rapaHumsaTa 3a U3nb/iHeHue, 6e3 aa
Ob/DKV NINXBU 33 CPOKa, Npe3 KOWTO cpefcTBaTa 3aKOHHO ca NPeCcTos/N Y Hero.

IX. TIPMEMAHE U NMPEAOABAHE HA CTOKUTE
Un. 9. (1) NMpremaHeTo Ha CTOKUTE Ce M3BbPLUBA HA MACTOTO Ha [OCTaBAHE NOCOYEHO B un. 5, an. 1
(2 WM3NBNHWUTENAT wm  ynbJHOMOLIEH OT Hero npeactaBuTen W NpeAacTaBuTeN  Ha
NEYEBHOTO S3ABEAOEHWE - BDB3/TOXWTEJT nognuceaT npuemaTesniHO-NpeaasaTesieH
NPOTOKO/, YA0CTOBEPABALL, MO/yYaBaHETO Ha CTOKUTE.



X. KAYECTBO, TrAPAHU/WN N CPOK HATOAHOCT

Un. 10. (1) CtokuTe, NpeaMeT Ha HACTOALLMA AOrOBOp, CeABa fa OTroBapAaT Ha M3NCKBAHUATA Ha Uil
7,an.4nb.
(2) Kbm patata Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NeKapCTBeHWUTE MPOAYKTU, Cneasa
[a*6bae He no-manbk oT 40 % /ueTupuaeceT Ha CTO/ OT 065IBEHNSA OT NPOU3BOANTENS.
(3) B cnyyaii Ha fjocTaBKa Ha leKapCTBEHWSA NPOAYKT C MO - KpaTbK OT 40r0OBOPEHUA CPOK Ha FOAHOCT,
Ob/DKMMaTa HeyCcTolKa fa 6bae NPOMeHeHa, KakTo crefsa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

oT 19,99% a0 10% - 7 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTa Ha J0CTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rOAHOCT Ha 6MoNpPoAyKT /6uonoaobeH NPOAYKT, crnedsa Aa 6bae He no-
ManbK 0T 20 % /aBageceT Ha CTo/ OT 065IBEHMS OT NPOU3BOAMTENS KbM AaTaTa Ha BCsIKa AocTaBKa.
(5) B cnyvain Ha focTaBka Ha 6uonpoayKT/6mMonofo6eH NPoAyKT € Mo - KpaTbK OT AOrOBOPEHMUS CPOK
Ha roHOCT, Ab/HKMMaTa HeyCTOKa e KaKTo criefBa:

0T 19,99% a0 10% - 2 % BbpXY CTOMHOCTTA HAa 40CTaBKaTa,;

0T 9,99% [0 5 % - 4 % BbpXYy CTOMHOCTTA Ha [J0CTaBKaTa;

nop 5% - 6 % BbPXY CTOMHOCTTa Ha AoCTaBKaTa.
(6) TEUEBHOTO 3ABELEHWVE - BB3/TOXXTEJ1 MOXe Aa OTKaXe NPUEMAHETO Ha CTOKUTE,
aKo B [leHsl Ha TAXHOTO NPUCTUraHe WAN NPUemMaHe OCTAaTbYHWA CPOK Ha FOLHOCT € MO0 - MalbK OT
onpegeneHuns B un. 10, an. 2. n an. 4 MUHUMaIEH CPOK Ha rOAHOCT.
(7) OocTtaBKaTa Ha /leKapcTBeH MPOAYKT C OCTaTbyYeH CPOK Ha roAHOCT no-mManbkK oT 10 Ha cTo oT
065BeHNs OT NPOM3BOAMTENS N HA BMONPOAYKT/6MONoL06eH NPOAYKT C OCTaTbYyeH CPOK Ha rogHOCT
Nno-Maibk OT 5 Ha CTO OT 065iBEHMS OT NPOM3BOAUTENSA Ce M3BbPLUBA CaMO C MUCMEHO Cbracue Ha
NEYEBHOTO 3ABEAEHWVE - Bb3J/TOXXWTEJ] 3a KOHKPETHO KOMMYECTBO, ONPeAENeHo OT Hero.
bes m3pmyHo nucmeHo cwvrnacue Ha JIEUEBHOTO 3ABEAEHWE - BBb3/TOXKWMTES cTokuTe
HAMa fa 6baar 3annallaHu.
(8) NckaHeTo 3a NMUCMEHO cbriiacue, B clyvyauTe Ha an. 7, cnedsa ga noctonn B JIEUEEHOTO
3SABEOEHWE - Bb3/TOXXNTE/ B cpok Ao 1 (eauH) paboTeH AeH OT MoslyyYaBaHe Ha 3asBKarta.
(9) B cnyyanTe Ha CneLlHN JOCTaBKM NOCOYEHUTE B an. 3 U an. 5 HeYCTOWMKM He ce npwnarar.

XI. OTroBOPHOCT 3A HETOYHO M3MNbAHEHNE. PEKTAMAL NN
Un. 11. (1) JIEHEBHOTO 3ABEAEHUVE - Bb3/TIOXKUTEJ1 moxe fa npegsssaBa peknamanun
npeg N3MbAHUTENA 3a:
a) KO/IMYECTBO M HEKOMIMMEKTHOCT Ha CTOKUTE W/ TEXHUYecKaTa JOKYMeHTaunsa (SBHN He[oCTaTbLm);
0) KayecTBO (CKPUTU HeaoCTaTbLM):
- NPV OCTaBAHE Ha CTOKW He OT LOrOBOPEHUS BWf, MOCOYEH B Y/l. 1;
- NPU KOHCTaTMpaHe Ha fedeKTy npu ynotpeba Ha CTOKUTE.,
(2) Peknamauunn 3a ABHW HepocTaTbUM Ha cTokute ce npasaTt ot JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXXWMNTEJ], B MOMeHTa Ha npejaBaHeTO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, noanmcaH u OT
[\BeTe CTpaHu.
(3) Peknamaumu 3a CKpUTW HeLOCTaTbUM Ce NpPaBAT Mpe3 Lenms CPOK Ha rofHOCT Ha AO0CTaBeHuTe
CTOKW, KaTo pekfamaumsTa ce nNpuapykasa 3afb/DKUTENIHO OT KOHCTATMBEH MPOTOKO/, U3gajeH oT
M3nbnHUTENHATA areHums 3a iekapcreara.
(4 NEYEBHOTO 3ABEAEHUME - BDB3/IOXKWTE/T e AibxHO f[a YyBeOMU MUCMEHO
N3MNBTHNTENA 3a yctaHOBeHUTE fetheKTn B 5 (NeT) AHEBEH CPOK OT KOHCTATUPAHETO UM.
(5) B peknamauumTe ce noco4sa HOMEPHLT Ha LOrOBOPa, TOYHOTO KONMYECTBO HA MOyYEHUTE CTOKU C
TEXHUA NapTUAeH HOMepP, OCHOBaHMETO 3a peknamauua U KOHKPeTHOTO uckaHe Ha JIEHEBEHOTO
3ABEOEHWVE - Bb3/TOXWTEJI.
(6) B 5 (meT) gHeBeH CpOK OT nonydvaBaHe Ha peknamaumata, N3MBJIHUTENAT cneasa fa
otrosopy Ha JIEUEBHOTO 3ABEAEHWE - BDB3/TOXWTEJ/T nucMeHO M KOHKPETHO [Janu
npuema peknamaumsaTa uam g OTXBbP/S.
(7) Npw peknamaums 3a gBHM HepgocTatbuy M3MBJTHUTENIAT e AnbXeH B CPOK OT 2 paboTHU AHK
OT MoJlyyaBaHe Ha peknamauusaTa 3a CBOA CMETKa M PUCK Aa LOCTaBM Ha MACTOTO Ha [OCTaBsiHe
KOMMYeCTBOTO /IMMNCBALLM B floCTaBKaTa / HEKOMM/EKTHM AOrOBOPEHU CTOKM.



(8) Mpu peknamauusi 3a CKpUTW HegocTaTbun, B cnydan ye W3MNBJIHUTENAT e npuen
peknamaumsaTa, CbWMAT e AnbkeH B 10 (geceT) AHEBeH CPOK OT MoJiyvyaBaHETO M fAa 3aMeHu
[OCTaBeHWNTE HeAO0roBOpPeHN No BuA / fedeKTHU CTOKM 3a CBOSI CMeTKa M PUCK WKW MO NpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/IOXWTEJ/T pa BbpHe CbOTBETHATa 4acT OT 3ansareHara
LieHa, BEHO C Ab/DKUMUTE NINXBMU.

(9) N360pbT Ha MOCOYEHUTE MO-rope Bb3MOXHOCTM [ja Ce BbpHE CbOTBETHATA YacT OT MIaTeHOTO WK
[la ce AocTaBAT HOBW CTOKM npuHagnexxu Ha JIEYHEBHOTO SABEAEHWE - BBH3/TOXWUTEJ n ce
ynpaxHsBa OT Hero nof gopmara Ha nucmeHo ysegomsneHue o N3MbJIHWUTENA, kato pasxoaute
1 pUCKOBeTe Mo HOBOTO JoCTaBsAHe ca 3a cMeTka Ha 3MbJ/THUTENA.

(10) CrokuTe, npegmeT Ha peknamaums ce cbxpaHssaTr oTr JIEUEBHOTO 3ABEAEHWE -
BBb3TOXWNTEJT fo ypexaaHe Ha peknamauuuTe.

XIl. OTFOBOPHOCT NP HEN3MBIHEHNE
Un. 12. (1) 3a HeM3nb/IHEHUE Ha 334 b/DKEHUATA CM NO HACTOALLMA LOrOBOP C U3K/HOYEHNE Ha Te3un Mo
un. 10, an. 2 u an. 4, M3NBJTHUTENAT abmku HeycToilka B pasmep Ha 0.5 % Ha AgeH BbpXxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He noseye oT 10 % (geceT MpoueHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTo M 00e3lleTeHMe 3a MPeTbpreHuTe [eiCTBUTENHW Bpeau B ClyyauTe,
Korato Te HaaxBbpiAT [OroBopeHata HeycToWka. B cnydvaute no un. 4, an. 3, nocodyeHara B
NPeaxo4HOTO M3peyeHne HeycTolka B pa3Mep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Npocpoyme, HO He
noseye oT 10 % (meceT NpoLeHTa) OT CTOMHOCTTA HA KOHKPEeTHAaTa 3asBKa, KakTo 1 0be3lLeTeHne 3a
npeTbpreHnTe AeNCTBUTENIHN BPEAM B CllydamnTe, KOrato Te HaAXBbPAAT AOroBOpeHaTa HeyCcTomKa.
(2) Korato npu Hanuuve Ha peknamaumn, N3MBIAHUTENTAT He M3NbAHW 3a4b/IKeHUsTa Cu Mo
pasgen Xl OT HaCTOAWMSA [OroBOp B CPOK, CuwmAT Abmkun Ha JIEHEBHOTO 3ABEAEHWUE-
BBH3NNOXWTEJT HeycToiiKa B pasMep Ha 2 % OT LieHaTa Ha CTOKWTe, 3a KOMTO ca HamnpaBeHu
peknaMauunTe.
(3 NEYEBHOTO 3ABEAEHWE - BBb3JTOXXWTEJ yposnetsopsBa NpPeTeHUMUTE CU OTHOCHO
HEM3Mb/IHEHMETO Ha [OroBopa, KakTo W 3a 3arn/allaHe Ha HeycTOMKUTE OT CTpaHa Ha
N3MBNHUTENA kaTo 3a4bpXka rapaHumsTa 3a U3nb/HeHne no yn. 7, an. 3, 6yksa “6” oT Jorosopa,
KaTo npegnpvema AenCTBMA 3a HEMHOTO YCBOsiBaHe. B cnyyail, ye CTOMHOCTTa Ha rapaHumsTa 3a
M3MbIHEHWE He MOKpuBa BCUYKM Abmkumn oT U3MBJIHUTENA Heyctoiikn, JIEHEBHOTO
SABEAEHWE - BDB3/TOXWMTE/ npuxeawla Ab/MHKMMUATE CYMW OT HacpewHW MMalaHusa KbM
N3MbAHNTENA.
(4) Mpw Tpn NbTM BMHOBHa 3a6aBa Ha 3N bJ/THUTEA, npoab/mkuna ¢ noBeye OT NOAOBUHATA OT
CpOKa 3a M3Nb/IHEHME Ha CbOTBETHOTO 3afb/PKeHWe, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHWE - BDB3/TOXXWMTEJ/ vma npaBo fa npekpatu Aorosopa eAHOCTPaHHO C 15-AHeBHO
npeansBecTye.
(5) NEYUEBHOTO 3ABEAEHWVE - Bb3/TOXXWNTEJ1 nva npaBo fa npekpaty egHOCTPaHHO U 6e3
npean3BecTe HaCTOALLMS LOTOBOP B C/lyYail Ha CUCTEMHO HETOYHO M3Mb/IHEHME Ha 3a4b/DKEHUATA OT
N3MBbNHWTE/TA ©n npeasseHn nosBevye OT TPWU peknamauunm B paMKUTE Ha Tpu Mecela OT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTE/ no peaa Ha rnasa XIl.
(6) B cnyyait, ye no oTHoweHune Ha M3MbIHUTEA HacTbnaT ob6cTosaTencTeara no yn. 54, an. 1,
m un. 55 an. 1 ot 3akoHa 3a obulectBeHuTe nopbukn, JIEUEBHOTO 3ABEOEHWE-
BB3/TOXKWUTE/T vma npaBo fAa MpekpatM efHOCTPaHHO HacToAwma [orosop, 6e3 MnucMeHo
npeaussecTue 1 6e3 aa Ab/HKN HEYCTOMKM.

X1, POPCMAXOPHW OBCTOATENICTBA
Yn. 13 (1) CTpaHMTe MO HACTOSLLMS AOrOBOP He Ab/hKaT 06e3WeTeHne 3a MOHECEHN Bpean 1 3aryom,
aKo nocnefHuTe ca NPUYNHEHWN B pe3yNTaT Ha Hempeogonnma cuna.
(2) AKo cTpaHaTa, KOSITO e cnefBano Aa U3Mb/HM CBOE 3ab/KEeHVe No Aoroeopa e 6una B 3abasa, TS
He MOXKe [ja Ce MNo30BaBa Ha HenpeooMma cuna.
(3) “Henpeogonuma cuna” no cCMUCHIA Ha TO3W [OroBOP € HenpeaBUAEeHO W/UK HenpesoTBpaTMMo
CbOUTME OT U3BBLHPEAEH XapaKTep, Bb3HUKHA/O CMef CKIKYBAHETO Ha A0roBopa.
(4) CrpaHata, 3acerHata OT HENPeodONMMa CWMa, € ANbXHa Ja NpeanpuemMe BCUYKK [eNCTBUSA C
rpvkata Ha Ao6bp CTOMAHWH, 3a Ja Hamaan A0 MUHMMYM MOHECEHUTE BPeau WU 3arybu, Kakto u ga
yBelOMM MUCMEHO Apyrarta CTpaHa B 7-HEeBEH CPOK OT HaCTbMNBAHETO Ha HenpeogonvMmMara cuna. Mpu



HeyBeJOMsiBaHe B MOCOYEHUS B MPeAXOAHOTO M3peyYeHMe CPOK Ce [Ab/DKM  06e3leTeHne 3a
HacTbNUAMTE OT TOBa BpeAn. HenpeogonumaTta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTudukar 3a opcMakop, U3LafeH Mo CbOTBETHUA ped OT KOMMETEHTHUA OpraH B Abp)kasata, B
KOAITO Cca HaCTbNUAN POPCMaXKOPHUTE 06CTOATENCTBA.

(5) [okato Tpae HenpeogonMMaTta CWna, W3Mb/HEHWETO Ha 3aAb/DKEHMATA UM CBbp3aHWUTe C TAX
HacpeLLHW 3ab/IKEeHNs ce Cnmpa.

(6) He npeactaBnsiBa “Henpeogonnma cuna” CcbOWUTUE, MPUYMHEHO MO HEBPEXHOCT WAM upes
YMULLINIEHO [eiCTBME Ha HAKOA OT CTpaHWTe WU TEXHU NPeACTaBUTENN WU CNYXUTENN, KakTo W
HegoctMra Ha napuyHu cpeactea Ha W3MbJAHUTENA w JIEUEBHOTO 3ABELEHWE -
BB3NOXUTE.

XIV. CMNOPOBE

Un.14. (1) Bv3HMKHaNMTe Npe3 BPeMETPAEHETO Ha LOroBopa CropoBe 1 pa3HOr/acus Mexxay cTpaHuTe
Ce peLlaBaT 4pe3 Nperosopu mexay Tax. lMocTurHatuTe AOroBOPEHOCTM ce OPOPMAT B MUCMeHa
(hopmMa 1 ce NPeBpbLLAT B HEpa3Ae/Ha vyacT OT 40rosopa.

(2) B cnyyait Ha HerocTUraHe Ha JOroBOPEHOCT MO MPeAXOAHUS YeH, BCUYKKU CMOPOBe, NOPOAEHN OT
TO3W [J0rOBOP WM OTHACALLM Ce A0 HEero, BK/IKOUUTENHO CMOPOBETE, MOPOAEHN OT MW OTHACALLM Ce [0
HEroBOTO Tb/IKyBaHe, HeAeNCTBUTENHOCT, HEU3Mb/IHEHNE MW MpPeKpaTsaBaHe e 6baT paspeLlaBaHu
cnopef 6b/IrapcknTe MaTepraiHv 1 NPOLLECYasiHW 3aKOHM OT KOMMETEHTHUS CbA Mo pega Ha K.

XV. CbOBLWEHWA

Un. 15. (1) Bcuukn cbobLyeHns Mexay CTpaHuTe, CBbp3aHM C U3MbJIHEHWMETO Ha TO3W [JOroBop ca
Ba/IMAHN, aKO Ca HanpaBeHW B MUCMeHa popma 1 ca NOAMUCaHN OT YMb/IHOMOLLEHUTE NpeACTaBUTENN
Ha N3MBMHUTENA van NEYEBHOTO 3ABEAEHUE - Bb3/TOXXUTE.
(2) 3apata Ha CbOGLLEHMNETO Ce CMATa:
\% fararta Ha npeAaBaHeTo - Mpy PbYHO NpefaBaHe Ha CbOOLLEHMETO;
\% fataTa Ha MOLLEeHCKOTO KeiMO Ha obpaTHaTa pasnucka - npv usnpatyaHe no nowara;
L)) filatata Ha NpvemMaHeTo - Npu nsnpataHe no gakc uam e-mail.
(3) 3a BannaHM agpecy 3a NpPUMEMaHe Ha CbOOLWEHWUA M BAHKOBM CMETKW, CBbP3aHM C HaCTOALMS
[LOroBOp Ce cMATar:

SAN3MBJTHUTENA:

afpec: c. CeetoBpayeHe; yn. "Yasoap Boisoga" Ne 48, Ten: 02 4051924, thakc 02 4051899, e-
mail: office@medex.bg

6aHKoBa cMeTKa, nocodeHa ot N3MbJIHATENA: BIC koa: BNPABGSX

IBAN: BG25BNPA94401020015410

3A TEYEBHOTO 3ABEAEHUE- Bb3/TOXWTEJT:

rp. Cotms, yn. ,.bano mope” Ne 8, otgen ,bonHuyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpn NpomsiHa Ha NocoveHnsa No an. 3 agpec MM 6aHKOBA CMeTKa CbOTBETHATa CTpaHa € A/ThKHa
[ia yBeoMW fpyrarta B TPUAHeBeH CPOK OT NpoMsAHara.

XVI. OPYTW YCNoBUA
Yn. 16. (1) lMpaBata ¥ 3a4b/DKeHUATA MO HACTOAWMA [OrOBOP He Morar fa Cce MNpPexBbpasT
eIHOCTPaHHO Ha TPeTU NMua U NOA06HM aKTOBE He MopaxaaT MNpPaBHO [eicTeue 6e3 NMUCMEHOTO
Cbrnacue Ha gpyrara CTpaHa, OCBeH B C/lydauTe Ha obesnedyaBaHe (rapaHTUpaHe) Ha 3afb/HKEHUSA MO
GaHKOBW KpeauTu.
(20 3a HeypefeHWTe BbBMPOCKM B HaCTOALWMA [OroBOp Ce Mpwiara [AencTBawloTo Ob/rapcko
3aKOHOJaTe/NCTBO.

XVII. NOAN3MBTHUTENWN - HenpnnoXxumo
(Npuno>knMMo camo B CnyyamTe, B KOUTO M30paHusa 3a U3MbAHUTEN yHaCTHUK € MOcoUmn, Ye Lue
non3ea noAu3NbIHUTENN, NPU CKNOYBAHE HAPaMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3NBNHUNTEJIUNTE TpsbBa ga OTroBapsAT Ha CbOTBETHUTE KpUTEpMKU 3a noabop
Cbo6pa3HO BMAa ¥ fena OT NopbykaTa, KOUTO LLe U3Mb/IHABAT, 1 3a TAX [a He Ca Ha/JuLe OCHOBaHMA 3a
OTCTpaHsBaHe OT npoLieaypara.
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(20 NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWMNTE/ n3nckea 3amsaHa Ha MOAV3MBAHUTEN,
KOMTO He 0Trosaps Ha ycnosusTa no an.l.

(3) Korato yacTTa OT nopbykara, Kosato ce usnwvaHssa ot MOAN3MBAHUTE, moxe ga 6bae
npegageHa kato otgeneH 06ekt Ha M3MbJIHWUTENA nam Ha JIEYEBHOTO 3ABEAEHWVE -
BB3/TOXXWNTEJ, nocnefHus 3annatla Bb3HarpaxaeHue 3a 1asun vyact Ha MO AV3Mb/IHUTEA.
(4) PasnnawaHuaTa no an. 3 Ce OCbLeCTBABAT Bb3 OCHOBA HAa WCKaHe, OTMpaBeHO OT
nogv3NnbNHNTENA po JNEYEBHOTO 3ABEAEHWE - BbB3/IOXKXWUTE/T  upes
N3MBIHUTENA, KOWTO e AnbXeH Aa ro NpeaoctaBM Ha Bb3NOXUTeNs B 15-AHEBEH CPOK OT
nonyyaBaHeTo My.

(5) Kbm unckaHeto no an. 3 U3MbJIHUTENTAT npefoctaBa cTaHOBMLLE, OT KOETO Ja e BUAHO Aann
0CropB.a nnaaHnaTa UM 4acT OT TAX KaTto HeLb/IHKUMMU.

(6) NEYUEBHOTO 3ABEAEHWE - BBb3/IOXKWTEJT uma npaso Aa OTKaKe nnawjaHe no an. 3,
KOraTo MCKaHeTo 3a nsallaHe e OCropeHo, 40 MOMEHTA Ha OTCTpaHABaHe Ha NPUYMHATA 3a OTKa3a.

(7) Hesasucumo ot umsnonssaHeto Ha MOAMIIMB/IHUTE/IA oTroBopHOCTTa 3a WM3Mb/IHEHWE Ha
forosopa e Ha N3MbHNTENA.

XVII. 3AK/TIOUNTENHW PA3IMNOPEABI
Un. 18. (1) MNMpun cbCTaBAHETO Ha HACTOALLMA AOrOBOP Ce NMpefcTaBuxa CnefHUTe LOKYMEHTH:
L)) JokymeHTn no un. 112 ot 30T,
S [Jeknapauusa no un. 55, an. 6 ot 3/IMXM (Korato e NpuIoXK1UMO);
S ["apaHumMA 3a U3Mb/HEHWE;
S TexHnyecko 1 LieHOBO npeaioxxeHWe, HepasaenHa yacT oT 40roBopa;
(2) HacTosWmAT A0roBop ce CbCTaBM B TPU eHO06OPa3HN eK3emnspa Ha ObArapckn e3nK - enMH 3a
N3MNBMTHNTENA v ga3a JIEHEEHOTO 3ABEAEHWE - Bb3/TOXKWUTE.

3anudeHa HHGOpPMAaIHs NOXWTEN 3anuaeHa nHpOpMaLHs



UserX
Textbox
Заличена информация

UserX
Textbox
Заличена информация


MpeanaraHn LEHOBWU NMapamMeTpu

HauyuH Ha 3abenexk Heob6XxoaAUM En.ueHa 6e3 Ea.ueHa c O6uwa ueHa O6uwa LeHa C
ATC INN Msapka CraTtyc
npuNo>XeHune a 6poii MApKK aAac aAac 6e3 A4C aAnc

COLCAO04 Dopamine napeHTepanHa mg BanupgeH] 2000000 | 0,008660 0,010392 1 17320,00 1 20784,00 1



O6ocobeHa no3numa 2

Heob6xopau

NekapcTe Msapka Tbproecko KonunuectBo OKoHuaTe
M 6poii 3abenexk Cratyc N36paH HanunueH
ATC INN eHa /mg,tabl, Py HauMeHOBaH aKTUBHO Msapka nHa
MAPKWN Ha a nnc Py B MAC
hopma ml/ ne BelW ecTBO onakoBKa
n3
W arsaw
napeHTep Pharmaceutical DOPAMIN 40 mg/ml -5 HanunueHn
C01CAO04 Dopamine 2000000 mg BanunpgeH Aa mg 10
anHa Works Polfa S.A., W ZF mi m/ B MNJC

Monwa





