JIOTOBOP j')/“’ VA

3A IOCTABKA HA JIEKAPCTBEHU INTPOAYKTH

JlHec, ;XO}{ .......... 2021 r., B rp. KapHoOar, mexmy:

~-MHOI'OITPO®UJIHA BOJIHULIA3A AKTUBHO JIEYEHHUE - KAPHOBAT” EOO/I, ¢
anpec: rp.Kapuobar, 8400, yn.,,Crapa nnanuna“ Ne 180, EMK 102612100, npeacraBisiBaHO OT A-p
Huxonaii MuxaiinoB KonmbapoB — VYmnpaButen, HapuuaHa mno-aoiny 3a kpatkocT ,JIEUEBHO
3ABEJIEHUE - Bb3JIOKHUTEJI” ot eqna crpana

H

»MEJO®APMA” EOO/, csc cenanume u aapec Ha ynpasinenue: rp. Codus, x.x. Muagocr 1,
61.38b, Bx.3, EUK 121578346, npencraBnsano ot Axwuineac llanrapuc—Ymnpasuten, upe3
nbaHOMOIHUKA cu ['eopru KatunoB, Hapuuano nmo-aoiny 3a kparkoct ,, ASITBJIHUTEJI” ot apyra
CTpaHa

Ha ocHoBaHWe 4i. 112 ot 3akona 3a obmectBenute nopwvuku (30II), BB BpB3Ka ¢ NpoBeJEH
BBTpELIEH KOHKYpeHTeH n300p no PamkoBo cnopazymenueNe PJI-11-163 ot 29. 03. 2021 r. ce ckimo4n
HACTOSIIMS JOTOBOP 3a CJIEJHOTO: :

I. MIPEJMET U CPOK HA 10I'0OBOPA
Ya. 1 (1) JEYEBHO 3ABEJAEHHME - BBb3JIOJKHUTEJ Bb3nara, a USIIBJIHUTEJISAT ce
3a/IbJIKaBa Jla H3BbPIIH JI0CTAaBKa HA CIICTHUTE JIEKAPCTBEHH IPOIYKTH:

O06o0cob0ena mo3mmus Ne 1

AHaTOMO- Mexaynapoano Msipka
Hauun Ha
TepaneBTHYEH KO/ HENaTeHTHO 1y /mg, tabl, mln KoanuecTBo
/ATC-xopn/ HaumeHnoBauue /INN/ P ap./
AO3FAO01 Metoclopramide napeHTepanHa mg 9200

(2) JloroBopsT BiIM3a B CHJIa OT JaTara Ha IOANMCBAHETO My OT JIBETE CTPAaHMHM € CBhC CPOK 0
31.12.2021 r.;

I1. IEHU M OBIIA CTOMHOCT HA JJIOCTABKUTE I10 JOTOBOPA
Ya. 2. (1) Llenata Ha crokure mo wi.l € cwriacHo neHoro npemnoxerue Ha USITBJIHUTEJIS,
Hepa3z/JieJiHa 9acT OT JOroBopa.
(2)Llenara BK/IIOYBa CTOMHOCTTA HA CTOKAaTa, OMAKOBKa, 3acTpaxoBka U Tpancnopt 10 JEUEBHOTO
3ABEJIEHUE - BB3JIOKUTEJInpn MHHMMaleH CPOK Ha rOJHOCT He mo-kpatbk oT 40 % or
00siBeHHsI OT IPOU3BOUTEIS 3a JIEKAPCTBEHUTE NPOAYKTH MIH He No-KpaThk oT 20 % oT 00sBeHus OT
NPOM3BOAMUTENS 32 OHONIPOIYKTHTE HIIM OHONOZOOHUTE NMPOAYKTH. MUHHUMAIHUAT CPOK Ha FOJTHOCT Ce
onpezens KbM JlaTaTa Ha BCsKa JIOCTaBKa Ha JIEKApCTBEH MPOIYKT.
(3) Obmara cTOHHOCT Ha JOCTaBKUTE MO A0roBopa € 10 619,01 (mecTcTOTHH H 1eBeTHA/IeCeT JieBa,
elHa cTOTHHKH) JeBa 0e3 BkaioveH IJIC u no 742,82 (ceaeMcTOTHH 4YeTHpPHECeT M JBa JieBa,
oceM/leceT H /iBe CTOTHHKH) JieBa ¢ BKJio4eH J/1C.
(4) Llenata no noroBopa e (puKCHpaHa, HE MOJUIE)KH Ha ITPOMSIHA 3a CpOKa Ha JIHCTBHE Ha JIOrOBOpA,
ocBeH B ciydauTte Ha 116 ot 30I1.
(5)B ciyuaii, ye npe3 BpeMeTO Ha AEHCTBHE HA CHOTBETHHS JIOrOBOP CTOMHOCTTA, KOSTO CIIE/BA Jia ce
3aruiaia ¢ myOJMYHU CPEe/ICTBa Ha JIEKapCTBEHH NPOAYKTH OT [103UTHBHMS JieKapCTBEH CIHCHK CTaHe
NO-HAUCKAa OT JIOTOBOpeHaTa, JiedeOHOTO 3aBEJIeHHE — BB3JIOKHTEN OE€3yClOBHO 3aruiaia
JIEKapCTBEHUTE MPOJAYKTH Ha MO-HUCKATa CTOWHOCT, CYUTAHO OT:

- Jarata Ha BIM3aHE€ B CHJIa Ha pemeHuero Ha HanmonHanHus cbBeT NO INEHH H
peumOypcupane Ha nekapcrBeHuTe npoayktu (HCLIPJIII);

- JlaTaTa Ha aKkTyaiu3auusaTa Ha [103WTHBHUS JIEKapCTBEH CIMCHK 110 peAa Ha 4wi. 57, ain. 1 or
Hapenbara 3a ycnoBusiTa, NpaBWiaTta W peja 3a peryjdpaHe M perucTpHupaHe Ha ILEHHTE Ha
nekapctBenute npoxayktu (HYIIPPPLUIII) 3a nekapcTBeHHMTE NPOAYKTH C HamalleHa CTOMHOCT 3a
OINaKoBKa, W34KciieHa Ha 6a3a pedepeHTHA CTOHHOCT.



B ClIy4dyauTe€ 10 MNpeaAxXOoJAHOTO H3PEUCHHUCE, CTOMHOCTTA C€ onpeaeisds KbM MOMEHTa Ha
J0oCTaBKaTa (I'IOIIHHCBaHC Ha NpUEMO-TTIpEAaBaTCIICH HpOTOKOJ'I).

II1. YCJIOBUS U HAYUH HA IIVIALLIAHE

Y3 (1) IInamasero mo HACTOSIIMS JOTOBOP CE€ OCBIIECTBSBA 4pe3 OAHKOB MPEBOJ OT CTpaHa Ha
JJEYEBHO 3ABEJIEHUE — BB3JIOKHUTEJI no nocoyeHara B wi. 15, an. 3 GaHkoBa cMeTKa Ha
U3ITBbJIHUTEJISA.
(2)3annamaneTo Ha CTOKHTE 10 JIOrOBOpa C€ W3BBPIIBA OTIOKEHO B Cpok 10 60 /mectaeceTus/ AeH,
clie]l Ipe/ICTaBsiHe Ha CJIEHUTE JOKYMEHTH:

1. JlocraBHa (akTypa, chcTaBeHa chriiacHo u3nckBanusaTa Ha 3JIJ1C u [I13/1/1C;

2. Ilpuemartenno-npeaBaTeHd TPOTOKOIIH;
(3) B ciyuaii, ye mocoueHute B wi. 3, an. 2 JOKYMEHTH ca HEPEJIOBHH WJIH HE ca KOMIUIEKTOBAHH,
coimute ce Bpbiar Ha U3ITBJIHUTEJISA ¢ npuemarenno — npeaaBaTeneH NPOTOKOI 3a M3IPABSHE
Ha HepeaHocTtuTe. CpoKbT MO 4.3, ain. 2. 3a1moy4Ba Jja Tede OT JlaTtaTa Ha NPeJACTaBIHETO Ha MOCIIECTHUS
M3UCKYEM C€ JJOKYMEHT.
(4) IIpu daxTypupaHe Ha 3asBEHHTE KOJIMYECTBA JIEKAPCTBEHU IPOIYKTH, 110 BCSAKaA OTAE/IHA 3asABKa,
[leHaTa Ha ONAaKOBKa He Clie/iBa Jla HaJBHIIaBa omnpejeneHata B I[03WTHBHHUS 1eKapCTBEH CIHCHK-
[Ipunoxenne Ne 2, pedepeHTHa CTOHHOCT Ha OMAKOBKA 3a CHOTBETHHS JIEKAPCTBEH NPOAYKT. B
cllyyaii Ha W3YMC/ISBAaHE Ha CTOWHOCT MO-BHCOKAa OT pedepeHTHaTa CTOMHOCT Ha ONAaKoOBKa 3a
ChOTBETHHS JIEKQpCTBEH NMPOAYKT, CTOMHOCTTAa C€ HaMallsiBa W 3aruiania JI0 CTOWHOCTTA Ha ONaKoBKa
onpeeneHan [103uTHBHUS JIeKapcTBEeH cUCHK- [Ipunoxkenne Ne 2.

IV. CPOK HA TOCTABSIHE
Ya. 4 (1)JIEYEBHOTO 3ABEJIEHHUE —-Bb3JIOKUTEJI3asBsiBa HEOOX0JMMUTE MY KOJIHYECTBA C
mucvena 3asBka 10 W3IITBJIHUTEJIS. 3asBkata ce BpbuYBa JWYHO Cpelly MOJANKC Ha
MU3ITBbJIHUTEJISA uiu ynbJIHOMOIIEHO OT HEro JIMIE WIM Ce€ H3lpalla ¢ IpenopbyaHO IMHUCMO ¢
oOparHa pa3nucka, no (akc UM 1o eIeKTPOHEH ITbT. :
(2)Besika oTzenHa JocTaBKa, cieaBa Ja ObJe JocTaBeHa B CPOK [0 7 KaleHJApHM IHH Clel
nony4aBane Ha 3asBkata oT IEYHEBHOTO 3ABEJIEHUE — Bb3JIOJKUTEJI u 3a konuuecTBara u
OMakoBKUTE (ChOOpa3sHO KOHKPETHHUTE JIEKApPCTBEHHM NPOAYKTH, IIOCOYEHH B TEXHHYECKOTO
npeUioKeHHe Ha HM3IBJIHUTENS), TOYHO ONpEJeNieHH B 3asBKaTta.B ciywaii, ye ce mpaBu nbpBa
JIOCTaBKa OT JiaJieHa MapTH/a Ha JIeKapcTBeH MPOJYKT, ce npejactaBs Ceprudukxar 3a ocBoboxk/1aBaHe
Ha mapruaara, u3ganaeH or kBamupuuupano ymue no 3JIIIXM Ha enekTpoHEH HOCHTEN MM 110
€JIEKTPOHEH I'bT Ha €JIEKTPOHHATa MOoIla, MOCOYeHa KaTo aJpec 3a KOPECTOHACHIMS, IPHIPYXKEH C
NpeBoJ1 Ha OBJITapCKH €3WK OT (pupma, CKIIIOYHIIa JOroBop ¢ MUHHCTEPCTBO Ha BHHIIHUTE paboTH 3a
W3BbpLIBaHE HAa ouuHaTHU npeBoau. M30poeHnTe JOKYMEHTH ce NMpPEACTaBAT B ChOTBETHOTO 3BEHO,
olpeJieNieH0 OT JiedeOHOTO 3aBelieHHe — Bb3JIOXkHTeN. IIpu crieaBamy J0CTaBKM Ha JIEKapCTBEHH
NPOAYKTH OT ChIllaTa MapTH/a, CEpTU(PHUKATHT HE C€ MPECTaBs.
(3)B cnywait Ha HeoOxomumocTt oT cnemHa jgocraBka, JIEHEBHOTO 3ABEJIEHUE -
BB3JIOKHUTEJI nocouBa M3pHYHO B 3asBKaTa, 4e € HeoOXoaumo aa Obje H3BBpINEHA CIellHa
noctaBka. B To3u ciydai, jocraBkara cieaBa Aa Obje M3BbpIIEHa 0 6 yaca OT MOJTy4yaBaHe Ha
3asBKaTa M 3a KOJMYECTBaTa M ONAKOBKUTE(CHOOPAa3HO KOHKPETHHTE JIEKAPCTBEHH TPOIYKTH,
MIOCOYEHH B TEXHHYECKOTO MPE/UIOKEHHE Ha H3ITbJIHUTES ), TOYHO OIPE/ICNICHH B 3asiBKaTa.
(4)U3ITBJIHUTEJIAT ce 3aabmkaBa, B cpok 10 1 paboTeH AeH, B ciiydauTe 1o ai. 2 ¥ B cpok 0 |
Yac, B CJlydyaWTe Ha ajl. 3, cjeJ MOJy4YaBaHETO Ha BCsAKa 3asiBKa Jla YBEJJOMH IMHCMEHO WIH MO (akc
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJIB cinyyaii ue He MOXKe J1a M3BBPIIH J0CTaBKa HIIA
B Cllydaii, 4e He MOJXKE€ Jla CIa3u CPOKBT 3a W3BbpIIBAHE HA JOCTaBKaTa, MpeIMET Ha KOHKpEeTHaTa
3asBKa.
(5)KBpM jatata Ha BesKa JIOCTaBKa, OCTATHYHHMAT CPOK HA TOJAHOCT HA JIEKAPCTBEHUTE IMPOAYKTH,
cnenBa aa Obje He mo—MansK oT 40 % /geTHpuaeceT Ha ¢T0/ OT 00SBEHHS OT IPOU3BOIUTEIIS.
(6)K®uM narara Ha Besika JOCTaBKAa OCTAaThYHHUAT CPOK HA NOJAHOCT Ha OMONMpOAYKT WiH Ouomnoo0eH
NPOJYKT, cie/iBa Aa 6bae He no—mManbk oT 20 % /aBagecer Ha cT0/ OT OOSBEHHS OT IPOHU3BOAUTEIS.
(7)3a konmuyecTBa JocTaBeHH W3BBH 3asBkara no wi. 4, an.l, IJEYEBHOTO 3ABEJIEHUE -
Bb3JIOKUTEJI Hsma 3aab/DKEeHHE 3a M1allaHe.



(8)B cayuaute no un. 10, an.7 ot AoroBopa, CpoksT MO ai. 2 U 3 3amouBa Ja Teye OT jaTraTta Ha
nmucmeHoTo ceritacue Ha IJEYEBHOTO 3ABE/IEHUE — Bb3JIOKHUTEJL

V. MSACTO HA 1OCTABSIHE
Ya. 5. (1) 3a MACTO Ha JOCTaBSHE HA CTOKHUTE IO TO3H JIOTOBOP C€ ONpeAess CIEIAHHs ajpec:
Mmuoronpodunnabonnuna 3a aktTuBHO nedenue — Kapnobar, rp. Kapro6ar, yi. Crapa mianuna Ne 180
(2)PuckbT OT Cily4aifHOTO MOTMBAaHE WM MOBpEX/1aHe Ha cTokuTe npemuHasa BopXy JEYHEBHOTO
3ABEJIEHUE - BB3JIOKUTEJI or MOMEHTa Ha MPHEMAHETO MM Ha MSICTOTO Ha JOCTaBsHE C
NpUEMAaTETHO-TIPEIaBaTeIeH MPOTOKOIL.

VI. IATA HA TOCTABSIHE HA CTOKHUTE
Ya. 6. 3a nara Ha JOCTaBsHE CE€ CUMTA JlaTaTa, Ha KOSATO CTOKUTE ca JIOCTABEHH JI0 ajpeca IMOCOYeH B
4. 5, ai. 1, npu ycnoBusTa Ha 4. 9, an. 2.

VII. 3AABJIKEHUS HA UBITBJIHUTEJIA
Yua. 7ZU3IBJIHUTEJIAT ce 3anbikaBa:
1. Jla 1ocTaBH CTOKHTE B JOTOBOPEHHs CpOK M ja ru mpenae na JJEUEBHOTO 3ABEJIEHUE —
Bb3JIOKUTEJIL
2. Jla npenajse CTOKMTE, NAaKeTHPAaHH W MApKHpPaHH B CHOTBETHHS BHJ, KOJIMYECTBO M KayeCTBO Ha
MSCTOTO Ha JOCTaBSHE.
3. Ilpu noanucBaHeTo HA JOTOBOpA Ja NMPEACTABH:
a) nokyMeHTH 1o wi. 112, an. lor 30I1.
©) rapaHius 3a U3MbIHEHHE, B e/1Ha OT dopmuTe, onpeneneHu B wi. 111, an. 5 or 3011, cbe cpok Ha
BanmuaHOCT 60 JHHM cie/l H3THYaHe CpoKa Ha JOTOBOpa, KOSTO ce 0cBoO0MIaBa B cpok 0 60 qHH ciej
M3ITBJIHEHHE Ha JI0roBopa. B ciyyaii, ye BalMiHOCTTa HA rapaHIMsaTa H3THYA MIPEIH JI0roBOpa aa Obae
u3nbiHeH, U3ITBJIHUTEJIAT ce 3agbmkaBa Aa yAb/DKH CpPOKAa Ha BAJIMIHOCT Ha rapaHIusita C
TOJIKOBA JTHH, TaKa Y€ rapaHlMsATa Ja IOKpPHUBA OYaKBaHHUS CPOK 3a W3IIBIHEHUE Ha JIOroBopa mioc 60
auu. l'apanumsaTa e B pasmep Ha 3% ot croiiHocTTa Ha AoroBopa Oe3 I/IC u Bb3im3a Ha 18,57
JieBa.
(4) Jla nocraBs nekapcTBEHH IPOAYKTH, KOMTO OTrOBapAT Ha H3HCKBAHMATA HA 3aKoHA 3a
JIEKapCTBEHUTE NMPOJAYKTH B XymMaHHata MeuiuHa (3JIIIXM) — na nputexkaBar BalMIHO pa3pelieHHe
3a ynorpeba B cTpaHata, u3zajgeHo no peaa Ha 3JIIIXM wmm Pernament (EO) Ne 726/ 2004 r. Ha
EBponeiickus mapnamenT u CbBeta /4. 23, an.1 va 3JITIXM/.
(5) /la nocraBs nexapcTBEHH NPOIYKTH, KOWUTO ca BKmoYeHH B Ilpunoxkenue Ne 2 nHa ITo3uTHBHMS
JIEKApCTBEH CIHCBHK.
(6)B ciyuaii, ye ce npaBu MbpBa J0CTaBKa 110 JjafieHa MapTH/A Ha JIEKAPCTBEH TPO/YKT, 1a MPE/ICTaBs
Ceprudukar 3a ocBoboXk1aBaHe Ha mMapTHaaTa, W3ajAeH oT kBamuduuupano uue no 3JIIIXM Ha
CJICKTPOHEH HOCHTE] WM 10 €JIEKTPOHEH IbT Ha €JEeKTPOHHATa IOlNa, MOCOYEeHa KaTo ajpec 3a
KOPECIIOHJICHIIMS, TIPHAPYKEH C MNpeBOJ Ha OBIrapckm €3k OT (upMma, CKIIOYMIA JO0TOBOP C
MuHiCTEPCTBO HAa BRHIIHATE pabOTH 3a H3BbpIIBaHE HAa OQ)HUIIMAIHY TIPEBO/IH.

VIIL 3AABJIDKEHUS HA IEYEBHOTO 3ABE/JIEHUE — BB3JIOKUTEJI
Ya. 8JIEYEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJI ce 3aabikaBa;
1. Jla mpueme JOCTaBEHUTE B CPOK U HA MICTO CTOKH, ChOTBETCTBAIIH 110 BHJI, KOJJMYECTBO U KAYECTBO
Ha OMHMCAHOTO B HACTOSIIIUSA IOTOBOP.
2. Jla 3anyaTi JOCTABEHUTE CTOKH IO peZia Ha WiI. 3 OT HACTOAIIKS J0TOBOP.
3. Cnen mpuKIOYBaHEe W3IBIHEHWETO Ha JOTOBOpA Jia OCBOOOIM rapaHiysTa 3a W3lbIHEHHE, Oe3 na
JUbJIXKH JIMXBH 3a CPOKa, 1pe3 KOMTO Cpe/ICTBaTa 3aKOHHO Ca MPECTOSTH Y HETO.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHUTE
Y. 9. (1)[IpuemaneTo Ha CTOKHTE C€ H3BBPIIBA HA MACTOTO HA JIOCTABSHE MOCOYEHO B 4WII. 5, ai. 1.
QUBIBJIHUTEJISITuIM  yoblIHOMOIIEH OT HEro MPEACTaBUTENl ¥ NPEJACTaBUTEN Ha
JIEHEBHOTO 3ABEJIEHHUE - Bb3JIOXKUTE/Inoanucear npuemMatenHo-npeaaBaTeleH
MPOTOKOJI, YOCTOBEPSIBAIIl ITOJIy4aBAHETO HA CTOKHUTE.



X. KAYECTBO, TAPAHIIUU U CPOK HA TOAHOCT

Y. 10. (1)Crokure, mpeaMeT Ha HACTOSIIMS JOTOBOP, CJIE/BA J1a OTTOBAPSAT HA W3MCKBAHUATA HA Yl
7,an.4us.
(2)K®M naraTta Ha 10ocTaBKaTa, OCTATHYHHUAT CPOK HA TOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTH, Clie/Ba Ja
Obae He no—Mmask oT 40 % /geTupuaeceT Ha CTO/ OT OOSBEHHUS OT MPOU3BOIUTEIIS.
(3)B ciyyaii Ha 10cTaBKa Ha JIEKAPCTBEHHUS IPOIYKT C 10 — KPaThK OT JOTOBOPEHHS CPOK Ha TOJIHOCT,
IbJDKMMaTa HeYCTOHKa J1a Ob/1e MpOMEHeHa, KaKTo Clie/Ba:

o1 39,99% no 30% - 3 % BBPXY CTOMHOCTTA HA JOCTABKATa;

ot 29,99% no 20% - 5 % BBPXY CTOMHOCTTA HA JOCTABKATa;

ot 19,99% no 10% - 7 % BBpXy CTOMHOCTTA HA JOCTABKaTa;

nox 10% - 10 % BupxXy cToifHOCTTa HA 1OCTABKATa.
(4) OcTtaTb4HHUAT CPOK HA FOJAHOCT Ha OMONMPOAYKT /OuononobeH MpoayKT, cieiBa Aa Obje He Mmo—
manbk oT 20 % /nBageceT Ha cTO/ OT OOSIBEHHs OT MPOM3BOAMTENS KbM JlaraTa Ha BCAKa JOCTaBKa.
(5) B ciyuaii Ha gocTaBka Ha GuONpoAyKT/6HONOI00€H MPOIYKT € MO — KPaThK OT JIOTOBOPEHHS CPOK
Ha IOJIHOCT, IbJDKMMAaTa HeyCTOMKa € KaKTo CJe/Ba:

ot 19.99% no 10% - 2 % BBpXy CTOMHOCTTA HAa JOCTABKATa;

oT 9,99% 110 5 % - 4 % BBPXY CTOHHOCTTA Ha JOCTABKATa;

nox 5% - 6 % BBpXy CTOMHOCTTAa Ha JOCTAaBKaTa.
(6)JIEHEBHOTO 3ABEJIEHHUE — BB3JIOKHUTEJI moxe 1a oTKaXke IPUEMaHETO Ha CTOKUTE, aKO
B JIEHS HAa TSIXHOTO NMPUCTUTaHE WIM NpPHEMaHE OCTAaThUHHUSI CPOK HAa TOJHOCT € MO — MalbK OT
onpenenenus B wi. 10, an. 2. 1 an. 4 MHHHUMAJIEH CPOK Ha I'OJIHOCT.
(7)/locTaBkaTta Ha JEKapCTBEH MPOIAYKT C OCTaTh4€H CPOK HA TOAHOCT mo-MaibK oT 10 Ha cTo OoT
00siBEHHs OT MPOM3BOJUTENS M HAa OHONPOAYKT/OHOMOA00EH MPOJYKT ¢ OCTAThY€H CPOK Ha IOJHOCT
NO-ManbK OT 5 Ha CTO OT OOSBEHHS OT MPOM3BOJMUTEINS C€ W3BBHPIIBA CAMO C MUCMEHO ChIJIaCHE Ha
JIEYEBHOTO 3ABE/IEHUE - Bb3JIOKHUTEJI 3a KOHKPETHO KOJIHUYECTBO, ONMPEILIICHO OT HEro.
be3 n3puuno nucmeno ceriiacue Ha JEYEBHOTO 3ABEJIEHUE — Bb3J10OKHWUTEJIcTokuTe HAMa
na ObjaT 3anamnaHm.
(8) Uckanero 3a MMUCMEHO Chriacue, B ciaydaute Ha ain. 7, cieasa jaa nocreii B JIEUEBHOTO
3ABEJIEHUE - Bb3JIOKUTEJIB cpok 1o 1 (eauH) paboTeH JieH OT MoJly4yaBaHe Ha 3asBKaTa.
(9)B cinyuyauTe Ha CIEIIHH JJOCTAaBKH MOCOYEHHUTE B aJl. 3 U all. 5 HEYCTOWKH HE Ce Mpuiarar.

XI. OTTOBOPHOCT 3A HETOYHO U3ITbJIHEHHUE. PEKJIAMAIIUHA
Ya. 11. (1) JJEYHEBHOTO 3ABEJAEHHUE - Bb3JIOKHUTEJImoxe na mnpeasBsiBa pekiaManiu
npea USITBJIHUTEJIA 3a:
a) KOJIMYeCTBO U HEKOMIUIEKTHOCT Ha CTOKUTE MJIM TEXHHYECKaTa JOKyMEHTAlUs (SIBHH HENOCTATBIIH);
0) Ka4ecTBO (CKPUTH HEAOCTATBIH):
- IIPH JIOCTaBSIHE HA CTOKH HE OT JIOTOBOPEHHUS BUJI, IOCOYEH B 4iL. 1;
- Y KOHCTaTHpaHe Ha Je()eKTH NpH ynotpeda Ha CTOKHTE.
(2) Pexnamauuu 3a siBHM Hejoctarbi Ha crokute ce npasat oT JIEHEBHOTO 3ABEJIEHUE -
BB3JIOKUTEJL B MOMEHTa Ha NpEeIaBaHETO MM, 32 KOETO C€ ChCTaBs NMPOTOKOJI, MOJIMHCAH U OT
JIBETE CTPAHH.
(3) Pexsiamanuu 3a CKpUTH HEJOCTATBIM CE NMPABAT Ipe3 LeJHs CPOK Ha FOJAHOCT HAa JOCTABEHHTE
CTOKH, KaTo peKjiaMalusTa ce MpHApYKaBa 3aJbJDKUTEIHO OT KOHCTATHBEH NPOTOKOJ, M3/aJieH OT
W3nbiaHUTEHATA areHIUs 3a JieKapcTBara.
(4)JIEHEBHOTO 3ABEJIEHHUE - BDB3JOXUTEJl e mibkHO Aa YBEIOMH ITHCMEHO
MU3ITBbJIHUTEJIS 3a yctanoBenute aedexktu B S (1€T) JHEBEH CPOK OT KOHCTATHPAHETO HM.
(5) B pexnamanuute ce mocoyBa HOMEpPHT HA JIOTOBOPA, TOYHOTO KOJTHYECTBO HA MOJYYEHUTE CTOKH C
TEXHHs NapTUIACH HOMEpP, OCHOBAaHHMETO 3a pekyamaius U KoHkpeTHoTo MckaHe Ha JIEHEBHOTO
3ABEJIEHUE - Bb3JIOKHUTEJL
(6)B 5 (mer) aueBen cpok ot noiydaBaHe Ha pexiuamanusta, USITBJIHUTEJISAT cnexsa na
orroBopu Ha JIEHEBHOTO 3ABEJAEHHUE - BB3JIOKHUTEJI nucmMeHO W KOHKPETHO Jaliv
npUeMa peKJiaMalusaTa Wik s OTXBbPIIS.



(7)I1pu pexnamauus 3a sBau Hepoctarbin UBITBJIHUTEJIIST e wibxen B cpok oT 2 pabOTHH AHH
OT MOJy4YaBaHE HAa peKJiaMalusaTa 3a CBOS CMETKAa M PHUCK Jia JOCTaBH Ha MSCTOTO HA JOCTaBSHE
KOJIHYECTBOTO JIMIICBALIM B IOCTaBKaTa / HEKOMIUIEKTHH JIOTOBOPEHH CTOKH.

(8) Ilpm pexnamanms 3a CKpHTH HejaoctarTbi, B ciydaii ye W3IBJHHUTEJISAT e pHen
peKiaManusTa, cbumATe UIbkeH B 10 (mecer)iHeBeH CpPOK OT TOJy4YaBaHETO i Ja 3aMEHH
JIOCTaBEHUTE HEJOrOBOPEHH 1O BHJ / e(EKTHH CTOKH 3a CBOSl CMETKA M PUCK HIIM MO MpEleHKa Ha
JEYEBHOTO 3ABE/IEHUE — Bb3JIOKUTEJI1a BbpHe ChOTBETHATA YaCT OT 3alllaTeHaTa [eHa,
BEJIHO C IbJDKHMHUTE JINXBH.

(9)M360pBT Ha TOCOYEHHUTE MO-TOPE BH3MOXHOCTH J1a C€ BhPHE CHOTBETHATA YACT OT ILUIATEHOTO HJIH
Ja ce nocraBat HOBH cTokH npuHauiexu Ha IEYEBHOTO 3ABE/IEHUE — Bb3JIOKUTEJI u ce
YNIpaXxHsBa OT Hero nox gopmara Ha nucmeno ysenominenne 10 U3IMIbJIHUTEJISA, kato pasxoaute
U PHCKOBETE 110 HOBOTO J0cTaBsiHe ca 3a cMeTka Ha U3ITbJIHUTEJISA.

(10)Crokute, npeamer Ha peknamanus ce cbxpanssar or JIEUEBHOTO 3ABEJEHUE -
Bb3JIOXKHUTEJI 0 ypexxnane Ha peKJiaMaluuTe.

XII. OTTOBOPHOCT IIPH HEU3ITBJIHEHUE "
Y. 12. (1) 3a Hen3MbIHEHHE HA 3aIBIDKEHHUSATA CH 110 HACTOSMINS JOTOBOP ¢ H3KIIIOYEHHE HA TE3H 110
wi. 10, an. 2 n an. 4, UBITBJIHUTEJISAT nemku Heycroiika B pasmep Ha 0.5 % Ha JeH BBpPXy
CTOHHOCTTAa Ha KOHKpETHATa 3asBKa, HO He moBede oT 10 % (meceT mpolEeHTa) OT CTOWHOCTTA Ha
KOHKpETHaTa 3asBKa, KaKTO M 00e3lIeTeHHe 3a NpEeThPIEHHTE NCHCTBHTEIHH BPEIH B CIydaHTe,
KOraro Te HaJAXBBPJAT JOroBOpeHaTa HeycTodka. B cimyuwamte mo win. 4, an. 3, mocodeHara B
NPEAXO0IHOTO U3peUCHHE HeYCTOMHKa B pasmep Ha 0.5 % ce HauucisBa 3a BCEKH 4ac MPOCPOYME, HO HE
nosede o1 10 % (xecer mponeHTa) OT CTOMHOCTTa Ha KOHKpPETHATA 3asBKa, KaKTO M oOe3leTeHue 3a
NpEThPICHUTE ICHCTBUTEIHN BPE/IU B CIIyJanuTe, KOraTo Te HAAXBBPIISAT A0rOBOPEHATa HEyCTOHKA.
(2) Koraro npu namuuue Ha pexnamauuu, USITBJIHUTEJISAT He M3UbIHH 3a1b/DKEHHSTA CH I10
pazaen XI or Hactosimus J0roBop B Cpok, chiuuaT Abkd Ha JIEHEBHOTO 3ABEJIEHUE-
Bb3JIOJKUTEJI neycroiika B pasmep Ha 2 % OT ILeHAaTa Ha CTOKHTE, 3a KOWTO Ca HATPABEHH
peKJIaMalluUTe.
(3)JIEYEBHOTO 3ABEJIEHHUE — Bb3JIOXKUTEJI ynoBieTBOpsiBa NMpPETEHIMHTE CH OTHOCHO
HEM3NBIHEHHETO Ha JIOTOBOpa, KakTO M 3a 3aljlalllaHe Ha HEYCTOWKHTE OT CTpaHa Ha
U3ITbJIHUTEJIS karo 3aabpika rapaHiusaTa 3a H3bJIHEHHE 110 4. 7, ail. 3, 6yksa “6” oT 10roBopa,
KaTo INpeJarnpueMa JCHCTBHs 3a HEHHOTO ycBosiBaHe. B ciywaii, de croiiHOCTTa Ha rapaHmmsTa 3a
H3NbIHEHHE He NokpuBa BCHYKH AbKMMH oT M3IIBJIHUTEJISA weycroiiku, JEYHEBHOTO
3ABEJAEHUE - BB3JIOJKHUTEJI npuxsama AbKHMATE CyMH OT HACPEIIHH IUIAIIAHAS KbM
MU3ITBJIHUTEJIS.
(4) Ilpu Tpu nuTH BHHOBHA 3a0aBa Ha USIIBJIHUTEJIS, npoaskuia ¢ HoBede OT MOJOBHHATA OT
CpoKa 3a M3MbJHEHHWE HA CBHOTBETHOTO 3aJb/DKeHHE, B pamkute Ha Tpu MecenaJEUEBHOTO
3ABEJIEHUE - Bb3JIOJKHUTEJI nma npaBo Ja mpekpard J0roBOPaeAHOCTPAHHO ¢ |5-IHEBHO
Npeau3BecTHe.
(5)JIEYEBHOTO 3ABEJAEHHUE — Bb3JIOJKHUTEJI uma npaBo ja npekpaTd eIHOCTPaHHO H 0e3
NIPEIN3BECTHE HACTOSIIHSA JIOrOBOD B CiIy4ail Ha CHCTEMHO HETOYHO M3ITbJIHEHHE HA 3abJDKEHUSATA OT
M3ITBJIHUTEJISl u npenssend noBede OT TPH peKIaMaldd B PAMKHTE Ha TPH Mecelia OT
JIEYEBHOTO 3ABEJIEHUE - Bb3JIOJKHUTEJI no pena Ha riasa XI.
(6) B ciyuaii, ye no ornomenue Ha UBITBJIHUTEJIS nacThnsat obcrosTencTpara no wi. 54, an. 1,
u i 55, am 1 or 3akoHa 3a oOmectBenute mnopwvukd, JIEUEBHOTO 3ABEJIEHUE-
Bb3JIOKUTEJI uma npaBo Ja NpeKpaTH eJHOCTPAHHO HACTOSNIMS JIOTOBOp, 0€3 IHCMEHO
npeausBecTue u 6e3 J1a IbJDKH HEYCTOMKH.

XIII. ®OPCMAKOPHHU OBCTOSATEJICTBA
Y. 13 (1) CrpanuTe 10 HACTOSIIHMS I0TOBOP HE ABJKAT 0GE3LIETEHHE 3a IOHECEHH BPEJM H 3ary6m,
aKo MOCJICJIHATE Ca NPUYHHEHHU B PE3YJITAaT HA HENPEOI0IMMa CHJIA.
(2) Ako cTpaHara, KOSTO € CIIEIBAJIO Jla H3ITBJIHA CBOE 3a/Ib/DKEHHE MO JI0roBopa € Omia B 3abaBa, Ts
HE MOeE JIa Ce 1I030BaBa Ha HEMPEOA0JINMa CHJIA.



(3)“Henpeojonuma cuia” Mo CMHCBJIA Ha TO3M JIOTOBOP € HENPEABHICHO W/WIIM HENpeI0TBPaTHMO
chOMTHE OT U3BBHPEIEH XapakTep, Bb3HUKHAIO ClIe/] CKIIOUBAHETO Ha JI0TOBOpA.
(4)Crpanara, 3acersata OT HENpeOAOJMMA CHJA, € JUTH)KHA Jia NpeanpueMe BCHYKH JEMCTBHS C
rpuKara Ha J100Bbp CTONAHHH, 3a /1a HAMaJId 10 MUHHMYM ITOHECEHHTE BpPEIH M 3aryOH, KakTo W Ja
YBEJIOMH ITHCMEHO JIpyrarta cTpaHa B 7-JHEBEH CPOK OT HACTBIIBAHETO Ha Herpeojgonumara cuia. [Ipu
HEYBEJIOMsIBAHE B II0OCOYEHHs B MPEIXOJHOTO H3PEYEHHE CPOK C€ JABDKH ofe3leTeHue 3a
HACTBIIMJIMTE OT TOBa Bpeau. Hempeononmmara cuia ce J0Ka3Ba OT 3acerHarara CTpaHa CbC
ceprudukar 3a GopcMaxkop, H3JaleH N0 CHOTBETHUS Pel OT KOMIIETEHTHHs OpraH B Jbp)KaBara, B
KOSITO ca HACTBITHIH (POpCMaKOpHUTE 0OCTOATEINCTBA.
(5) Jlokato Tpae HenmpeoaoIMMaTa CHJA, H3IBIHEHHETO HAa 3aJb/DKEHUSTA W CBBP3aHHTE C TAX
HaCPEIIHH 3aIb/DKEHUS Ce CIIUpA.
(6) He npencraBnsiBa “HenmpeofosnmMa cHia” ChOWTHE, NMPUYHHEHO MO HEOPEKHOCT WM upe3
YMHIIUIEHO JEHCTBHE HA HAKOS OT CTPAHMTE WJIM TEXHH NPEACTABHUTEH W/WIH CIY)XHTEIH, KaKTO H
Henocrura Ha napuynHu cpeactBa Ha M3ITBJIHUTEJIA u JIEYEBHOTO 3ABEJAEHUE -
BBb3JIOKUTEJL

XIV. CHOPOBE )
Yn.14. (1)Br3aukHanMTE 1pe3 BpEMETPACHETO Ha JIOrOBOpa CIIOPOBE U PA3HOTIIACHS MEXK/Iy CTpPaHHTE
ce pemiaBaT 4pe3 IperoBopd Mexay TaX. [locturmarure noroBopeHocTH ce oOpMAT B NMHUCMEHA
(dopMa H ce npeBpBIIAT B HEpa3/ieliHa YacT OT JOr0BOpa.
(2) B cnyuaii Ha HenocTUraHe Ha JOrOBOPEHOCT TI0 MPEAXOIHHUS WIEH, BCHUKH CIIOPOBE, MOPOCHH OT
TO3H JIOTOBOP MJIH OTHACSIIM CE JI0 HETO, BKJIIOUHTEIHO CIIOPOBETE, MOPOICHH OT HJIM OTHACSIIH CE JI0
HETOBOTO THJIKYBaHE, HEJIEHCTBHTEIHOCT, HEM3ITBIIHEHUE WM NpeKpaTsiBaHe e ObJaT pazpeliaBaHu
criope/l OBJIrapcKuTE MaTEPHAIHU M NIPOLIECYaTHH 3aKOHH OT KOMIIETEHTHHUS ¢bJ1 1o pexaa Ha ['TIK.

XV. CbOBUIEHUS
Y. 15. (1) Benukn choOmeHns MeXay CTpaHHTE, CBbP3aHH C M3ITBIHEHHETO Ha TO3M JIOTOBOP ca
BaJIM/IHH, aKO Ca HAlPaBeHH B MHCMeHa (opMa U ca MOANUCAHHU OT YII'BJIHOMOIIEHHTE TPeICTABUTEIH
Ha U3ITBJIHUTEJISA wmm IEYEBHOTO 3ABEJIEHUE — Bb3JIOXKUTEJL
(2) 3a nata Ha CHOOIIEHHETO CE CMSATA:

4 JlaTara Ha NpeaBaHeTo — IPH PHYHO Mpe/iaBaHe Ha ChOOIIEHHETO;
v JlaTaTa Ha IOILIEHCKOTO KJIeiMo Ha oOpaTHaTa pa3nucka — My H3IMpaliade 1o noiara;
v JlaTata Ha IpUEMaHeTo — MPH W3Npamane no ¢akc uim e-mail.

(3)3a BaymaHM ajapecH 3a NMpHeMaHe Ha ChOOIIEHWS M OAaHKOBH CMETKH, CBBP3aHH C HACTOSIIUS
JAOTOBOp C€ CMATAT:
3A U3IIBJIHUTEJIA:

rp.Cogms
xK.Mnagocr 1, 6n. 386
Ten.02/74 37 09
en.agpec:lvailo.ganev@medochemie.com
BaHkoBa cmerTka:
IBAN: BG95UNCR70001523780090
BIC: UNCRBGSF

3AJIEYEBHOTO 3ABEJIEHUE- Bb3JIOKHUTEJIL:
MBAJI — Kapnob6ar EOO/I, rp. Kapuobar, 8400,
yi1. Crapa nianuna Ne 180
e-mail: mbalkarnobat@abv.bg
bankoBa cMmeTKa:
BG72RZBB91551086672316
RZBBBGSF

(4)IIpu npomsiHa Ha MocoyeHMs No ai. 3 aapec WK 6aHKOBAa CMETKa ChOTBETHATA CTPaHA € JUThKHA J1a
YBEJIOMH Jpyrara B TPUIHEBEH CPOK OT MPOMSIHATA.



XVI. IPYT'H YCJIOBHUS
Ya. 16. (1)[IpaBata W 3aab/DKEHHATa O HACTOSIIMS JOTOBOP HE MOraT Ja ce€ NPeXBBPIIAT
€/IHOCTPaHHO Ha TPETH JIMIAa M NMOAOOHHM aKTOBE HE MOpPaXaT NMPaBHO JeHCTBHE 0€3 MHUCMEHOTO
ChIJIaCHe Ha JpyraTta CTpaHa, OCBEH B CllydauTe Ha oOe3rneuyaBaHe (rapaHTHpaHE) Ha 3abJDKEHHS 110
OaHKOBH KpPE/IUTH.
(2)3a HeypeneHHTe BBIOPOCH B HACTOSNIMSA JIOTOBOP Ce MpWiara JeHCTBAIOTO OBIrapcko
3aKOHO/IaTEJICTBO.

XVIIL. NIOJAU3ITBJIHUTEJIA
(npunodicumo camo 6 ciyyaume, 6 KOUMoO U3OPaAHUs 3a USNLIHUMEN YYACMHUK € NOCOYUIL, Ye We
no36a NOOUNBLIHUMENU, NPU CKIIOY6AHE HA PAMKOBOMO CROPA3YMeEHUE)

Ya. 17. (HINOAUSIBJIHUTEJINTE T1psabBa na oTroBapsT Ha CHOTBETHHTE KPHTEPHH 3a 1OA00D
cb0Opa3Ho BHJIA H Jiesla OT NOpbYKaTa, KOMTO 1€ W3MBJIHABAT, U 3a TAX JIa HE ca HAJIMIIE OCHOBAaHUS 3a
OTCTpaHsIBaHE OT MpoLEeAypara. .

(2) JJEHEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJI usucksa 3amsina Ha [NOJU3ITBJIHUTEJI,
KOKMTO He OTroBapsi Ha YCJIOBHATA 110 aj.].

(3)Koraro uactra ot mopbukara, kosTto ce m3nwiHsBa or INOJAU3IIBJIHUTEJL, moxe na Obae
npenajgena karo oraeneH obekr Ha USITBJIHUTEJIS wm va JJEYEBHOTO 3ABE/JIEHME -
Bb3JIOKUTEJL, nocnennus 3amiamna Bb3Harpaxaenue 3a tasu yact Ha HOAU3ITbJIHUTEJIS.
(4) PasmnamanusaTa 1o ai. 3 ce OCBIIECTBSIBAT Bb3 OCHOBA HA WCKAaHE, OTIPAaBEHO OT
NOJAU3SINBJIHUTEJISA no JIEYEBHOTO 3ABEJAEHHE - BB3JIOKUTEJ upes
M3II'BJIHUTEJIS, koiito e /JurbkeH Ja ro NPeIoCTaBH Ha BH3JIOKHTENS B 15-IHEBEH CPOK OT
NOJy4yaBaHETO MY.

(5)K®m uckanero no an.3 UBIMIBJIHUTEJSAT npenocrass CTaHOBHUINE, OT KOETO /a € BHAHO JaJH
OCIIOpPBA IUIAIAHKUATA WIIH YacT OT TAX KaTO HEIbIDKHMH. )
(6)JIEHEBHOTO 3ABEJIEHUE - BBb3JIOJKUTEJI uma npaBo ja oTKaxke IUlalllaHe 1o an. 3,
KOraTo MCKaHETO 3a IIJIalllaHe € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHe Ha MPUYHHATA 3a OTKa3a.

(7) HeszaBucumo ot usnonsBanero Ha [IOJIU3IIBJIHUTEJIM ortroBopHOCTTa 3a M3NBIHEHHE Ha
norosopa e Ha U3ITBJIHUTEJISL.

XVIIIL. BAKJIIOYUTEJIHUA PA3ITOPE/IBA
Y. 18. (1) [Ipu cbeTaBIHETO HA HACTOSILIMS IOTOBOP CE€ NPEICTaBHXa CIEIHUTE JOKYMEHTH:
v JlokymenTtn 1o 4. 1120t 30I1;
v Jlexnapanus no 4. 55, an. 6 ot 3JIITXM (koraro e npuaokumo);
v ["apanuys 3a H3MbJIHEHHE;
v Texnuyecko u LleHoBO npeuiokeHHe, Hepa3/ieliHa YacT OT JOroBOpa;
v Jexnapauun no 3MUII.
(2)HacrosmusT 10roBop ¢e ChCTaBH B TPH €IHOOOpa3HH eK3eMIUsipa Ha OBIATrapcKH €3uK — €/lMH Aa
MU3ITBJIHUTEJIA u n8a 3a JEYEBHOTO 3ABEJIEHUE - BB3JIOXKHUTEJL

JIEYEBHO 3ABE/IEHUE - Bb3JIOKUTEJIL: U3ITbJIHUTEJIL: DZA" ACAAA AT
»wMBAJI — Kapnobar“ FOOT -~ ~——— I'eopru Katunos
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LEHOBO NPEANOXEHUE

Heobxoau
M 6point  |Mspka Toproscko |Konuyectso OKoHuyate
JlekapcrBeHa MAPKKU Ha |/mg,tabl, HauMeHOoBa [aKTUBHO NHa Ea.ueHa |(Eg.ueHac
ATC INN dopma N3 ml/ 3abenexka |[Hue BELecTBo Msapka onakoBka |6e3 4A4C |4A4C
Solution for
AO3FAO1 [Metoclopramide napeHTepanHa 9200|mg injection Elitan 10mg/2ml |mg 100 0,067284| 0,080741




TEXHUYECKO NPEONOXEHUE

Heobxoau
m6b6pont  [Msapka Konuuecrso
JlekapcreeHa MAPKK Ha |/mg,tabl, Tbproscko aKTUBHO OKoHyaTenHa
ATC INN dopma ml/ 3abenexka [HaumeHoBaHWe |(BewlecTBO Msapka OMaKoBKa
Solution for
AO3FAO1 [Metoclopramide napeHTepanHa 9200|mg injection Elitan 10mg/2ml  |mg 100




