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JIOIOBOP X\\‘; ;;UL
3A IOCTABKA HA JIEKAPCTBEHH NMPOJIYKTH

Jlnec. “\‘(OJ 2021 r., B rp. KapuoOat, mesy:

~-MHOT'OIMMPO®HUJIHA BOJTHULA3A AKTUBHO JIEYEHHUE - KAPHOBAT™ EOO]I. ¢ anpec:
rp-Kaprobar. 8400. yn...Crapa nnauuna™ Ne 180, EMK 102612100, npeacrasassano ot 1-p Hukoaii
Muxaiiziio Kosimbapos — Yipasuresn, Hapuuana rmo-10:y 3a kparkoct .JIEHEBHO 3ABEJ/JIEHUE —
Bb3JIOKUTEJI” ot ena crpana

H

w®aproa* AJl. che cenanmme B rp. Byprac u aapec na ynpasienue yia. Can Credano 28. EUK
102227154, npeacrasassan o1 TAHA MUHUEBA BA3OTEBA-Usnbanutenen Qupektop u 'EOPIY
[IETKOB BA3OTEB - Ilpeacenaren na CJ1. napuuano no-aomy 3a kparkoet A3IMbJIHUTEJ o1
Jpyra cTpaHa.

Ha ocHoBanue wi. 112 ot 3akona 3a ob6uectenute nopbukn (3011). BbB Bpb3Ka ¢ npoBe/ieH BhTpelicH
KOHKYpeHTeH u300p no Pamkoso cnopasymenneNe PJI-11-55 ot 28. 01. 2021 r. ce cK/IIOUH HACTOSILIHS
JIOTOBOP 3a CJIAHOTO!

I. MIPEJMET U CPOK HA JIOI'OBOPA
Ya. 1 (1) JIEHEBHO 3ABEJIEHUE - BbB3JIOKHUTEJ Bn3nara. a UBITBJHUTEJAT ce
3a/IbJI7KaBa Jla U3BBbPIIH IOCTABKA HA CJIe/IHUTE JIEKApCTBEHH MPOJIYKTH:

Ob6ocodena mozumms Ne 1
AHATOMO- Mexaynapoano 7 — Msipka )
TepaneBTHYeH KO/l HEMATEeHTHO . /mg, tabl, ml Ko.mmuecrso
/ATC-ko/ naumenosanue /INN/ u ap./
| CO3CAO1 Furosemide nepopanHa Tebpaa mg 5760
| CO8CA13 Lercanidipine nepopasnHa T8bpAaa mg 7200 |
| CO9AA05 Ramipril nepopanHa T8bpaa mg | B o
’EOAAEOZ Nicergoline nepopanHa Tebpaa mg i

(2) JloroBopbT BiM3a B CHJA OT Jartata Ha MOJIMCBAHETO MY OT JIBETE€ CTPAHH H € ChC CPOK /10

31.12.2021 r..

II. HIEHU U OBILIA CTOMHOCT HA JIOCTABKHUTE 10 JIOTOBOPA
Ya. 2. (1)llenarana crokute no wi. 1 e cbriaacuo uenoBo npematoxenue Ha USIMMBJIHUTEJIS.
HepazeHa yacT OT JI0roBopa.
(2)Llenara BKIIOYBA CTOMHOCTTA HA CTOKATA, OMAKOBKA. 3acTpaxoBka u Tpancnopt 10 JIJEUEBHOTO
3ABEAEHUE — BB3JIOKHUTEJInpn MuHMManeH CpoK Ha roAHOCT He no-kpatbk or 40 % ot
00ABEHHS OT MPOU3BOANTENS 3a JIEKAPCTBEHUTE HPOIYKTH HIIH He 1Mo-KpaTbk 0T 20 % oT 00siBEHUS OT
[POM3BOANTEIIS 38 OHONIPOYKTHTE MM OMONMOA0OHHTE 1POTYKTH. MUHUMATHHUAT CPOK HA FOJHOCT e
Orpe/iesis KbM JlaTtaTa Ha BCsIKa I0CTaBKa Ha JIGKapCTBEH TPOJIYKT.
(3) OGmara cTOHHOCT Ha JIOCTABKUTE 110 J0roBopa ¢ a0 65,16 (mecraecer H ner JieBa, mecTHe 1eceT
croTunkn) jesa ves srioden [IJ1C u 10 78,20 (cenemaecer u oceM JieBa, ABaJeceT CTOTHHKH) JIeBa
¢ snwouen JUIC.
(4)llenara no noroBopa e (pUKCHpaHa, He MOIEKH HA TPOMSIHA 3a CPOKA Ha JeiiCTBHE Ha J10roBOpA.
ocBeH B cayuante Ha 116 ot 30I1.
(5)B ciyuaii. ye npe3 BpeMeTo Ha JeiicTBHE HA CHOTBETHHS JIOrOBOP CTOMHOCTTA, KOATO CJIE/1BA J1a Ce
ariaiia ¢ nmyOJMYHN CPe/ICTBA Ha JIEKAPCTBEHH NPOyKTH OT [103UTHBHHUS JIeKapeTBEH CIUCHK CTaHe



O-HUCKA OT JI0rOBOPEHaTa, JIe4eOHOTO 3aBe/IEHHE — Bb3/10KHTE] 0€3yCIOBHO 3aI1aiia 1eKapeTBEHHTE
POJIYKTH Ha MO-HUCKATa CTOHHOCT. CYMTAHO OT:

- /laTara Ha BIM3aHE B CHJIA HA pelleHneTo Ha Halmonainus chbBeT 10 LeHn 1 penMoy peHpane
Ha JekaperBenute npoayktu (HCLIPJIIT);

- Jlatara Ha akTyaiusanuaTa Ha [1o3suTuBHuS JlekapeTBeH CIUCHK 10 pesia Ha uit. 57, air. 1 o1
Hapeabara 3a yciosusta. npaBuiata M peia 3a peryJdpaHe M PerHCTPUpPAHE HA LEHHTE Ha
aekapersenute npoxykrtd (HYIIPPPLUIIT) 3a nekapctBenuTe NMpOAYKTH ¢ HamajieHa CTOHHOCT 3a
OMNAaKOBKA. M34yHc/IeHa Ha Oa3a pepepeHTHA CTOMHOCT.

B ciyuanTe no npexoHoTo H3peueHHe. CTOHHOCTTA e Onpe/ie/is KbM MOMEHTA Ha JI0CTABKATA
(MOAMHUCBAHE HAa NPUEMO-TIpeaaBaTeIeH MPOTOKO).

1. YCJIOBUSI U HAYHUH HA ITUIAUIAHE

Y3 (1) Irawanero no HaCTOAIMS J0rOBOP CE OCHLICCTBIBA Ype3 GAHKOB MPEBOJ OT CTPAHA Ha
JEYEBHO 3ABEJIEHHUE — BB3JIOKHUTEJ no nocoyenara B wi. 15. ain. 3 GaHKOBa cMeTKa Ha
M3ITBJIHUTEJIS.
(2)3arnuiaimaneTo Ha CTOKMTE MO JI0TOBOPA ¢ M3BBPIIBA OTJIOKEHO B CPok 10 60 /mectiaecers/ aeH.
C1e/1 IPe/ICTaBsHE Ha CIICAHUTE JOKYMEHTH:

I. JloctaBua (aktypa, chbeTaBeHa chbriacHo usnckpanusTa Ha 3JJ1C u [T13J1C:

2. llpuemarenino-npeaBaTeIH| MPOTOKOJIH:
(3) B cayuaii. ue nocoyeHuTe B Wi 3. an. 2 JIOKYMEHTH ca HEPeJOBHH WIIH HE €A KOMILUICKTOBAHH.
cbunte ce Bpbiar Ha U3ITbJIHUTEJIS ¢ npuematento — npeiaBaresied NpOTOKOJ 3a H3NPaBsiHE Ha
Hepeanoctute. CpokbT Mo 4.3, al. 2. 3amoysa jia Tede OT Jarara Ha MpPeACTaBIHETO Ha MOC/e/HHS
M3UCKYEM C€ IOKYMEHT.
(4) llpu daxrTypupane Ha 3asBeHUTE KOJIWYECTBA JICKAPCTBEHH MPOJIYKTH, 110 BCAKA OTIC]IHA 3asBKA.
lleHaTa Ha OMNAKOBKa He Clie/iBa Ja HaJBHINaBa onpejeieHara B [103WTHBHHS leKapeTBEH CIHCHK-
[Ipunoxenne Ne 2. pedepeHTHa CTORHOCT Ha ONMAKOBKA 3a ChOTBETHHS JIGKAPCTBEH NMPOAYKT. B ciyyaii
Ha M3YMC/ISBAHE HA CTOMHOCT MO-BHCOKA OT pedepeHTHATa CTOMHOCT HA ONAKOBKA 3a ChOTBETHHS
JICKapCTBEH MPOJIYKT, CTOHHOCTTA CE€ HamalsBa M 3arJiaila 10 CTOHHOCTTA Ha OMAaKOBKa Olpeie/ieHaB
[To3uTnBHMs neKkapcTBeH cnuchbK- [Tpunoxkenne No 2,

IV. CPOK HA /IOCTABSIHE
Y 4 ()JIEYEBHOTO 3ABEJIEHHUE -Bb3JIOKHUTEJI 3asBsiBa HEOOXOIMMHUTE MY KOJIHUECTBA €
nucvena  3asBka 10 UBITBJIHUTEJISA. 3asskata ce BpbYBa JMYHO Cpelly [OANUC  Ha
U3ITBJIHUTEJISA nin ynbIHOMOIIEHO OT HEro JIMIe WIH Ce M3Mpalia ¢ MpenopbyaHo MmueMo ¢
o0OpaTHa pa3nucka. 1o (Gpake UM 1Mo eNeKTPOHEH ITbT.
(2)Besika otenHa ocTaBka, ciessa 1a Ob/1e 10cTaBeHa B CPOK /10 7 KalIeHIAPHHU JHH CIIE/ 1101y YaBaHe
na sagskara o1 JIEYHEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJI u 3a konruecTBaTa ¥ ONMAKOBKUTE
(CbOOPA3HO KOHKPETHUTE JIEKAPCTBEHM MPOIYKTH. IOCOYEHH B TEXHHYECKOTO [PeIOKEHHE Ha
H3IIBIIHATEIIS). TOYHO OmNpesesieHn B 3asBKata.B ciyuail, ye ce mpaBu mbpBa jlocTaBka OT JajieHa
napTuaa Ha JEKapcTBeH NpoAyKT. ce npeiactaBs Ceprudukar 3a ocBobOKIaBaHe Ha naprHjara.
n3aaed ot keaiupuuupano auue no 3JIIIXM Ha elleKTpoHeH HOCHTEN MM N0 e1eKTPOHEH MbT Ha
C/ICKTPOHHATA MM0LIA. M0COYEHA KATO a/pec 3a KOPECMOH/ICHIMS., PUIPYIKEH C MPEBOJ1 HA ObJArapeku
C31K OT (hupma. CKIouMia 10roBop ¢ MHHHCTEPCTBO Ha BBHIIHMTE pabOTH 3a M3BLPLIBAHE Ha
ouumnannn npesoau. MU36poeHnTe 10KyMEHTH ce MPE/ICTABIT B ChbOTBETHOTO 3BEHO. OMPEICICHO OT
J1Ie4eOHOTO 3aBe/ieHHe — Bb3aokuTes. [Ipu cienBalim 10CTaBKi HA J€KapCTBEHH NMPOJAYKTH OT ChIATa
napTuaa. CepTHGUKATHLT HE ce NpPeCTaBsl.
(3)B  ciayuaii na wneoOxoammoctr ot crnemna Jjocraska, JIEUEBHOTO 3ABEJEHUE -
Bb3JIOZKUTEJI nocousa M3puuHO B 3asBKaTa. 4e € HEOOXOAMMO Ja Obje M3BbPIICHA CIEIIHA
zoctaka. B To3u cayyaii, 1octaBkara ciesa a Objie H3BbpiueHa 10 6 yaca oT nolyyaBaHe Ha 3asiBKaTa
M 33 KOJIMYeCTBAaTa M OMNAKOBKUTE(CHOOPA3HO KOHKPETHUTE JICKAPCTBEHH MMPOAYKTH. MMOCOUEHH B
FEXHHUYECKOTO MPEUIOKEHUE HA U3ITBIHUTEIIS ). TOUHO ONPE/IC/ICHH B 3asBKaTa.



(HUBITBJIHUTEJIST ce 3aabakaa. B ¢pok 10 | paboTen jieH. B cayyante 1o at. 2 1 B CpoK 10 |
Hac. B CAYYAHMTE Ha ajl. 3. clie/l NOJMyYaBaHeTO Ha BCAKA 3asBKA Ja yBEIOMH MHCMEHO MM 110 (akc
JEYEBHOTO 3ABEJIEHUE - BB3JIOKHUTEJI B ciyuaii ue He Moke ja M3BBPUIH JOCTABKA HIIH
B CJlyyaii. 4e He MOJKe J1a ClasH CPOKBT 3a M3BbpIIBAHE HA 10CTABKATA, IPE/IMET Ha KOHKPETHATA 3asBKA.
(5)KbMm 1arara Ha Besika 10CTaBKa. OCTATHUHHSAT CPOK HA TOAHOCT HA JIEKAPCTBEHHTE MPOJIYKTH. Cl1e/1BA
“a ObJie He no-mManbk o1 40 % /MeTHpHaeceT Ha €10/ 0T OOSBEHHS OT NPOU3BONTEISL.

(6)K'bm tarata Ha BesIka JI0CTABKA OCTATBYHMSIT CPOK HA FOJAHOCT HA OMONPOAYKT MM OHONOI00EH
[POYKT. clie/1Ba j1a Ob/ie He no-ManbK oT 20 % /a1Bajsecer Ha ¢T0/ OT OOABEHHUS OT MPOM3BOTHTEIS.
(7)3a xonmuectBa joctaBeHH W3BBH 3asBkara no ui. 4. an.l. JEYUEBHOTO 3ABEJIEHUE —
B'b3JIOKHUTEJI nsava 3anbokenue 3a niaiiaHe.

(8)B ciayuanrte no uia. 10, an.7 ot a0roBopa. CpoKkbT 10 al. 2 W 3 3amouBa ja Tedye OT jarara Ha
nuemenoro ewriacke Ha JEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJL

V.MACTO HA 1OCTABSIHE
Ha. 5. (1) 3a MscTO Ha JOCTaBSIHE HA CTOKWTE 10 TO3M JIOTOBOP Ce OMNpesels CAeAHMs aipec:
Muoronpoguina GoHuna 3a akTuBHO Jiedenne — Kaprodar, rp. Kapuo6ar. ya. Crapa niaanuna No 180
(2)PuckbT OT cayuaitHOTO MOrMBaHe WM MOBpPEkK/IaHe Ha cToKUuTe npemunasa Bbpxy JIEHEBHOTO
3ABEJAEHHUE — BB3JIOKHUTEJI or MOMEHTa Ha IPHEMAHETO MM Ha MSICTOTO HA JOCTABSIHE C
[pUEeMAaTeHO-1Pe/1aBaTe/IeH MPOTOKOII.

VI. JATA HA 1OCTABSIHE HA CTOKHUTE
Yo 6. 3a nara Ha 10cTaBsHE CE CUMTA J1aTATa, HA KOSTO CTOKUTE Ca JOCTABEHHM JI0 a/Ipeca MOCOYCH B Ul
S.an. 1. npu ycnoBusita Ha 4. 9, an. 2.

VII . 3AABJIKEHUS HA U3ITBJIHUTEJIS
Ya. ZU3ITBJIHUTEJISAT ce 3aabixkasa:
1. Jla noctaBu cTOKHTE B A0roBOpeHHs: cpok u ja ru npeaaae Ha IEHEBHOTO 3ABEJAEHUE —
Bb3JIOKUTEJL
2. Jla npejlane CTOKMTE, MAKETUPAHH W MAPKUPaHW B CLOTBETHHS BH/. KOJIMYECTBO M KAYeCTBO HAa
MSICTOTO Ha JI0CTaBsIHE.
3. Ilpu noanucBaneTo Ha 10roBopa /1a npe/icTaBu:
a) jokymeHTH 1o wi. 112, an. lor 30I1.
0) rapaHiums 3a u3lbjIHeHHe, B eaHa oT (popmute. onpeenenu B i 111, an. 5 or 30I1. ¢be cpok Ha
Ba/MHOCT 60 JIHU i/l H3THYaHe CPOKa Ha J0roBopa. KoATo ce 0cBOOOXK/1aBa B ¢pok J1o 60 jHu cliejl
M3ITBJIHEHHE Ha J0roBopa. B ciyuvaii, ue BaMHOCTTA HAa rapaHLMATa H3THYA TIPE/IH JI0TOBOpPa j1a Ob/ie
wsnbinen. UBITbJIHUTEJISAT ce 3anbikaBa j1a yAb/KM CpoKa Ha BIMJIHOCT HA rapaHuusrta
TOJIKOBA JIHH. TAKa Y€ rapaHilusaTa /1a IOKPUBA O4YaKBaHHUs CPOK 3a H3IbJIHEHHE Ha J0roBopa 1noc 60
Aun. Fapanuusita e B pasmep Ha 3% ot croiiHocrTa Ha 1oroBopa 6e3 UIC u Bb3am3a na 1,95 jaesa.
(4) Jla noctaBs neKapcTBEHM MNPOAYKTH. KOHUTO OTroBapsAT Ha HM3MCKBAHMATA Ha 3akoHa 3a
JeKapcTBEHUTE MPOJAYKTH B XyMaHHara Meauiuna (3JITIXM) — na npurtexaBart BajquHO paspeiueHue
3a ynorpeba B cTpaHarta. u3aazeHo no peaa Ha 3JIIIXM umm Pernament (EO) Ne 726/ 2004 r. Ha
Esponeiickns napaament u CbBera /un. 23, an.l va 3JIITXM/.
(5) Jla 1ocTaBs jeKapcTBEHU MPOAYKTH. KOUTO ca BKIOueHH B [lpunoxkenne No 2 na Ilosutusnus
JI€KAPCTBEH CIHCBK.
(6)B cayuaii. ue ce npaBu NbpBa JOCTABKA I10 Ja/IeHa apTHAA Ha JIEKAPCTBEH MPOYKT. 1a Npe/IcTaBs
Ceprudukar 3a ocBobOXK1aBaHe Ha mapTvjaara, M3aajeH oT KBaiupuumpano juue no 3JIIIXM na
C/ICKTPOHEH HOCHTE] WJIM 110 €JIEKTPOHEH IIbT Ha €JEKTPOHHATAa MOLIA, MOCOYeHa KaTo ajipec 3a
KOPECMOHICHIMSA. TIPHAPYKEH € IMPeBOJA HAa ObArapckH e3uK OT (upma. CKIOuHIa JOroBOp ¢
MUHHCTEPCTBO HA BLHIIHUTE PadOTH 3a U3BbpIIIBaHe HA O()UIIHAIHH TIPEBOJIH.



VI 3AABJIZKEHUSI HA JIEYEBHOTO 3ABEJEHUE - BB3JIOKUTE.
Y. 8JIEYEBHOTO 3ABEJIEHHUE — Bb3JIOKUTEJI ce 3a1bikasa:
I Jla npueme jlocTaBeHuTE B CPOK M HA MSICTO CTOKH. CLOTBETCTBALIH 110 BHL. KOJIMUYCCTBO H KAUCCTBO
HA OMUCAHOTO B HACTOSLINS JIOTOBOP.
2. Jla 3anuiati 10cTaBeHUTE CTOKH MO Pe/la Ha Wi. 3 OT HACTOSIIHS JOrOBOP.
3. Cael NpUKIIIOUBaHe M3ITLJHEHHETO HA J0r0BOpa J1a 0CBOOOM rapaHLMsTa 3a H3IbIHeHHE. 0e3 J1a

ABJIZKH JIMXBH 34 CpOKa. 1mpe3 KOHTO CpeCTBaTa 3aKOHHO Ca MpECTOJIN Y HEro.

IX. IPUEMAHE U INIPEJJABAHE HA CTOKUTE
Yo 9. (1) IpuemaneTo Ha CTOKMTE ce M3BBPLIBA HA MACTOTO HA JOCTABSIHE MOCOYEHO B Wi, 5. ail. |.
(2)UBITBJIHUTEJIATHN yIbIHOMOLICH OT Hero npesctapute u npeacrasuten na JEUEBHOTO
SABEJIEHUE - Bb3JIOKUTEJInoanucsar NpHeMaTeIHO-TIpe/1aBaTe/ieH MPOTOKOJI.
VJIOCTOBEPSBALLL 10JyYaBAHETO HA CTOKHUTE.

X. KAYECTBO, T'APAHLIUU U CPOK HA I'OJIHOCT

Yot 10. (1)CrokuTe. npeIMET Ha HACTOSILIMS JI0TOBOP. ClIe/BA J1a OTrOBAPAT HA M3UCKBAHMSITA Ha i, 7.
an. 4wus.
(2)Kbwm 1atata Ha 10cTaBKaTa, OCTATBUHMST CPOK HA FOHOCT HA JIEKAPCTBEHUTE MPOIYKTH. C/Ie/1Ba J1a
ObJ1e He no-manbk o1 40 % /yeTupuaeceT Ha cTO/ OT OOSIBEHHS OT MPONU3BOIUTEIIS.
(3)B ciyuaii Ha 10cTaBKa Ha JIEKapCTBEHUS POIYKT € [0 — KPAThK OT JIOrOBOPEHMUSI CPOK HA FOHOCT.
JIbJIZKUMATa HEYCTOHKa /1a Ob/1e MPOMEHeHa, KaKTo cJie/Ba:

0T 39.99% 10 30% - 3 % BBPXY CTOMHOCTTA HA /IOCTABKATA;

ot 29.99% 10 20% - 5 % BBPXY CTOMHOCTTA HA JOCTABKATA;

o1 19.99% 1o 10% - 7 % BBLpPXY CTOMHOCTTA HA JOCTABKATA:

1o 10% - 10 % BbpXy cTOHOCTTA Ha /I0CTaBKaTa.
(4) OcTaThb4HUAT CPOK HA FOHOCT HA OHONPOIYKT /OHOM0100€H NPOAYKT. ClIe/Ba 1a Ob/1e HE M0—MalbK
ot 20 % /aBanecet Ha ¢cTo/ OT OOSBEHUS OT IIPOM3BOAMTES KbM JIaTaTa HA BCSKA JIOCTABKA.
(5) B cayuaii Ha 1ocTaBka Ha GMONPOIYKT/OHONOI00EH MPOIYKT € MO — KPaThK OT JIOFOBOPEHHS CPOK
Ha roJIHOCT. bJZKUMAaTa HEeyCTOHKA € KaKTo CJie/1Ba:

o1 19.99% 10 10% - 2 % BBpPXY CTOHHOCTTA HA JJOCTABKATA:

01 9.99% 10 5 % - 4 % BBPXY CTOHHOCTTA Ha JIOCTABKATA;

1011 5% - 6 % BbpXy CTOHHOCTTA Ha JIOCTABKATA.
(6)JIEHEBHOTO 3ABEJAEHHE — Bb3JIOKUTEJI moke /1a oTKaXke MPUEMAHETO HA CTOKHTE. aKo
B JICHS Ha TAXHOTO IPUCTUIAHE WJIM NPHEMAHE OCTAaTbUHUS CPOK HA TOJHOCT € [0 — MadbK OT
onpenenenns B wi. 10, an. 2. w asi. 4 MUHUMAaJIEH CPOK HA IOAHOCT.
(7)/loctaBkata Ha JEKapCTBEH MPOAYKT € OCTAThbYeH CPOK HA TOJAHOCT No-mMaabk ot 10 Ha cro o1
OOsIBEHHS OT TIPOU3BOIMTEIS U HAa OUONPO/YKT/OHOMO00€H MPOAYKT € OCTAThYEH CPOK HA FOIHOCT T10-
MQIbK OT 5 Ha CTO OT O0ABEHHMs OT NPOW3BOJMTEIS C€ M3BBPLIBA CAMO € MHUCMEHO ChIllacHe Ha
JEYHEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJI 3a KOHKPETHO KOJIMYECTBO. ONPE/IeIeHO OT HEro.
bes uspuuno nuemeno cwvrnacue Ha JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEIctoknTe Hava
1a ObJarT 3arnaliaHH.
(8) Mckanero 3a nmucMeHo cbrjlacue, B ciydaute Ha ain. 7. ciaeasa aa noctenu B JJEUEBHOTO
3ABEAEHHE - Bb3JIOKUTEJIB cpok 10 1 (e1H) paboTeH jieH OT nojlyyaBaHe Ha 3asBKaTa.
(9)B ciyuanTe Ha criemnm 10CTaBKH NOCOYEHHUTE B all. 3 M al. 5 HEYCTOMKH HE ce npuJiarar.

X1. OTTOBOPHOCT 3A HETOYHO U3II'bJIHEHUE. PEKJIAMALIMU
Y 11. (1) JEYHEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJIMoke /1a npesiBsaiBa pekiamMaiiii mpejt
M3ITBJHUTEJIS 3a:

a) KOJIMYECTBO U HEKOMIUICKTHOCT HA CTOKHTE MJIM TeXHHYECKaTa JJOKYyMEHTALUs (ABHU HELOCTATBIIN ):



0) KauecTBO (CKPHTH HEAOCTATBIIN ):

- [IPH JIOCTABSAHE HA CTOKH HE OT JIOFOBOPEHHUsI BH/L. I0COYEH B 4JI. |:

- IIpH KOHCTaTupane Ha aedeKkTu rnpu ynorpeda Ha CTOKHUTE.

(2) Pexnavaumn 3a sBHM HeA0CTATBbUM Ha ctokute ce npasst or JJEUEBHOTO 3ABEJIEHUE —
Bb3JIO’KUTEJL B MoMeHTa Ha PeIaBAHETO HM. 33 KOETO C€ ChCTABS IIPOTOKOJL, MOHCAH H OT JBETC
CTPaHH.

(3) Pexitamaiinu 3a CKpUTH HEJIOCTATBIM Ce PABST [Pe3 1e/IUs CPOK HA FOHOCT Ha I0CTABEHUTE CTOKH.
KATO peKjlamaluaTa ce MNpHAPY’kKaBa 3aJb/KUTEJIHO OT KOHCTATMBEH MPOTOKOI. M3Ja1¢H OT
M3nbannTennara areHIMs 3a JekapeTsara.

(H)JIEHEBHOTO 3ABEJAEHHUE - BB3JIOKUTEJ e wbxkHO 1a YBEJIOMH  TTHCMEHO
M3ITBJIHUTEJIS 3a ycranosennte aeekTi B 5 (11€T) JIHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pekiamanmute ce nocouBa HOMEPBHT Ha J0rOBOPA. TOYHOTO KOJIHYECTBO HA MOJYUCHHTE CTOKH ¢
[CXHHS [MapTHIACH HOMEP. OCHOBAHHETO 3a peKijaManus u KOHKpeTHoTo uckane Ha JIEUEBHOTO
SABEJAEHUE - Bb3JIOKHUTEJL

(6)B 5 (net) anesen cpok ot nosyyasane Ha pexiamannsta. U3IMTbJIHUTEJSAT ciessa 1a otroBopi
Ha JIEYEBHOTO 3ABEJAEHHUE - BB3JIOJKHUTEJ nucMeHO M KOHKPETHO Jaiu npHema
peKJIaManusaTa Him s OTXBBPJISL.

(MI1pu pexnamauns 3a auu Hepoctarbitn M3IMMbBJIHUTEJIST e jurbxken B cpok oT 2 paboTHH JTHH OT
[MOJIy4aBaHe Ha peKjaMalusaTa 3a CBOS CMETKAa M PHUCK Jla JOCTaBH HA MICTOTO Ha JIOCTaBSIHE
KOJMYECTBOTO JIMIICBALIM B JIOCTABKATa / HEKOMILJICKTHH JIOTOBOPEHH CTOKH.

(8) Illpn peknamanus 3a ckputu Hepoctarbim. B ciaydail ve W3IBJIHHUTEJSAT e npuer
peKIaManusTa, ChiusaTe TbKkeH B 10 (1ecer)1HeBeH CPOK OT MOJIyYaBaHeTo i J1a 3aMEHH JI0CTABEHUTE
HEIOTOBOPEHH 110 BUJL / Ie(DEKTHH CTOKH 3a CBOS CMeTKa W pHCK nin 1o npenenka Ha JEYEBHOTO
3ABEJIEHUE — BB3JIOKUTEJIna BbpHe ChOTBETHaTa 4acT OT 3alulaTeHara [eHd. BEeIHO ¢
JbJKUMHUTE JINXBH.

(9)U3060pbT HA MOCOYEHHUTE M0-TOPE BH3MOIKHOCTH /14 C€ BbPHE ChOTBETHATA YACT OT [UIATCHOTO WI1H
Ja ce goctaBdaT HoBH ¢cTOKM npuHaiexku Ha IEUEBHOTO 3ABEJIEHUE — BB3JIOKUTEJ 1 ce
VIIPaKHSABA OT HEro no/1 popmara Ha nucmeHo yseaomienne 10 U3IMTbJIHUTEJIS. kato pa3xoauTe i
PHCKOBETE 10 HOBOTO JlocTaBsine ca 3a cmetka Ha USITbJIHUTEJIS.

(10)Crokure. npeamer Ha pekiaamauus ce cbxpanssar ot JIEHEBHOTO 3ABEJAEHUE -
Bb3JIOKUTEJI 110 ypekaane Ha pekiaMaiumTe.

XIL. OTTOBOPHOCT IPU HEU3ITbJIHEHUE
Yo 12. (1) 3a HewsnbiHeHHE HA 3aBb/UKEHHATA CH 110 HACTOSIINS JI0TOBOP € M3KJIIOUCHHE HA TE3H 110
wi. 100 an. 2w an. 4. UBI'BJIHUTEJIAT awnku neycroiika B pasmep Ha 0.5 % Ha JeH BbpX)
CTOHHOCTTA Ha KOHKpeTHaTa 3asBKa, HO He noseue or 10 % (mecer mpoueHTa) OT CTOIHOCTTA Ha
KOHKpETHaTa 3as1BKA. KAKTO U 00€31IeTeHHE 3a NPETbPIEHUTE ACHCTBUTEHH BPEIM B CIIyUANTE. KOraTo
T¢ HAJXBBPJIAT JIOTOBOpeHATa HeycToika. B ciyuante no wi 4, an. 3. nmocoyeHara B npeaxogHOTO
H3peyeHue HeycToiika B pasmep Ha 0.5 % ce HauMcisiBa 3a BCEKH Yac Mpocpouue, Ho He rnoseye ot 10
% (1eceT MpoLEeHTa) OT CTOHHOCTTA HAa KOHKPETHATa 3asiBKA, KaKTO M 00e3IIeTeHHe 3a IPeThPICHHTE
JICHCTBUTEJIHN BPE/IM B CIIyYaMTe. KOTaTo T HaJAXBbP/IST JIOrOBOPEHATa HEyCTOMKA.
(2) Koraro npu nanuuue na pexnamaunv, U3IMTbJIHUTEJAT He M3MbiIHH 3a1b/KEHUATA CH 110
pazien XI or HacTtosmmus 10roBop B cpok. chumsaT abixu Ha JIEUEBHOTO 3ABEJIEHUE-
Bb3JIOKHUTEJL neycroiika B pasmep Ha 2 % OT UeHaTa Ha CTOKMTE, 3@ KOMTO Ca HalpaBeHH
peKJamMalmuTe.
(3)JIEYEBHOTO 3ABEJAEHUE — BB3JIOKHUTEJ yioBieTBopsiBa NpeTEHUHHTE CH OTHOCHO
HCH3ITBJIHCHMETO Ha JIOrOBOpa, KakTo M 3a 3allilalllaHe Ha HEYCTOMKHTE OT C¢TpaHa Ha
M3ITbJIHUTEJIA kato 3anbpika rapaHimsta 3a H3mbJIHEHHE 110 4. 7. an. 3. Gyksa “0" or 101 OBOpA.
Kato npeinpuema JICHCTBHS 3a HEHHOTO ycBosiane. B ciywaii, ye croifHOCTTa Ha rapanumsita 3a
m3nbjaHeHue He nokpusa BCHYKH JIb/KUMH 0T WU3ITBJIHUTEJIS weycroiikn. JJEYEBHOTO
SABEJAEHUE — BB3JIOKHUTEJI npuxsama JbIKHMUTE CYMH OT HACPEIIHH [JIAAHHS KbM
M3ITbJIHUTEJIS.



(4) llpn Tpu b BuHOBHA 3a0aBa Ha USITBJIHUTEJISL. npoabikuia ¢ noBeye ot 1oJoBHHATA OT
CpPOKa 3a M3IBJIHEHHE HA CBHOTBETHOTO 3alb/ukeHHe. B paMmkuTe Ha TpH Mmecena/IJEUEBHOTO
SABEJAEHUE — BBb3JIOKHTEJI uma npaBo Ja 1pekpartu J0roBOpPaeHOCTPAHHO ¢ | 5-1HEBHO
[1peM3BECTHE.

($)/IEHEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJI 1ma npaBo aa npekpat €1HOCTPAHHO W Oe3
[PEAM3BECTHE HACTOSALIMSA J0TOBOP B CJIyYald HA CHCTEMHO HETOYHO M3ITbJIHEHHE HA 3a/bJIKEHUATA O1
M3ITbJIHUTEJISI v npeassend noBeuye OT TPU pekJIaMallid B paMKHTE Ha TpH Mecela oT
JEYEBHOTO 3ABEJAEHHUE — Bb3JIOKUTEJI 1o pena na rnasa XI.

(6) B cayuaii. ue no ornowenne Ha UBIMTbJIHUTEJIS nactensr oberostencTsara no wi. 54, an. 1. u
4. 35 an 1 ot 3akona 3a o0wectBenute nopbuku. JEUEBHOTO 3ABEJAEHHUE- Bb3JIOKUTE.J]
MMa 1paBo J1a NPEKPaTH €IHOCTPAHHO HACTOSILIUS JI0TOBOP. 0€3 MUCMEHO MPeIn3BecTHE U 03 J1a JIbIKH
HEYCTOHKH.

XHI. ®OPCMAKOPHHU OBCTOSITEJICTBA
Yo 13 (1) CtpanuTte N0 HACTOSAIIMS IOrOBOP HE b/IKAT 00e31IeTeHHe 3a MOHECEHH BPE/In U 3aryOu.
AKO 10CJIC/IHATE ca IPUYMHEHH B PE3yJITaT Ha HENPEeo/10/1MMa CHIla.
(2) AKo cTpaHaTa. KOSITO € CJIe/IBaJIO J1a U3ITbJIHU CBOE 3a/1b/KEHHE 10 JIOroBopa € Ouiia B 3a0apa. T He
MOZKE J1a C€ 11030BaBa Ha HEMPeo/10JIMMa CuJa.
(3)"Henpeosonmma cuna™ no cMHChIA HA TO3M JIOTOBOP € HEMPEJABUICHO H/HIM HENPEJI0TBPATUMO
ChOHMTHE OT U3BBHPE/IEH XapaKTep, Bb3HUKHAJIO CJIe/1 CKIIOYBAHETO Ha JI0rOBOpa.
(4)Ctpanara. 3acernara OT HENPEO0JMMA CHJIA. € UThIKHA J1a IPEANpUeMe BCHUKH JICHCTBHUS ¢ rpUKaTa
Ha J100bp CTOMAHMH. 3@ J1a HAMAJIM 10 MUHUMYM [IOHECEHUTE Bpe/IM W 3aryOu. KakTo W J1a VBEJIOMH
MUCMEHO Jpyrata CTpaHa B 7-JHEBEH CPOK OT HACTBIIBAHETO HA Hempeojoiaumara cuia. [lpu
HEYBEIOMSABAHE B [IOCOYEHHSI B IPEIXO/IHOTO U3PEUEHHE CPOK CE TbJIKH 00e31IeTeHHE 3a HACTBITHIIHTE
or ToBa Bpeau. Hempeononumara cuia ce JokasBa OT 3acerHarara CTpaHa cbe ceprudukar 3a
(hopeMakop. H31a/ICH 110 ChOTBETHHUS P/l OT KOMIIETEHTHUS OPraH B /IbpiKaBaTa. B KOSTO Ca HACTbITHIIHN
(popecmakopHuTe 00CTOATEICTBA.
(5) Jlokato Tpae HenpeoaoJMMara CHJIA., W3MbIHCHHETO HA 3aJb/DKCHHATA W CBBHP3aHUTE ¢ TAX
HACPELIHH 3abIKEHHUs Ce CIUpA.
(6) He npezicrasiisiBa “HeNnpeoaoMma cuia” CbOMTHE. MPHUUHEHO 110 HEOPEIKHOCT MITH UPEe3 Y MHIILICHO
JCHCTBHE HA HAKOS OT CTPAHUTE WIIM TeXHHM MPEJACTABUTEIN H/HIH CIYKUTEIH, KAKTO U HEJIOCTHIA Ha
napuunn cpesicrsa Ha U3IMTbJIHUTEJSA v IEYEBHOTO 3ABEJIEHUE — Bb3J1OKHUTEL

XIV. CI1IOPOBE

Yo 14, (1)Bb3HukHanInTE npe3 BpeMETPACHETO Ha JI0rOBOPA CIIOPOBE M PA3HOITIACHS MEK/IY CTPAHUTE
ce perasat upes nperoBopu Mexkay Tax. Ilocturnature rorosopenoctu ce opopmst B mucMena (opma
M ce MpeBpbLIAT B HEpa3/1e/iHa 4acT OT A0roBopa.

(2) B cayuail na HenocTuraie Ha J0roBOPEHOCT 110 NPEIXOAHUS WIEH, BCHYKH CIOPOBE. MOPOJICHH OT
TO3H JIOrOBOP HJIM OTHACALIM €€ JI0 HETrO, BKIIOUUTEIHO CIIOPOBETE, MOPOJACHH OT WJIH OTHACSIIH CE J10
HErOBOTO ThHJIKYBaHE, HEJICHCTBUTEIHOCT, HEU3ITbIHEHHE WM MpeKpaTsaBaHe e ObaaT paspelaBaHu
criopes1 ObArapcKUTe MaTepUaiHi M NPOLECYaIHN 3aKOHH OT KOMIETEHTHHS b1 110 pejia Ha [ TIK.

XV. CbOBUIEHUA
Yo 15, (1) Benukyn ¢hoOIIeHHs: MEKILY CTPAHHTE. CBBbP3aHM € W3ITBJIHEHHETO HA TO3M JIOFOBOpP ¢a
BA/IM/IHH. aKO Ca HAlpaBeHH B MUCMeHa (opMa U ca MOAMUCAHN OT YITbIHOMOIIEHUTE NPE/ICTaABUTE N
Ha U3ITBJIHUTEJISA vwin JEYHEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJL
(2) 3a 1ara na cbOOLICHHETO ce cMsTa:
v JlaTara Ha NpejlaBaHeTo — MPU PbUYHO MPe/laBaHe Ha ChOOIIEHHETO!
v JaTaTa Ha NOLICHCKOTO KJIeiMOo Ha oOpaTHaTa pa3ucKa — npHu M3Mpauliase no nouara:
v Jarara Ha NpUEeMaHeTo — MpU u3npamiane 1o gaxke uiam e-mail.



(3)3a BasintHK ajipecH 3a IpueMane Ha CboOLIeH S 1 OAHKOBH CMETKH, CBBP3aHH ¢ HACTOSIIHS JI0rOBOP
ce cmsTar:

3A UBITBJIHUTEJIS: 3AJIEHEBHOTO 3ABEJIEHUE- BB3JIOJKHUTE.I:
®apxon A/l rp. byprac. MBAJI — Kapno6at EOO/I. rp. Kapuobar. 8400.
vit. ..Can Credano™ No 28 yi1. Crapa niaanuna Ne 180
e-mail: farkol/@farkol.bg e-mail: mbalkarnobat/w abv.bg
bankoBa cmeTKa: bankosa cmerka:
BGO9UNCR70001517068074 BG72RZBB91551086672316
UUNCRBGSF RZBBBGSF

(4)1pn npomsina Ha mocoyeHus 10 al. 3 ajpec win OaHKOBA CMETKa ChOTBETHATA CTPaHa € JUIbKHA J1a
VBEJIOMH JIpyrata B TPUAHEBEH CPOK OT MPOMsIHATA.

XVL JIPYI'U YCJIOBUs
Y. 16. (1)l IpaBata u 3a1bIKEHUATA IO HACTOSLIMS JI0TOBOP HE MOTAT J1a ¢ MPEeXBbPIST €/ THOCTPAHHO
Ha TPETH JIMLA U N0JI00HM aKTOBE HE NMOPaXk/1aT NpaBHO JeicTBre €3 MMCMEHOTO ChIIaCHe Ha Jpyrarta
CTpaHa. OCBEH B CllyyauTe Ha o0e3nevaBaHe (rapaHTHpaHe) Ha 3ab/DKEHUS 110 OAHKOBH KPEIUTH.
(2)3a wHeypeaeHHTE BBIPOCH B HACTOSALIMS JIOTOBOp Ce€ MpHJara JAeiCcTBallOTO ObJIrapcko
3aKOHO/1aTEeJICTRO.

XVIIL NIOJAU3ITBJIHUTEJIN
(MPUAOACUMO CAMO 6 CAVdaume, 8 KOUMo U3OPAHUS 3d USNBIHUMET VHACMHUK € NOCOYILT, Y¢ (e
ROJA36d ROOUZNBIHUMENU, NPU CKIIOYEANHE HA PAMKOSOMO CROPAZVMEHUE)
Ya. 17. (HNOAUSITBJIHUTEJIUTE T1psidBa 1a 0TroBapsT Ha CbOTBETHUTE KPUTEPHH 3a 110100p
CcbOOPa3HO BH/IA M JIeJIa OT MOPBhYKATA. KOWTO 111€ U3ITBJIHABAT, U 3a TAX J1a HE ¢a HaJIMIEe OCHOBAHHS 3a
OTCTpaHsIBAHE OT NPOLIEeIy paTa.
(2) JEHEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJI usucksa 3amsna Ha [NOJAUSIMTBJIHUTEL,
KOHTO He OTroBapsi Ha yCJIOBHsITa 1o ai.l.
(3)Korato wactra ot nopwukara. koaro ce m3nbingasa ot MNOAU3ITbJIHUTEJL moxe na Obie
npenazena karo otiaened odekt Ha USINBJIHHUTEJSA wiu na JEYEBHOTO 3ABE/JAEHMUE -
Bb3JIOKUTEJL nocaennus 3aniamma sb3narpak/ieHue 3a tau yact Ha MNOJAU3ITBJIHUTEJIS.
(4) PasnnamanusTa no aja. 3 ce OCBILECTBSABAT Bb3 OCHOBA Ha HCKAHE. OTIPABEHO 01
NOJAUBITBJIHUTEJA 10 JIEHEBHOTO 3ABEAEHHUE - BB3JIOKHUTEJ  upes
M3ITbJIHUTEJISA. koiiTo € JIbKeH Ja ro npejoCTaBh Ha BB3IOKHUTES B |5-AHEBEH CpOK 01
MOJYUYABAHETO MY.
(5)Kbm uckasero no an.3 USITBJIHUTEJISAT npenocras cTaHOBHILE, OT KOETO /14 € BHAHO 4/l
OCIOpBa NJAlaHUATA WK YacT OT TSAX KAaTO HEIb/IKHMHU.
(6)JIEYEBHOTO 3ABEIEHHUE — Bb3JIOKUTEJI uma npaso /1a oTkaske 1Jaiiase rno aj. 3. Korato
HCKAHETO 3a TUlalliaie € OCMOPeHo, 10 MOMEHTA Ha OTCTpaHsBaHE Ha MPHUYMHATA 3a OTKa3a.
(7) Hesasucumo ot usnomssanero Ha [1OJIM3ITBJIHUTEJIN otrosopHocTTa 3a M3mbIHEHME Ha
aorosopa ¢ Ha U3ITbJIHUTEJIS.

XVIIIL BAKJIOYUTEJIHU PA3ITOPE/IBH
Y. 18. (1) [1py cheTaBsHETO HA HACTOALILUS JI0TOBOP C€ MPEICTABUXA CIIEAHUTE JIOKYMEHTH:
4 JlokymenTtu no ui. 112 or 30IT;
Jleknapauus no wi. 55. ain. 6 ot 3JITTXM (korato € npuaoKuMo):
["apanums 3a u3nbaHEHHE:
Texnnuecko n LlenoBo npeanokenue, Hepas/esiHa yacT oT J0roBopa:
Jleknapaumu no 3MMUIT.

AR NN



(2)HacTosiusT 10roBop ce CbCTaBU B TPH €HOOOPa3HH eK3eMIUIspa Ha OBJIrapcku €3MK — eJIMH 3a
H3ITBJIHUTEJIS n 1Ba 3a JEYEBHOTO 3ABE/JIEHUE — BB3JIOKHUTEJL

JEYEBHO 3ABE/JIEHUE — B MTEJ: M3 BJIHUTEL: Lk
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O6ocobeHa nosuuyma 1

LleHoBO npeanoxeHue

Heobxoan
m Bpoin Msapka Tbproscko Konuuecrs OkoHyaTe
flekapctBeH mApkuHa /mgtabl, Cratyc N36pan HaUMEHOBAHW O aKTUBHO NHa HanuueH 8 Ea.ueHa Ea.ueHac
a popma N3 ml/ nnc PY e BEWECTBO  Mapka OnakoBka 6e3 4AC A4C
nepopanHa | AkTaBuc EAL, , HanuueH B
CO3CA01 [Furosemide TBbpAA 5760|mg BanupeH |pa Bbarapus Furantril 40 mg 12 nnc 0,000965| 0,001158
nepopanHa Actavis Group PTC Hanuyen B
CO4AE02 [Nicergoline TBbPAA 600{mg Bannpen |aa ehf., Ucnanamna Nergolin 10 mg 90 nac 0,01372| 0,016464
! Hanuyen
NERGOLIN 10 mg 30 Shmnces
nepopanHa Actavis Group PTC HanuueH B
CO08CA13 |Lercanidipine |rebpaa 7200|mg Banupen |pa ehf., Ucnangua Lecalpin 20 mg 30 nnc 0,006574| 0,007889
Hanuyen 8
|Lecalpin 10 mg 30« mne.
nepopanHa AkTasuc EALl, Hanuyen 8
CO9AAQS |Ramipril TBbpAa 600|mg Bannpen |pa Bvarapus Vivace 10 mg 30 nnc 0,006736 0,008083
s ; L P ‘ A,Igswm:a
Vivace B mg 30 saRlnmne




O6ocobeHa nosuuma 1

TexHuyecko npegnoxeHue

Heobxoam
mbpon  Mspka Tbproscko Konunuecrs OKOHyYate
JlekapcteeH IMApKW Ha | /mg,tabl, Cratyc HaMMEHOBAaHM O aKTUBHO NHa HanunueH 8
a popma N3 ml/ nnc e BewecTso Msapka onakoska [1C
. nepopanHa : : AkTasuc EAZ, ‘ HanuueH B
CO3CAO1 |Furosemide  |rBbpaa 5760|mg BannpeH |pa Bvarapus Furantril 40 mg 12 nnc
nepopanHa Actavis Group PTC Hanuuen 8
CO4AE02 |[Nicergoline TBbpAa 600{mg BannpeH |aa ehf., Ucnanpgus  |Nergolin 10 mg 90 nnc
s , : P e Hanmuens
_[NERGOLIN |10 mg 30 ancss
nepopanHa Actavis Group PTC HanuyeH B
CO8CA13 |Lercanidipine |Tebpaa 7200|mg BanupgeH |aa ehf., Ucnanpgus  |Lecalpin 20 mg 30 nac e
T P o - Hanuyens
|Lecalpin 10 mg 30 VA el
nepopanHa AkTasuc EAL], Hanuuen 8
CO9AAO0S5 |Ramipril TBbpAa 600|mg BanupeH |aa Bbarapua Vivace 10 mg 30 nnc
s e Hanuuens
Vivace 5 mg 30 e




