JIOTOBOP
3A IOCTABKA HA JIEKAPCTBEHH ITPOIYKTHU
Ne AD-05-10H/16.09 20241

JHec, MOC@ 20.’-?‘.‘1 r., B rp. Codust, mexay:

YMBAIJI ,,Csera Exkarepuna‘ EAJl, ¢ anpec Ha ynpasienue: rp. Codus, 6yn. “I1. Cnapeiikos”
Ne 52A, EMK 831605845, npeacrasnsano ot npod. a-p ['endo Haues, IMH - H3IIBJIHUTEIIEH JUPEKTOP
, Hapnuano no-joiy 3a kpatkocT , JIJEUEBHO 3ABE/IEHHUE — BB3JIOKHUTEJI” ot enna ctpana
"
»@®BOHUKC ®APMA” EOO/L, cbe cenanuiie u aapec Ha ynpasineuue: rp. Codusi, n.x. 1407, paiion
Crynentcky, yi. "Oxonospsered nbt" Ne 199 A, EMK 203283623, npeacrasnssaio ot Hukonaii bunes
Kones, B kauecTBoTO My Ha Ynpasissaui aupextop u Becenun Bennukos KyHes, B KauecTBOTO My Ha
JHupexrop [Ipogan6u, upes [TuaHomomunnm — Kpacumup Hukonaes Hukonaes u Becenun Bennukos
Kynes, napuuano no-nony 3a kparkoct , U3IIbJIHUTEJ” ot apyra crpana,

Ha ocHoBaHHe 4. 112 ot 3akoHa 3a obuecTBeHuTe nopbukH (30I1), BbB Bpb3Ka ¢ NPOBEIEH BHTPELIEH
KOHKYpeHTeH n30op/nonbinena odepra no PamkoBo cnopaszymenue Ne PII -11-55 /29.03.2021r. ce
CKJIIOYH HACTOSILIMS JOTOBOP 3a CIIEAHOTO:

I. IPEAMET U CPOK HA 1OI'"OBOPA

Ya. 1 (1) JEYEBHO 3ABEJEHHUE - BB3JIOKHUTEJ Bb3nara, a UBIIBJIHUTEJSAT ce
3a7bJKaBa Ja U3BbPIIN JOCTABKA HA CIIEAHUTE JIEKAPCTBEHH TNPOYKTH:

O06ocodena mozunus No 1
AHaTomo- MezkayHapoaHo Haunn Ha | Msipka KoanuecrBo
TepaneBTHYEH KO/l | HEMATEHTHO NPHJIO/KeHHE /mg,
/ATC-xon/ HanMeHoBaHHe /INN/ tabl., ml.
u ap./

COIAAO8 Metildigoxin nepopajHa TBbpia | mg 78
CO01BDO1 Amiodarone napeHTepaiHa mg 3364500
C01BDO1 Amiodarone nepopajHa TBbpia | mg 3580460
C04ADO03 Pentoxifylline nepopayiHa TBspja | mg 1144000
C04AX21 Naftidrofuryl nepopajiHa TBbpJa | mg 14326
C07BB07 Bisoprolol, nepopasHa TBbpaa

Hydrochlorothiazide mg 300
CO8CAO05 Nifedipine nepopaita TBbpaa | mg 3900
CO8CA06 Nimodipine napeHTepaita mg 2700
CO8CAO06 Nimodipine nepopajiHa TBbpja | mg 5500

(2) JloroBopbT BiM3a B CHiIa OT JaraTa Ha MOANMCBAHETO MYy OT JBETE€ CTPaHH H € ChC CPOK JI0
31.12.2021 r.

I1. IEHU ¥ OBIIIA CTOMHOCT HA JJIOCTABKUTE I10 JOTOBOPA

Ya. 2. (1) llenata Ha cTokuTe 1o 4i.l € CBIVIACHO 1IEHOBO MpEUIOYKEHHE Ha I/l3l'l'bJ1HPITEJIH MMQ;Q
Hepas/ieJIHa yacT OT JIOroBopa. /G b{gf? A
(2) Llenara Bkiro4yBa CTOHHOCTTA Ha CTOKATa, OMAKOBKA, 3aCTpaXxoBKa U TPAHCIOPT A0 J]EIIFLQH'C‘“ W HW@,/?
3ABEJEHHUE - Bb3JIOJKHUTEJI npu MHHMMaleH CPOK Ha TOJHOCT He MO-KpaT? " u“[*}fﬂ’ 0 b ¢ /2

W
00sIBEHHS OT IPOU3BOJUTEIA 3a JICKAPCTBEHUTE MPOJYKTH HIIH HE 1o-KpaThk o1 20 % ¢ wi, ﬁ?b,\a\’b{ T



MPOU3BOAUTENS 32 OMONPOAYKTUTE MM OHONOA0OHUTE NPOAYKTH. MUHUMATHUST CPOK HA FOAHOCT Ce
omnpejesst KbM JlaTaTa Ha BCsKa JI0CTaBKa Ha JICKapCTBEH MPOIYKT.

(3) Obmara croiiHOCT Ha KOCTaBKHUTE 110 JoroBopa e 10 18 588.80 (Ocemnadecem xunsou nememomun
ocemoecem u ocem n6. u 80 cm.) nesa 6e3 Bxmouen JJJIC u mo 22 306. 56 (Jsadecem u dse xunsou
mpucma u weem 6. u 56 cm.) nepa c pkmouen JIJIC.

(4) Llenara no norosopa € (pMKCHpaHa, He MOJJIEKH Ha NPOMsIHA 3a CPOKa Ha JeiicTBHE Ha JOTOBOpa,
ocBeH B cirydauTe Ha 116 ot 30I1.

(5) B cayuaii, ue npe3 BpeMeTo Ha J€HCTBHE Ha CHOTBETHHS JIOTOBOP CTOHHOCTTA, KOSATO CJIe/Ba J1a ce
3aniaia ¢ ImyOJIM4YHH Cpe/ICTBA Ha JIEKApCTBEHHN NPOAYKTH OT IT03UTHBHUS JIeKapCTBEH CIHCHK CTaHE
MO-HUCKA OT JIOTOBOPEHATA, JIeYeOHOTO 3aBe/IEHHE — BB3J10KUTE O€3yCIIOBHO 3aruiallia JeKapCTBeHHTE
MPOJYKTH Ha MO-HUCKATA CTOMHOCT, CYUTAHO OT:

- Jlatara Ha B/IM3aHe B CHJIa Ha pelleHueTo Ha HanuoHanHus chBeT 1o LleHH U peuMOypcupane
Ha jexapcTBeHuTe npoayktu ( HCLIPJIIT);

- JlaTaTa Ha aKkTyain3anusra Ha [1o3uTHBHHS leKapcTBeH CIUCHK 10 peaa Ha wi. 57, an. 1 ot
Hapenbara 3a ycnoBusita, mpaBujaTa W pela 3a peryjiMpaHe MW perucTpupaHe Ha ILIEHHTE Ha
nexkapcerBenute npoayktd (HYIIPPPLUIIT) 3a nexkapcTBeHMTE NMpPOAYKTH C HaMasjeHa CTOWHOCT 3a
OIaKOBKa, H34KcleHa Ha 06a3a pedepeHTHa CTOHHOCT.

B caydanTte no npeaxoHOTO U3peyeHne, CTOMHOCTTa e ONpe/esisi KbM MOMEHTA Ha JIOCTaBKaTa
(moanucBaHe Ha NPUEMO-TpeAaBaTesieH MPOTOKOI).

III. YCJIOBUSI U HAYHWH HA TVIALIAHE

Ya. 3 (1) IlnamaneTo mo HACTOAIIMS JIOTOBOP C€ OCBIIECTBsBA 4pe3 OAHKOB MPEBOJ OT CTpaHa Ha
JIEYEBHO 3ABEJIEHUE — Bb3JIOKHUTEJI no nocouenara B un. 15, an. 3 6ankosa cMerka Ha
HU3IIBJIHUTEJIA.
(2) 3amuiamaneTo Ha CTOKUTE IO JIOTOBOpA Ce M3BBPIIBA OTJIOKEHO B CPOK 10 60 /iectaeceTns/ nex,
cJIe/l pEeJCTaBsHe Ha CIEAHUTE JOKYMEHTH:
JlocraBna ¢akTtypa, cbeTaBeHa cbriacHo uzucksanusTa Ha 3J1J1C u IT13]1/1C;

2. llpuematenHo-npenaBarelHu NPOTOKOJIH,
(3) B cayuaii, ue nocovyenute B Wi 3, an. 2 JOKYMEHTH ca HEPEJIOBHH MJIH HE Ca KOMILIEKTOBaHH,
cbuute ce Bpbat Ha U3ITbJIHUTEJIS ¢ npuemarenHo — npejiaBaresieH IMPOTOKOJI 3a H3NpaBsHe Ha
HepeanocTuTe. CpoksT Mo ui.3, ajl. 2. 3amousa Jia Tede OT JaTaTa Ha Npe/CTaBsSHETO Ha MOCjeqHus
H3UCKYEM C€ TJOKYMEHT.
(4) Ilpn dakrypupane Ha 3asiBEHUTE KOJMYECTBA JIEKAPCTBEHH MPOJIYKTH, [0 BCAKA OTJE/IHA 3asBKa,
lleHaTa Ha ONAaKOBKa HE clle/iBa Ja HajBuIlaBa onpejaeneHara B I103MTHBHHUSA JleKapCTBEH CIHCHK-
[Mpunoxenue Ne 2, pepepeHTHA CTOHHOCT Ha ONAKOBKA 3a CHOTBETHUS JICKAPCTBEH MPOAYKT. B crnyuaii
Ha M34YHUCIIABAaHE HA CTOWHOCT IMO-BHCOKa OT peepeHTHaTa CTOMHOCT Ha ONAKOBKA 3a CHOTBETHHS
JIEKapCTBEH MPOJIYKT, CTOWHOCTTA C€ HAMaJsBa H 3aruialla 10 CTOHHOCTTAa Ha OIaKOBKa ONpejelieHa B
[To3uTHBHMS NeKkapcTBeH criuchK- [Tpunoxenne Ne 2,

IV. CPOK HA JOCTABSIHE

Y 4 (1) JEHEBHOTO 3ABEJEHUME — Bb3JIOJKHUTEJI 3asBsiBa He0OOX0AMMUTE MY KOJIHUYECTBA
¢ nucmena 3asska g0 M3ITBJIHUTEJISL. 3asBkara ce BpbuBa JIMYHO Cpelly MOANMHC Ha
M3IIBJIHUTEJISA unn ynbIHOMOIIEHO OT HEro JIMLE WIIH Ce H3Mpallid ¢ MPernopbyaHo MHCMO ¢
oOpaTHa pa3nucka, 1o (akc Ui 10 e1eKTPOHEH IbT.

(2) Besika otnentna jocraBka, ciiezia fia Ob/ie 10CTaBeHa B CPOK 10 7 KaJleHJapHH JIHH CJIe]] I0JTyYaBaHe

Ha 3asBkara oT IEYHEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJI u 3a konnuecTsaTa i OMAKOBKHTE _

(cb0Opa3HO KOHKPETHUTE JICKApCTBEHH INPOAYKTH, MOCOYEHH B TEXHHUYECKOTO Npe/UIoKeHNe" Ha 3},{@6 1
M3ITBJIHUTENS), TOYHO ONpeleeHU B 3asBKaTa. B ciyuwaii, 4e ce mpaBW mbpBa JOCTaBKa OTS ,n» L P 5t ﬁ”
NapTU/ia Ha JIEKapCTBEH MPOJYKT, ce npejctass CepTudukar 3a ocBoO0K1aBaHe Ha I'IapTPI,HF‘” W T’ﬁ ‘; (f IrA¢
|
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€JICKTPOHHATA I10111a, I0COYeHa KaTo aJIpec 3a KOPECIOHAEHIMS, NPUAPYKEH C MPEeBO/l Ha Obarapcku
€3MK OT ()MpMa, CKIIOYMJIAa JOToBOp ¢ MMHHMCTEPCTBO Ha BBHIIHHUTE paboTH 3a M3BBPIIBAHE Ha
opuunanHu npepoau. M30poeHuTe JOKYMEHTH Ce NPEJICTaBAT B ChOTBETHOTO 3BEHO, OMPEAEICHO OT
ne4eOHOTO 3aBezieHHe — Bb3noxuteln. [Ipu cieasainu J0CTaBKH Ha JIEKapCTBEHH TPOJAYKTH OT ChIllaTa
napTuja, CepTHQUKATHT HE ce MPeJICTaBsl.

(3) B cayuait na HeoOxomumocT ot cnemna jocraska, JIEUEBHOTO 3ABEJEHHE -
Bb3JIOKHUTEJ nocoysa m3pHyHO B 3asiBKara, 4e € HeoOXoauMO Ja Objie M3BBpIIEHA CIEIIHA
nocraska. B To3u cityyaii, joctaBkara ciieiBa 1a Objie H3BBpILIEHA 10 6 Yaca OT roJjiyyaBaHe Ha 3asiBKaTa
M 3a KOJIHYecTBaTa M ONAKOBKHTE (ChOOpa3sHO KOHKPETHHUTE JICKAPCTBEHH MPOJYKTH, TOCOYEHH B
TEXHUUYECKOTO Tpe/UIoKeHHE Ha U3IBIIHUTEIIS), TOYHO OTIpe/Ie/IecHH B 3asiBKaTa.

(4) UBITBJIHUTEJIAT ce 3axbikasa, B cpok 10 1 paGoTeH aeH, B cydanuTe 1o aj. 2 U B Cpok 1o 1
yac, B CIy4auTe Ha ail. 3, cie]l NoJyyaBaHETO Ha BCSKa 3asBKa Ja YBEJOMH NMHCMEHO WIIH 10 (akc
JEYHEBHOTO 3ABEJEHHME - Bb3JIOKHUTEJI B cityyaii ye He MOXKe /1a H3BBPIIHN J0CTABKA HIIH
B CIy4aii, 4e He MOJKE Jia ClIa3u CPOKBT 3a H3BBPILIBAHE HA IOCTABKATA, [IPEMET Ha KOHKPETHATA 3asBKa.
(5) KpM naTara Ha Besika JOCTaBKa, OCTATHYHUST CPOK Ha TOJJHOCT Ha JIEKAPCTBEHUTE MPOYKTH, CJie/Ba
na 6bae He no—manbk oT 40 % /yeTHpHaeceT HA ¢TO/ OT OOSIBEHUS OT MPOU3BOIAUTEIISL.

(6) Kem jatata Ha Besika JlocTaBKa OCTATBYHHUST CPOK Ha TOJHOCT HA OMONMPOAYKT WM OHONOJ00EH
IPOJYKT, ceaBa aa 6bae He no—Manek o1 20 % /aBajecer HA €10/ 0T 00SBEHHS OT IPOU3BOAUTEIS.
(7) 3a xonuyectBa JOcTaBeHH W3BBH 3asBkata mo wi. 4, an.l, JEYEBHOTO 3ABEJEHHUE -
Bb3JIOXKHUTEJI usima 3aib/1KeHne 3a MJaliaHe.

(8) B cnyuaure mo i 10, ajn. 7 oT 10roBopa, CPOKBT MO al. 2 ¥ 3 3amoysa jia Teue OT jarara Ha
niucMeHoTo chriacie Ha JEYEBHOTO 3ABEJIEHHUE — Bb3J10KHUTEJL

V.MsICTO HA 1OCTABSIHE

Y. 5. (1) 3a MsicTO Ha JOCTaBsiHE HA CTOKUTE T10 TO3H JIOTOBOP C€ OMpeielis ClIeJH s aJipec:

YMBAJI “CBETA EKATEPUHA” EAJl — Bosinnuna Anteka, rp. Codus 1431, Cronmuna obiiuHa
— paiton Tpuaauua, 6yn. “Tlenuo Cnaseiikos” Ne 52 A

(2) PuckbT OT ci1yyaiiHOTO MOrMBaHe WM MOBpeXkIaHe Ha crokute npemuHara Bbpxy JJEUEBHOTO
3ABEJEHHUE - Bb3JIOKUTEJI or MOMEHTa Ha MpHEMaHETO MM HA MICTOTO Ha JOCTaBsHE C
IpUeMaresIHO-Tpe/laBaTesieH POTOKOJI.

VI. JATA HA JOCTABSHE HA CTOKHUTE

Y. 6. 3a nata Ha oCTaBsIHE Ce CYMTA JlaTaTta, Ha KOSATO CTOKHTE ca JOCTAaBEHH JI0 aJipeca OCOUEH B YJl.
5, an. 1, npu ycioBusTa Ha wi. 9, ai. 2.

VII. 3AABJIKEHUS HA U3ITBJIHUTEJIS

Y. 7. UBITBJIHUTEJIAT ce 3aabikasa:

1. Jla moctaBu cTOKMTE B J0roBopeHusi cpok u aa ru npeaaie Ha JIEUEBHOTO 3ABEJEHUE —
BB3JIOKUTEJL

2. Jla npenane CTOKMTE, AKETHPAHW U MapKUpaHU B CHOTBETHMSI BMJI, KOJHYECTBO M KauyeCTBO Ha
MSCTOTO Ha JIOCTaBsIHE.

3. Ilpu noanucBaHeTo Ha JOTOBOpA J1a MPE/ICTABH:

a) nokyMenTH mo wi. 112, an. 1 or 30I1.

0) rapanuus 3a U3NbIHEHHE, B eHa oT (opmure, onpeaenenu B wi. 111, an. 5 or 3011, cse cpok Ha . \,k}'};’{
BaIMAHOCT 60 HH clie/l U3THYAHE CPOKa Ha JOTOBOpA, KOSTO ce 0cBOOOK/1aBa B cpok 10 60 nnu;gﬁig;?\«“",ﬁf i
M3IIBLTHEHHE HA JloroBopa. B cityyail, ye BanuaHOCTTa Ha rapaHluaTa H3THYA NTpeJIH ﬂoronopafﬁ"v,-‘&pv "Lh‘ D][}f
usnbiaHeH, U3ITBJIHUTEJIAT ce 3anbikaBa ja yAB/DKHM CPOKa Ha BaIMIHOCT Ha rar:_,jﬁ& N ! }D{ A4
TOJIKOBA JIHH, TAKA U€ rapaHIHUATA J1a IOKPHBA 0YaKBaHHs CPOK 3a H3IBIHEHHE HA JIOT7, I;J:f“._ 9k EM |3 |



nau. lapanuunaTa e B pasmep Ha 3% ot croiiHocTTa Ha Jorosopa 6e3 JUIC u Bb3au3a Ha 557,66
JieBa.

(4) [Jla nocraBs JIEKapCTBEHHM MPOAYKTH, KOWTO OTroBapsT Ha H3HCKBaHMsATAa Ha 3aKoHa 3a
JIEKapCTBEHUTE NPOJYKTH B XyMaHHaTa MeauuuHa (3JIITXM) — na nputexasar BaluaHO paspelieHne
3a ynorpeba B cTpanara, u3znaneno no peaa Ha 3JIITXM win Pernament (EO) Ne 726/ 2004 r. na
EBponeiickus napnament u CoBera /4. 23, an.1 na 3JITTXM/.

(5) /la nocraBs nekapcTBEHHM MPOJYKTH, KOUTO ca BKmoueHu B Ilpunoxenne No 2 Ha [lo3utuBHuUS
JIeKapCcTBEH CIHCHK.

(6) B ciyyaii, ye ce npaBu nbpBa J0CTaBKa 10 AaJeHa NapTHa Ha JeKapCTBEH MPOJIYKT, Aa MpeIcTaBs
Ceprudukar 3a ocBoboaaBaHe Ha napruara, u3gajaeH or kKpanupuuupano jumue no 3JIIIXM na
€JIEKTPOHEH HOCHTE] HIH 110 €JIEKTPOHEH IbT Ha €JeKTPOHHATa IOIl@, NMOCOYeHa KATo ajpec 3a
KOPECITIOHICHIMS, TIPHJPYKEH ¢ MpPeBoj Ha OBArapcku €3uk OoT (upMma, CKIOYMIa JOroBOp ¢
MuHucTepeTBO Ha BHHIIHUTE PaboTH 3a U3BLPIIBaHE HA OQUIHATHN TPEBOJIH.

VIIL 3AABJIKEHUS HA JIEYEBHOTO 3ABEJAEHUE - Bb3JIOKUTEJI

Yu. 8. JEYUEBHOTO 3ABEJIEHHUE — BbB3JIOXHUTEJI ce 3aabinkasa:

1. Jla mpueMe JIocTaBeHUTE B CPOK H HA MACTO CTOKH, ChOTBETCTBAIIM 10 BHJI, KOJIMYECTBO U KAYECTBO
Ha ONMCAHOTO B HACTOALIMS JOTOBOP.

2. Jla 3anati J0CTaBEHHTE CTOKH IO pe/ia Ha 4Jl. 3 OT HACTOSLIUS JJOTOBOP.

3. Ciiex npuKIIIOYBaHE M3IIBJIHEHHETO HA JIOTOBOpA [a OCBOOOM rapaHIMaTa 3a M3IbIHEHHE, 0e3 Ja
JUBJKM JIMXBH 3a CPOKa, Npe3 KOHTO cpe/icTBaTa 3aKOHHO €A MPECTOSJIN Y Hero.

IX. MIPUEMAHE H IIPEJABAHE HA CTOKHUTE

Y. 9. (1) IIpuemanero Ha CTOKHTE Ce M3BBPUIBA HA MACTOTO HA JOCTABSHE MOCOYEHO B Wil 5, ai. 1.
(2) U3BIBJHUTEJSAT wunu  ynwsiHOMOLIEH OT HEro MpeACTaBHTENl H  IPEACTABUTE] Ha
JEYEBHOTO 3ABEJAEHUE - BbB3JIOXKUTEJ noanucear npHeMaTeIHO-IIPeAaBaTelieH
IIPOTOKOJI, YAOCTOBEPSBALIl T0Jy4aBaHETO Ha CTOKHTE.

X. KAYECTBO, 'APAHIIUU U CPOK HA T'OAHOCT

Y. 10. (1) CtokuTe, npeaAMET Ha HACTOSIIHS JIOTOBOP, CJIe/(Ba Jia OTrOBApAT HAa W3UCKBAHHATA HA Wil
7,am 4us5.
(2) KbM naTaTa Ha l0cTaBKaTa, OCTaTbUYHHUAT CPOK HA FOJHOCT Ha JIEKAPCTBEHHUTE MPOJIYKTH, CJIe/IBa 1a
Onae He no—Manbk ot 40 % /4eTupusecer Ha CTo/ OT O0SBEHHS OT MPOH3BOAUTEIS.
(3) B ciyuaii Ha 1ocTaBKa Ha JeKapcTBEHHUS POJAYKT € 10 — KPaThK OT JIOFOBOPEHHS CPOK HA FOAHOCT,
JbJDKUMAaTa HeycTolKa J1a Ob/1e NpoMeHeHa, KaKTo cieBa:

ot 39,99% 10 30% - 3 % BBpXY CTOHHOCTTA Ha JIOCTaBKaTa,

oT 29,99% 1o 20% - 5 % BBpPXY CTOHHOCTTA Ha JIOCTABKATA,

ot1 19,99% 1o 10% - 7 % BbpXYy CTOHHOCTTA Ha JIOCTABKATA,

noj 10% - 10 % BbpXy cTOHHOCTTA Ha AOCTaBKara.
(4) OcTaThbuHUSAT CPOK HA FOJHOCT HA OMONPOAYKT /OHONOA00EH NPOAYKT, ClejBa Ja Obje He 10—
manbk oT 20 % /nBazgeceT Ha cTo/ OT OOSIBEHUsI OT MPOU3BOIUTENS KbM JataTa Ha BCsSIKa JIOCTaBKa.
(5) B ciyyait na nocraska Ha 6MonpoyKT/6MOM000€H MPOIYKT € 10 — KPaThK OT JIOTOBOPEHHSI CPOK
Ha rOJIHOCT, IBbJDKMMATa HEYCTOHKA € KaKTo clie/Ba:

ot 19,99% no 10% - 2 % BbpXy cTOHHOCTTA HA JOCTABKaTa; _ M..uf/'zﬂn
oT 9,99% 110 5 % - 4 % BBPXY CTOHHOCTTA Ha JIOCTABKATA, v w a}nﬁ A
o1 5% - 6 % BbpXY CTOHHOCTTa Ha JA0CTaBKara. MIS/L 1{3\4 %}G | \
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(6) JEYEBHOTO 3ABEJJEHHUE - Bb3JIOXKHUTEJI moxe J1a OTKaXe NPUEMaHETO Ha CTOKUTE, aKO
B JIEHd Ha TAXHOTO NPUCTUTaHE WM NPHEMaHE OCTaThbYHHUS CPOK HA TOAHOCT € MO0 — MalbK OT
onpenenenus B wi. 10, an. 2. u an. 4 MHHHMAaJIEH CPOK Ha TOJIHOCT.

(7) HocraBkaTa Ha JIEKapCTBEH MPOAYKT C OCTAThY€H CPOK Ha TOJHOCT MO-Maibk oT 10 Ha CTO OT
00SIBEHHs OT MPOM3BOUTENS U Ha OHONPOAYKT/ONONOA00eH POAYKT C OCTATHYEH CPOK HA FOAHOCT T10-
MaJbK OT 5 Ha CTO OT OOSIBEHMs OT NPOU3BOJMTEINS C€ W3BBLPIIBA CaMO C IMHCMEHO ChbIJIAaCHE Ha
JIEHEBHOTO 3ABEJEHUE - Bb3JIOZKUTEJI 32 KOHKPETHO KOJIMYECTBO, OMPEIENIEHO OT HETO.
be3s u3puuno nucmeno ceriaacue Ha JEHEBHOTO 3ABEJEHUE - Bb3JIOXKUTEJI crokuTe Hama
Jla OBJaT 3analiatH,

(8) HMckanero 3a mUCMEHO ChIVIacHe, B ciydauTe Ha ain. 7, cienpa jaa nocrsnd B JIEUEBHOTO
3ABEJIEHHUE — BB3JIOKHTEJI B cpok 10 1 (eanH) paboTeH JIeH OT HoJIyyaBaHe Ha 3asBKara.
(9) B ciayyanTe Ha CHENIHU JOCTABKH IMOCOYEHHUTE B @J1. 3 M aJl. 5 HEYCTOMKH He ce NpuJIarar.

XI. OTTOBOPHOCT 3A HETOYHO HU3ITbJIHEHHUE. PEKJIAMALIUA

Y. 11. (1) JEYEBHOTO 3ABEJJEHUE - Bb3JIOKUTEJI moxe j1a npe/isiBsBa peKiaMaluH 1pej
HU3II'bJIHUTEJIA 3a:

a) KOJTMYECTBO M HEKOMIUIEKTHOCT Ha CTOKHMTE MJIM TEXHHUYECKaTa JJOKYMEHTallMs (SBHH HEJIO0CTAThIIH);
0) KauecTBO (CKPHUTH HEAOCTATDHIIH):

- TIPH JIOCTaBSIHE HA CTOKH HE OT JIOTOBOPEHMsI BUJI, IIOCOYEH B 4J1. 1;

- [IPH KOHCTaTHpaHe Ha epeKTH NpH ynorpeda Ha CTOKHUTE.

(2) Pexnamanuu 3a aBHM HepoctaTblM Ha cTokute ce npapsaT or JIEYEBHOTO 3ABEJ/IEHUE -
Bb3JIOKHUTEJI, B MoMeHTa HA IpeIaBaHETO MM, 3a KOETO Ce ChCTaBsl IIPOTOKOJ, MOAMNUCAH U OT JBETE
CTpaHH.

(3) Pexnamauuu 3a CKpMTH HEJIOCTATHIM C€ MPABAT Mpe3 LeHsl CPOK Ha TOJHOCT Ha JOCTABEHHTE CTOKH,
KaTo peKjgaMalMsaTa ce MNpHapy’kaBa 3aJbJDKHTETHO OT KOHCTATUBEH IPOTOKOJ, H3JaJeH OT
M3nbiaHuTenHaTa areHIus 3a JieKapcTBara.

(4) JEYEBHOTO 3ABEJEHHUE - BDB3JIOKHUTEJl e a1bKHO [a YBEJIOMH IHCMEHO
M3ITBJIHUTEJIA 3a ycranosenute aedextd B 5 (1eT) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamanuunTe ce noco4sa HOMEPHT Ha JIOTOBOPA, TOYHOTO KOJHYECTBO Ha MOJYUYEHHTE CTOKH C
TEXHHUS NapTHAEH HOMEP, OCHOBAaHHETO 3a pekyaMalHs U KoHkpeTHoTo uckane Ha JIEUEBHOTO
3ABEJEHHUE — Bb3JIOJKUTEJL

(6) B 5 (ner) queBeH cpok ot nosyyasane Ha pertamatuita, U3II'bJIHUTEJISIT cieia 1a OTroBOpH
na JIEHEBHOTO 3ABEJEHHUE - BB3JIOKUTEJI nucMeHo M KOHKPETHO Ak IpHeMa
peKJIaMalMaTa UiH 51 OTXBBPIISL.

(7) Tlpu pexnamanus 3a sisau HegocTarblid U3ITBJHHUTEJIAT e anbxen B cpok ot 2 pabOTHH AHHU
OT MoJIlydaBaHe Ha peKjIaMalusTa 3a CBOS CMETKAa M PHCK Ja JIOCTaBH Ha MSCTOTO HA JIOCTaBSIHE
KOJIMYECTBOTO JIMIICBAILH B JIOCTABKATa / HEKOMIIEKTHH IOTOBOPEHH CTOKH.

(8) Ilpm pexnamanus 3a ckputu Hejpoctarbuu, B ciydaii ye MH3IIBJIHUTEJSAT e npuen
peKJlamalusTa, ChLUIMAT € JulbikeH B 10 (Jiecer) IHEBEH CPOK OT MOJIydaBaHETO if /1a 3aMEHH JI0CTABEHHUTE
HEJIOrOBOPEHH 110 BUJ / Ae()EKTHH CTOKH 3a CBOSl CMETKa U pucK wiu no npeterka Ha JEYUEBHOTO
SABEJEHHUE - BB3JIOKUTEJI na BbpHe CHOTBETHATA 4acT OT 3arjareHara LeHa, BEJHO C
NBIDKAMHTE JTHXBH.

(9) N300pbT HA MOCOYEHHUTE MO-TOPEe BB3MOKHOCTH J1a ¢c€ BbPHE ChOTBETHATA YacT OT MJIATEHOTO HIIH
na ce pocrassaT HOBU cTokd npuHamiexu Ha JEYEBHOTO 3ABEJAEHHUE — BB3JIOKHUTEJI u ce
ylpaxHsBa oT Hero noj ¢popmara Ha nucmeno ysegomierue 10 H3ITbJIHUTEJIS, kato pasxoaure u
PHCKOBETE 110 HOBOTO AocTaBsiHe ca 3a cmeTka Ha U3ITBJIHUTEJISA.

(10) Crokure, npeamer Ha pekiaManus ce cwvxpadssar ot JIEHEBHOTO 3ABE,[[EHI/IE -
BBb3JIOKHUTEJI 10 ypexk/iane Ha pexaaMaluuTe.

XII. OTTOBOPHOCT IIPU HEU3ITbJIHEHHE 4 EU‘ Lmﬁ'b 6‘(
30' \\[rL



Y. 12. (1) 3a HeusnbIHEHHE HA 3a{b/DKCHHUSTA CU 110 HACTOSILIMS JIOTOBOP C H3K/IIOYEHHE HA TE3H I10
yn. 10, an. 2 u an. 4, A3II'BJIHUTEJISAT nwemxu Heycroiika B pasmep Ha 0.5 % Ha JeH BBPXY
CTOMHOCTTA Ha KOHKpETHaTa 3asBKa, HO He noBeye oT 10 % (mecer mpoueHTa) OT CTOHHOCTTA Ha
KOHKpETHAaTa 3as1BKa, KaKTo U 00e3IeTeHne 3a NPeThPIEHUTE JeHCTBUTENIHH BPE/IH B CJIyyauTe, KOrato
T€ HAJAXBBPJAT AOrOBOpeHaTa HeycToika. B ciaywaurte mo un. 4, an. 3, nocouyeHata B NpeaXOJHOTO
H3pedeHHue Heycrolka B pasMep Ha 0.5 % ce HauMcsBa 3a BCEKH 4yac NMpocpoyre, HO He noseye ot 10
% (Jlecet MpoIeHTa) OT CTOMHOCTTA Ha KOHKPETHATA 3asBKa, KAKTO W 00e3IeTeHHe 3a NPEThPIICHUTE
NEeHCTBUTEJIHU BPE/U B CIlyyauTe, KOTaTo T€ HaJAXBBPJISIT JOrOBOpEeHaTa HeyCToiKa.

(2) Koraro npu nanmuuue Ha pexinamanui, USITBJIHUTEJISIT He u3nbidu 3aQb/KEHHATA CH 110
pasaen XI ot Hacrosimus goroBop B cpok, ceimuAT Abkd Ha JIEUEBHOTO 3ABEJIEHUE-
Bb3JIOKHUTEJI neycroiika B pazMep Ha 2 % OT LieHaTa Ha CTOKUTE, 3a KOUTO ca HalpaBeHH
peKJiamMalumTe.

(3) IEYEBHOTO 3ABEJEHHUE - BDbB3JIOJKHUTEJI ynosneTBOopsiBa NPETEHIHHTE CH OTHOCHO
HEM3NBJIHEHHETO Ha [I0roBOpa, KakTO W 3a 3aljallaHe Ha HEYCTOHKHTE OT CTpaHa Ha
M3ITBJIHUTEJISA xaTo 3axbprka rapaniiusita 3a U3mbiaHeHHe 1o 4. 7, ai. 3, Oyksa “6” ot morosopa,
KaTo mpeanpuemMa JeHcTBUSl 3a HEHHOTO ycBosBaHe. B ciyuaii, ye croiiHOCTTa Ha rapaHuusaTa 3a
u3nbiaHeHne He nokpusBa BcHukd Ab/kuMH oT M3ITBJIHUTEJIS neycroiiku, JEUYEBHOTO
3ABEJIEHHUE - BB3JIOKHUTEJI npuxsama ABDKHMHTE CYMH OT HACpel(HH IUIalllaHUsl KbM
M3IT'bJIHUTEJIS.

(4) IIpu tpu nuTH BuHOBHA 3abasa Ha U3ITBJIHUTEJISA, npoabmkuia ¢ noseye oT NOJOBHHATA OT
CpoKa 3a M3NbJIHEHHWE Ha CHOTBETHOTO 3ajlbJDKeHHe, B paMmkute Ha Tpu Mecena JJEUEBHOTO
3ABEJIEHHUE - BB3JIOKHUTEJI uma npaBo ja npekpaTu JOroBopa €IHOCTpaHHO ¢ 15-aHEBHO
Tnpeu3BecTHE.

(5) IEHEBHOTO 3ABEJIEHHUE - Bb3JIOKUTEJI nma npaBo Ja npekpatd eJIHOCTpaHHO u 0e3
NpeU3BECTHE HACTOSALINS JIOTOBOP B CJIy4ail HA CHCTEMHO HETOYHO M3ITBJIHEHHE Ha 3abJDKEHUATA OT
M3ITBJIHUTEJISL u npexsBeHd noseue OT TPH pekiaMalldd B paMKHTE Ha TPH Mecelia OT
JIEHEBHOTO 3ABEJIEHHE - BB3JIOXKHUTEJI no peja na raasa XI.

(6) B cayyaii, ye nmo orHomenue Ha U3IIbJIHUTEJISA nactensar obcrostencreara o wi. 54, an. 1, u
us. 55, an. 1 or 3akona 3a odwmectBerHure nopsuku, JEYEBHOTO 3ABEJJEHHUE- Bb3JIOXKHUTEJ]
HMa I[1paBo J1a [IPeKpaTH eIHOCTPAHHO HACTOSALIMS I0TOBOP, €3 MUCMEHO Npein3BecThe U 6e3 1a bk
HEYCTOMKH.

XIII. ®OPCMAXKOPHHU OBCTOSTEJICTBA

Ya. 13 (1) Crpanute no HacTOSLIUS JOrOBOP HE AbJDKAT 00e3IeTeHHe 3a MOHECEHH BpeaH M 3aryoH,
aKo IMOCJIEIHUTE ca IPUYHHEHHU B PE3YJITAT HA HENPEOI0JIMMA CUJIa.

(2) Ako cTpaHaTa, KOSITO € Clie/IBajIO Jla M3IIbJIHU CBOE 3a/IbJKEHHE 110 JIoroBopa e Ouiia B 3a0aBa, Ts He
MOJKe Jla Ce I1030BaBa Ha HENpPeo10IMMa CUJla.

(3) “Henpeononuma cuiia” no cMHUChJIa Ha TO3H JOTOBOP € HEMPEABHACHO W/HIH HENpeaoTBPATHMO
CcbOMTHE OT M3BBHPE/IEH XapaKTep, Bb3HUKHAJIO ClIe/l CKIIOYBAHETO Ha JOroBopa.

(4) Crpanara, 3acernara OT Helpeo10JIMMa CHIIA, € JUIbKHA JIa Ipe/ipueMe BCHUKH JAeHCTBUS C FpHKaTa
Ha J100bp CTOMAHMUH, 3a J1a HaMaJIH /IO MHHHMYM TOHECEHHTE BpeaH W 3aryOH, KakTo M Jia YBEJIOMH
MHCMEHO JpyraTa cTpaHa B 7-JHEBEH CpPOK OT HAcTBIBAHETO Ha Hempeogoiaumata cuia. [lpu
HEYBEJIOMSIBAaHE B IOCOYEHUS B MPEIXO/IHOTO U3PEUEHHE CPOK Ce JILIKU 00e311eTeHHe 3a HACThITHIIUTE
oT ToBa Bpeau. Hempeononumara cuiia ce J0Ka3Ba OT 3acerHarata crpaHa cbhc cepTudukar 3a
(opcMakop, N3Aa/ieH 110 ChOTBETHHS PeJl OT KOMIIETEHTHHUS OpraH B JAbprKaBara, B KOSTO ca HACTBITHIIM
(dopcmakopHUTE 0OCTOSITEIICTBA.

(5) Jlokaro Tpae HempeoaoJMMara CHJA, W3IBIHEHUETO Ha 3aJbJDKEHHSTA M CBBP3aHUTE C TAX

HACPEIIHH 3aIbJIKCHHS CE CIHpA. e ObO

(6) He npencrasisiBa “Henpeoj10MMa cuia’” cb0HTHE, TPUYHHEHO MO HEOPEIKHOCT WK upes, yMHmﬂP' Ub“ iqT

JIEHCTBHE HA HAKOS OT CTPAHUTE WJIM TEXHHU NPEJICTaBUTENIN U/ MU CIIYKHUTEIH, KAaKTO H HEIO Lf/wf);*
iﬁf’

napuunu cpejactea Ha U3ITBJIHUTEJISA w JIEYHEBHOTO 3ABEJIEHHUE — B'])3JIO'W
A M"L T\Qb



XIV. ClIOPOBE

Ya.14. (1) Be3uuknanuTe npe3 BpeMeTPaeHETo Ha JIOTOBOpa CIIOPOBE U PA3HOIIACHS MEX/Ly CTPAHHUTE
Ce pelaBsat ypes peroBopu Mexy Tsx. [locturnarure 1oroBopeHocTH ce oopMsT B mucMeHa opma
H Cce NpPEeBPBIIAT B HEPA3/IE/IHA HacT OT JOroBOpa.

(2) B cnyuaii Ha HemocTUraHe Ha JOrOBOPEHOCT 10 IPEIXO/HNS YJIeH, BCHYKH CIIOPOBE, OPOIEHH OT
TO3M JIOTOBOP HJIM OTHACSIIM C€ [0 HErO, BKIIOYUTEIHO CIIOPOBETE, MOPOACHH OT HJIH OTHACSIIH CE JI0
HETOBOTO THJIKYBaHE, HEJCHCTBUTEIHOCT, HEU3N'BIIHEHUE WM TIpeKpaTsaBaHe 1ie ObaaT pa3peliaBaHu
crniopesi ObArapcKUTE MaTEpHAIHH H NMPOIIECYAIHH 3aKOHH OT KOMIIETEHTHHS ¢hj1 1o peaa Ha ['TIK.

XV. CbOBUIEHHUSA

Ya. 15. (1) Beuuku choOmeHHst MeX1y CTpaHUTe, CBbP3aHH C M3MBJIHEHHETO Ha TO3H JOrOBOp ca
BaJIM/IHY, aKO ca HANPaBEHM B NMHCMeHa (opMa U ca MOANHCAHH OT YIIbJIHOMOUIEHHTE MPeACTaBHTE N
Ha U3ITBJIHUTEJISA nnu IEHEBHOTO 3ABEJAEHUE — Bb3JIOXKUTEL.

(2) 3a narta Ha cbOOLIEHHETO ce cMATa:

v JlaTara Ha npejlaBaHeTo — NPU PHYHO NpejlaBaHe Ha ChOOIIEHHETO;
v JlaTata Ha MOLIEHCKOTO KieHMo Ha oOpaTHaTa pa3nucka — IpH W3IpaiaHe Mo nouara;
v JlataTa Ha NpUeMaHeTo — IpU u3npaiiane no (hake uiau e-mail.

(3) 3a Baut1HM azipecH 3a prueMane Ha choOleHns 1 OAaHKOBH CMETKH, CBbP3aHH C HACTOSIIHS JIOTOBOP
ce cMATaT:

3A UBITBJIHUTEJIA: 3A JIEYEBHOTO 3ABEJIEHHUE- Bb3JIOKUTEJI:
rp. Codus 1700, yn. ,,OxonoBpberen nb1” Ne 199A,

e-mail: g.ivanova@phoenixpharma.bg

Tein. 02/ 965 8199

banka: YuuKpeaut bynbank A/l

bankosa cmeTka:

IBAN: BG91 UNCR 9660 1030 8995 22;

BIC: UNCRBGSF;

(4) Ilpn npomsiHa Ha nocoveHHs nmo ai. 3 aapec uin 6aHKOBa CMETKA ChOTBETHATA CTPaHa € JUThiKHA J1a
YBEJIOMH Jipyrarta B TPUIHEBEH CPOK OT IpOMsHaTa.

XVL JIPYI'H YCJIOBHS

Y. 16. (1) IlpaaTta 1 3a/1bjiKkeHHsATaA IO HACTOSILIHMS IOTOBOP HE MOTaT J1a C€ NPEXBBPJIST €JHOCTPAHHO
Ha TPETH JIHIa U 110/I00HU aKTOBE HE MOpak/J1aT NpaBHO AeiicTBHE 6€3 MHCMEHOTO ChIIacHe Ha JipyraTta
CTpaHa, OCBEH B CllyuyauTe Ha oOe3neuyaBaHe (rapaHTHpaHe) Ha 3a1b/DKEHNs 110 OaHKOBH KPEIHTH.

(2) 3a HeypeneHuTe BBIPOCH B HACTOSLIMS JOTOBOp Ce Mpuiara JIeicTBamoTo Obarapcko
3aKOHOJIATEJICTBO.

XVIIL NIOJAU3ITbJIHUTEJIN
(npunodicumo camo 6 ciyvaume, 6 KOUMoO U3OPAHUSA 3a UINBLAHUMEN YHACMHUK € ROCOYU, Ye wje
noJ36a NOOUINBIHUMENU, NPU CKIIOYEAHE HA PAMKOBOMO CROpA3yMeHUe)

Yua. 17. (1) HOAUBITBJIHUTEJIMTE Tpsatsa fa oTroBapaT Ha ChbOTBETHUTE KPUTEPUH 3 noznGop 'W
ch00pa3Ho BHJIA H JIe]1a OT NOPbYKATa, KOMTO 1e H3MTBJIHSBAT, H 3a TAX Jla HE ca HAJIHIE OCHOBAHHS! (pﬂ M
OTCTpaHsBaHe OT MpoIe/ypaTa. ) [

(2) JJEHEBHOTO 3ABEJAEHHUE — BB3JIOXKHUTEJI u3ucksa 3aMgHa Ha l'lOJIH3]T" /L"llwﬂvﬁ (}}Eﬂ
KOMTO HEe OTroBaps Ha ycJoBusTa 110 aJ. 1. A otw amﬁ

Ll
9)5



(3) Koraro wactra ot mopwukara, kosito ce u3nsinssa or [NIOAUSITIBJIHUTEJL, moxe na Obae
npenanena xkato oraeneH obext Ha U3ITBJIHUTEJIS win va JJEYEBHOTO 3ABEJIEHUE -
Bb3JIOKUTEJI, nocneanus 3anaiia Bb3Harpaxiaenue 3a tazu yact Ha [HOJAU3ITbJIHUTEJIS.
(4) Pasnnamanusta no an. 3 ce OCHLIECTBABAT BBH3 OCHOBA Ha MCKaHe, OTIPABEHO OT
MNOAMBIIBJIHUTEJISL 1o JIEHEBHOTO 3ABEJEHUE - BDB3JIOXUTEJ upes
U3ITBJIHUTEJIS, koiito e jurbikeH ja ro NpeiocTaBH Ha BB3JIOKUTENS B 15-IHEBEH CPOK OT
T0JIy4aBaHETO MY.

(5) KeMm uckanero no an. 3 UBIIBJIHUTEJISIT npepoctaBst CTaHOBHIIE, OT KOETO Ja € BHAHO Jalu
OCIOPBa IIAIAHUATA WK YacCT OT TAX KaTO Heb/IKUMH.

(6) IEYEBHOTO 3ABEJJEHHUE - BB3JIOKHUTEJI uma npaBo aa oTKake IlalliaHe 1mo ai. 3,
KOraTo HCKaHeTo 3a IJ1alllaHe € OCIMOPEeHo, 10 MOMEHTAa Ha OTCTpaHsBaHe Ha MPHYHHATA 3a OTKa3a.

(7) HesaBucumo ot usnomnspanero Ha [TOJJU3ITBIIHUTEJIU otroBopHOCTTa 3a M3IBIHEHHE HA
norosopa ¢ Ha U3IIbJIHUTEJISA.

XVIIIL. 3BAKJTIOYUTEJIHA PA3ITOPEABH

Y. 18. (1) IIpu cheTaBsHETO HA HACTOSIIIUS JOTOBOP C€ Mpe/ICTaBUXa CIICIHUTE JIOKYMEHTH:

v JlokymenTH 1o 4. 112 ot 30IT;

v Hexnapauus no 4. 55, an. 6 ot 3JIITXM (koraTo e npHiioKUMo);

v ["apanuus 3a U3NbIHEHHE,;

v Texnuuecko u IlenoBo npesoxenune, HepasjieHa 4acT OT JOroBOpa;

Hexnapauuu no 3MUAII.

(2) HacrosmusT 10roBop ce ChCTaBH B TPH €JHOOOpa3HHU eK3eMILIspa Ha ObArapckd €3MK — eIHH 3a
M3ITBJIHUTEJISA u nBa 3a JEUERHOTO 3ABEJIEHUE — BB3JIOKUTEJL.

JEYEBHO 3ABE) W3ITBJIHUATE: / /

1.

g

HUsnsinauTten
YMBAIJI“CB

Kata Kam.
HOpUCKOHC,
Sianed by: 5
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