AOIroBOP A
3A IOCTABKA HA JTEKAPCTBEHW MNMPOAYKTU ~

OHec, M >k . .....2021 r, B rp. Codms, Mexxay:

YMEBAN"Uapuua WNoaHHa-UCYN"EA[, CwC cefamiie W afpec Ha ynpasneHue B rp.
Codusi, paiioH "O6opuie"”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcTasnssaHo OT Jllobomump MeHeB.- N3NbAHWUTENEH AUPEKTOP, HapuyaHo Mo-f40Ny 3a KPaTKoCT
~JJEYEBHO 3ABEOEHWE - Bb3J/TOXXWTE/” oT efHa cTpaHa

7

,PAPKOM” ALl, CbC cepanuiie M aapec Ha ynpasneHue rp. byprac, n.k. 8000, yn. ”CaH CtedaHo*
Ne 28, Ten: 056 851721, dhakc 056 851721, EMK 102227154, npeactaBnssaHo oT TaHs MwuH4eBa
MwuHueBa - baszoteBa n leopru [MeTkoB bas3oTeB - ynpasuTenu, HapuyaHo MO-ZOMY 3a KPaTKoCT
SASMBITHWTEN” oT Apyra ctpaHa,

Ha OCHOBaHMe un. 112 oT 3akoHa 3a o6ulecTBeHUTE nopbukyu (30MM), BLB Bpb3Ka € MNPOBeAeH
BbTPELUEH KOHKYPEHTEH M360p no PamkoBo cnopasymeHue Ne P1-11-54 ce cKIOUM HacToAawms
[l0roBop 3a CneHoTo:

I. MPEAMET N CPOK HA JOIMOBOPA
Yn. 1 (1) NEYEBHO 3ABELEHWE - BDB3/TOXXWTEN Bbv3nara, a N3MNBJIHUTENAT ce
3a[1b/KaBa [ja U3BbPLUM [JOCTaBKA Ha CleHNTE NeKaPCTBEHN MPOAYKTH:

HaunH Ha Heob6Xxo4nM
ATC INN 3abenexka Msapka Cratyc "
npunoXxeHue s 6poin MApKK
CO01DAO08 B?s?rbMe nepopanna mg BanupgeH 60000
dinitrate TBbHPAA
nepopanHa
CO9CAO03 . Valsartan . pop mg BanupgeH 896000
W v ouri] TBbpPAA
nepopanHa
CO09CAO06 Candesartan pop mg BannpgeH 38400
TBbPAA
nepopanHa
C10AA01 Simvastatin pop mg BanupgeH 120000
TBbHPAA

(2) [oroBopbT BAM3a B CWMa OT fataTa Ha NOAMUCBAHETO My OT ABETe CTPaHM M € CbC CPOK [0
31.12.2021 .

(3) 3a npogykT e ATC CO9CAOQ6 gorosopsT BM3a B cvna ot 01.10.2021 r.

Il. LEHW N OBWA CTOMHOCT HA JOCTABKWTE MO JOrOBOPA
Un. 2. (1) LeHata Ha CTOKMTe Mo 4.l e CbrnacHo LeHOBO npensioxkeHne Ha N3MbJIHUTENA,
Hepa3sje/siHa YacT OT [0rosopa.
(2) LleHaTa BKNtOYBA CTOMHOCTTA Ha CTOKATa, OMaKOBKa, 3acTpaxoBKa 1 TpaHcnopT Ao JIEYHEBHOTO
SABEAEHWE - BBb3NNOXWTEJT npu MUHUMaNEH CPOK Ha roAHOCT He no-KpatbK oT 40 % ot
065BeHMs1 OT NPOM3BOAMTENSA 33 /IEKAPCTBEHUTE NPOAYKTN UM He NO-KpaTbK oT 20 % OT 065BEHNS OT
npounsBoAUTeNs 3a 6UoNPoAyKTUTE UM BMONOA06HUTE NPOAYKTUN. MUHUMAIHUAT CPOK Ha FOAHOCT ce
ornpefens KoM [aTtaTa Ha BCAKa [OCTaBKa Ha IEKAPCTBEH MPOAYKT.
(3) Obuiata CTOMHOCT Ha AoCTaBKUTE MO AoroBopa € Ao 1647,30 nesa 6e3 BknawoueH AAC un ao
1 976,76 nesa c BkntoyeH 44C.
(4) UeHaTa no gorosopa e mKcupaHa, He MoA/IeXmn Ha NPoMsHa 3a CpoKa Ha [elicTBM1e Ha [0roBopa,
OCBeH B cnyyamTe Ha 116 ot 301,



(5) B cnyuai, Ye npe3 BpeMeTO Ha [eiiCTB1E HA CbOTBETHMSA [LOTOBOP CTOMHOCTTA, KOATO C/iefBa fa ce
3annawa ¢ ny6anyHM cpefcTea Ha NIeKapCTBEHN NPOAYKTU OT MO3UTUBHMS NIEKAPCTBEH CMUCHK CTaHe
Mo-HMCKa OT [OroBopeHaTa, J/ie4ebHOTO 3aBefleHWe - Bb3/IOXMTeNn 6e3yCcNoBHO  3aniauia
NeKapCTBEHUTE NPOAYKTW Ha MO-HUCKaTa CTOMHOCT, CYATAHO OT:

- [atata Ha BM3aHe B CWNa Ha pelleHVeTo Ha HauuoHanHWA CbLBET MO LEHUM WU
penmobypcupaHe Ha fiekapcTeeHnTe npogyktn ( HCLPM);

- JlataTa Ha akTtyanusaumata Ha No3uTUBHMUA NeKapCTBeH CNUCHK MO pefa Ha yn. 57, an. 10T
Hapepbara 3a ycnosudATa, npasunata M pefa 3a perynmpaHe v peructpuvpaHe Ha LEHWTE Ha
nekapcTeeHuUTe npoayktn (HYTIPPPLJIM) 3a nekapcTBeHMTe MPOAYKTW C HamaneHa CTOMHOCT 3a
ONakoBKa, 13umncneHa Ha 6asa pedepeHTHa CTOMHOCT.

B cnyyvante no npeaxoAHOTO M3peyeHWe, CTOMHOCTTa Ce onpedens KbM MOMEHTa Ha
[oCcTaBKkaTa (nognuceaHe Ha NpuemMo-npeaasartesieH NPOTOKO).

1. YCNnoBund N HA4YMNH HA NMJTAWLAHE

Yn. 3 (1) MnawaHeTo No HacToOAWMA [OrOBOP Ce OCbLUEeCTBSABA Ype3 6aHKOB MPeBOA OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BB3/TIOXXWNTEJT no nocoyeHarta B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBb/THUTENA.
(2) 3annalwaHeTo Ha CTOKWTE MO AOroBOpa Ce M3BBLPLLBA OT/IOXKEHO B CPOK A0 60 /wectaecetns/ AeH,
cnep npeAcTaBaHe Ha CnefHUTe LOKYMEHTH:

1 [octaBHa (hakTypa, CbCTaBeHa CbrnacHo manckeaHusaTa Ha 3404C v MN34LC;

2. [MpuemaTtenHo-npefaBaTeHN NPOTOKONN;
(3) B cnyuaid, 4e nocoyeHnTe B Yn. 3, an. 2 AOKYMEHTW Ca HEPELOBHM WM He Ca KOMMIEKTOBaHW,
cblmTe ce Bpbwat Ha U3MbJIHUTENA ¢ npuemaTenHo - npefasaTesieH NPOTOKON 3a U3NpaBsHe
Ha HepefHocTMTe. CPOKbBT MO Y3, al. 2. 3anoysa Aa Teye OT JaTarta Ha NpeACTaBAHETO Ha NocnefHUs
N3UCKYeM Ce JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3aABEHUTE KOIMYECTBA JIEKAPCTBEHW MPOAYKTU, MO BCAKA OTAENHA 3asBKa,
LueHaTta Ha OrnakoBkKa He c/iegBa fa HagBullaBa ornpepesieHaTta B Mo3nTnBHUA NeKapcTBeH CNUCHbK-
MpunoxeHve Ne 2, pedepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHWSI /IEKAPCTBEH MPOAYKT. B
C/lydal Ha M34MCnsBaHe Ha CTOMHOCT MO-BMCOKa OT pefepeHTHaTa CTOMHOCT Ha OMnakoBKa 3a
CbOTBETHUS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HamasBa M 3anawa Ao CTOMHOCTTa Ha OMakoBKa
onpefgeneHa B N03MTUBHNA NeKAPCTBEH CNNCHK- MNpunoxxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABEAEHUE - BB3/TOXXKNTEJ 3as858a HEO6X0AUMUTE MY KO/IMYECTBA
c nucmeHa 3asBka Ao W3MNBbJ/IHWTENA. 3adBkata ce BpbyBa JIMYHO CPelly noAnuc Ha
N3MBJTHATENTA vnmM ynb/IHOMOLLEHO OT HEro snue wav ce msnpawia ¢ npenopbyaHoO MUCMO C
obpaTHa pa3nucka, no akc Wiy no eNeKTPOHeH MbT.
(2) Bcska oTgenHa poctaBka, credsa fa 6bAe [oCTaBeHa B CPOK [0 7 KaleHAapHW [HW chep,
nonyyasaHe Ha 3anaBkaTta oT JIEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJT 1 3a KonnyecTsara u
OnakoBKWUTe (CbOOPa3HO KOHKPETHWUTE JIeKAPCTBEHM MPOAYKTW, TMOCOYEHNM B  TEXHUYECKOTO
NpeLoKeHe Ha M3NbAHWUTENA), TOYHO OMpefeneHW B 3asaBKaTa. B cnyyald, ye ce npaBu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha NiekapcTBeH NPOAyKT, ce npefcrass CepTugmkar 3a 0CBOOOXjaBaHe
Ha naptugarta, u3gageH OT KsamgpuumpaHo nvue no 3/IMXM Ha enekKTpoOHeH HoCuUTeNn uauM no
eMIeKTPOHEH NbT Ha efIeKTPOHHATA MOLLa, MOCOYeHa KaTo afpec 3a KOPeCrnoHAeHUMA, NPUAPYXeH C
npeBof Ha 6bArapckn e3vk oT upMa, CKIKYMMNa oroBop ¢ MMHUCTEPCTBO HA BLHLLUHUTE paboTu 3a
M3BbpPLUBaHE Ha ouumaiHK NpeBoan. MN36poeHnTe JOKYMEHTM Ce NPeACcTaBAT B CbOTBETHOTO 3BEHO,
onpefenieHo OT /leYeOHOTO 3aBefieHne - Bb3NOXUTeN. [pu credsawy AOCTaBKM Ha NeKapCTBeHU
MPOAYKTM OT CbLUyaTa NapTnaa, CepTUPUKATLT He Ce NpeacTaBs.
(3 B cnyuyair Ha Heob6xoAMMOCT OT criewHa pfoctaBka, JIEUEBHOTO 3ABEAEHUE -
BB3/TOXWTEJT nocoyBa M3pUYHO B 3asBKaTa, Ye € Heobxoaumo aa 6bfe M3BbpLUEHA CreLlHa
poctaBka. B TO3u cnydain, focTaBkaTa crefiBa fa 6bAe M3BbpLleHa [0 6 yaca OT MoslyvyaBaHe Ha
3afBKaTa M 3a KO/M4YecTBata WM OMaKOBKWUTE (CbOOpPa3HO KOHKPETHWUTE JIeKapCTBEHU MPOAYKTH,
MOCOYEHUN B TEXHUYECKOTO MPeS/IoKeHNe Ha U3NMbAHUTENA), TOYHO ONpesesieHn B 3asBKaTa.



(4 NM3ANBNHUNTENAT ce 3aabkaea, B CPOK A0 1 paboTeH AeH, B ClyyvauTe No an. 2 U B CPOK A0 1
yac, B c/lyyauTe Ha an. 3, c/nef NonyyaBaHETO Ha BCAKA 3afBKa Aa YBEAOMMW MUCMEHO WK Mo (hakc
NEYEBHOTO 3ABEAEHUE - Bb3/TOXKWTEJ B cnyyaid Ye He MOXe Aa M3BbPLUN [OCTaBKa Uan
B C/lyyald, Ye He MOXe Aa Cnasv CPOKbT 3a M3BbpLUBaHE Ha [OCTaBKara, NpeAMeT Ha KOHKpeTHara
3asBKa.

(5) Kbvm patata Ha BCAKa [OCTaBKa, OCTaTbYHUAT CPOK HAa FOAHOCT Ha JIEKApCTBEHUTE MPOAYKTY,
cnegpa fa 6uae He no-manbk oT 40 % /yeTmpuaeceT Ha cTo/ OT 06SBEHUS OT NPOM3BOAUTENS.

(6) Kbm faTarta Ha BCsika AOCTaBKa OCTaTbYHMAT CPOK Ha rOAHOCT Ha BMONPOAYKT muam 6ronogobeH
NPOAYKT, cnefpa fa 6bae He no-manbk ot 20 % /aBajeceT Ha CTO/ OT 065iBeHMS OT NPON3BOAUTENS.
(7) 3a konuuecTBa focTaBeHW M3BbH 3asBkata no yn. 4, anl, JIEUEBHOTO 3ABEAEHUE -
BBb3NOXWTE/T HAMa 3a4b/mKeHMe 3a NnallaHe.

(8) B cnyyante no un. 10, an. 7 oT fOroBopa, CPOKbT MO an. 2 KU 3 3amoysa fa Teye OT jartaTa Ha
nncmeHoTo cwrnacue Ha IEYHEBHOTO SABEAEHUME - Bb3/TOXUTE.

V. MACTO HA JOCTABAHE
Yn. 5. (1) 3a MACTO Ha JOCTaBsAHe Ha CTOKMTe MO TO3W [OroBop ce onpefens cnefHus agpec: Codus,
yn. ,bano mope” Ne 8, YMBA ,Llapuua MoaHHa-ICY1” EAL - oTgen ,,5onHMuHa anTteka”
(2) PvckbT OT cyyaiHOTO MormBaHe WUav NoBpeXaHe Ha CTOKUTe npeMuHasa Bbpxy JIEUEBHOTO
SABEOEHWE - BBb3/IOXWTEJ/T 0T MOMEHTa Ha NPMEMAHETO MM Ha MACTOTO Ha A0CTaBAHe C
npuemMatenHo-npeasaTeieH NPoTOKOIN.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a gata Ha focTaBsHe ce cyMTa Aatara, Ha KOATO CTOKWUTE ca AOCTaBeHW [0 afpeca NocoyeH B
yn. 5, an. 1, npun ycnosmata Ha yn. 9, an. 2.

VIIl.3AAB/IKEHUNA HA N3MNMBb/THNTENA
Un. 7. NSMBNHUTENAT ce 3agb/mxasa:
1 [a poctaBu CTOKWUTe B [OroBOpPeHMsA CpoK u da rv npegage Ha IEHEBHOTO 3ABEAEHWUE -
BB3/TOXNTE.
2. [a npefage CTOKWTE, NMaKeTUPaHW M MapKUpaHW B CLOTBETHWUA BWUA, KOMYECTBO M KayeCcTBO Ha
MACTOTO Ha OCTaBAHE.
3. Mpu nognuceaHeTo Ha fOroeopa Aa NpeacTasu:
a) SJOKYMeHTM no yn. 112, an. 1ot 30r1.
6) rapaHuusa 3a U3NbAHeHWe, B e4Ha OT (opmuTe, onpedenenun B yn. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cref U3TUYaHe CPOoKa Ha [oroBopa, KOATO ce 0cB0GOXAaBa B CPOK 0 60 AHW cnep,
M3MbJIHEHME Ha Jorosopa. B cnyyald, ye BaMAHOCTTA Ha rapaHumsaTa u3tuya npeaun foroeopa fa obae
n3nbvaHeH, N3MNbJTHUTENAT ce 3agb/mkaBa fa YAL/MKA CPOKa Ha Ba/IMAHOCT Ha rapaHuusTa c
TO/IKOBA [IHW, TaKa 4e rapaHuuaTa fa NnokKprBa 04akBaHMS CPOK 3a M3MbJIHEHWE Ha Jorosopa natoc 60
AHW. [apaHumMATa e B pasmep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AAC v Bb3nn3a Ha 49,42
ne.a.
(4) [Qa poctaBA N1eKapCTBEHW MPOAYKTW, KOWUTO OTroBapAT Ha MW3WCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTU B XyMaHHaTa MeanumHa (3/1MXM) - fa nputexkasaT Ba/IMAHO paspeLleHne
3a ynotpeba B cTpaHaTa, u3gageHo no pega Ha 3/1MXM wnu PernameHT (EO) Ne 726/ 2004 1. Ha
EBponeiickua napnameHT n CbeeTa /un. 23, an.l Ha 3/IMXM/.
(5) Oa poctaBsi nekapcTBEHW NPOAYKTM, KOUTO ca BK/OYeHU B lMpunoxeHne Ne 2 Ha [Mo3MTUBHUA
NeKapCTBEH CMUCHK.
(6) B cnyyait, Ye ce npaBu NbpBa A0OCTaBKa Mo AafieHa napTuga Ha NekapcTBeH NPOAYKT, Aa npeacTaBs
CepTudmkar 3a 0cBO6OXKJaBaHe Ha NapTugarta, usgafeH oT kKeaamduumpaHo nuue no 3/IMXM Ha
eIEKTPOHEH HOCWUTEN WU MO eNEeKTPOHEeH NbT Ha eNeKTPOHHaTa MOoLLa, MocoYeHa KaTo ajpec 3a
KOPECMNOHAEHUMS, NPUAPYXXEH C NPeBoj Ha ObArapcky e3vk OT (mpMa, CKK4YWna [orosop ¢
MWHMCTEPCTBO Ha BbHLUHWTE PaboTK 3a M3BbPLLBAHE HA O(ULMASTHIA NPEBOAM.



VIII. SAAB/DKEHVNA HA NTEYEBHOTO 3ABEAEHWE - Bb3/TOXXWUTEN
Un. 8. TEYHEBHOTO 3ABEAEHWE - Bb3/TOXXWMNTEJ ce 3agb/mkasa:
1 [la npveme focTaBeHNUTE B CPOK M Ha MSICTO CTOKW, CbOTBETCTBALLM MO BUf, KOMYECTBO U Ka4ecTBO
Ha OMMCaHOTO B HACTOALLMSA AOr0OBOp.
2. [la 3annatu fOCTaBEHWUTE CTOKM MO pefa Ha un. 3 OT HacTOALMA AOr0BOp.
3. Cneq NpyKnoYBaHe M3MbHEHWETO Ha AOroBopa [a 0CcBOOOAM rapaHuusTa 3a U3nbiHeHWe, 6e3 aa
[b/KM NINXBW 3a CPOKa, NPe3 KOMTO CpefcTBaTa 3aKOHHO Ca MPEeCTOsNN Y Hero.

IX. MPMEMAHE U NMPEOABAHE HA CTOKNTE
Un. 9. (1) NMpunemaHeTO Ha CTOKMTE Ce M3BbpPLLBA Ha MACTOTO Ha AOCTaBAHE NOCOYEHO B Un. 5, an. L
@ WM3NBJIHWUTENAT wwm  ynbiHOMOWEH OT Hero npeAactaButen v NpeactaButen Ha
NEYEBHOTO 3ABEAEHUVE - BDB3/TOXWTE/T nognuceat npuemMaTeniHo-npeaasaTesieH
NPOTOKO/, YOCTOBEPSABALL, NONYyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN N CPOK HATOAHOCT

Yn. 10. (1) CTokuTe, NpeaMeT Ha HACTOALLMA AOrOBOp, CeAsa fja OTroBapAT Ha U3NCKBAHUATA Ha Y.
7,an.4unb5.
(2) Kbm pataTta Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NIeKapCcTBeHWUTe MPOAYKTU, cressa
Aa 6bae He no-mManbk oT 40 % /yeTupunaeceT Ha CTO/ OT 06SBEHNS OT NPOU3BOANTENS.
(3) B cnyyait Ha gocTaBKa Ha IekapCTBEHUS NPOAYKT C MO - KPaTbK OT A0roBOPEHNS CPOK Ha rofAHOCT,
Ab/DKMMaTa HeycTolKa fja 6be NPOMeHeHa, KakTo crefga:

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

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

oT 19,99% no 10% - 7 % BbpXY CTOMHOCTTA Ha 40OCTaBKara;

nof 10% - 10 % BbpXy CTOMHOCTTA Ha [OCTaBKaTa.
(4) OCTaTbUYHMAT CPOK Ha rofHOCT Ha GronpoAyKT /6nonofobeH NPOAyKT, cnefga fa 6bvae He no-
Manbk oT 20 %/,u,Ba,qeceT Ha cTo/ OT 06siBeHUSA OT npon3BognTena KbM gatata Ha BCAKa foCTaBKa.
(5) B cnyvaii Ha gocTaBka Ha 6ronpoayKT/6monogo6eH NPOAYKT € MO - KPaTbK OT A0r0BOPEHMSI CPOK
Ha rofHOCT, Ab/HKMMATA HEYCTOMKaA e KaKTo Ccriefsa:

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

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTA Ha [JOCTaBKaTa;

nog 5% - 6 % BbpXYy CTOMHOCTTa Ha AoCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXKUTEJT mMoxe Aa OTKaXke NpUeMaHeTo Ha CTOKWTE,
aKo B [IeHSl Ha TAXHOTO MPUCTUraHe WM NprYemMaHe OCTaTbYyHUA CPOK Ha FOAHOCT € MO - MaibK OT
onpegeneHusa B un. 10, an. 2. nan. 4 MUHUMaIEH CPOK Ha rogHOCT.
(7) OoctaBKaTa Ha /leKapcTBeH MPOAYKT C OCTaTbyeH CPOK Ha roAgHOCT no-mManbkK oT 10 Ha CcTo OT
065BEHNA OT NPOM3BOAUTENS U HA BMONPOAYKT/61MON0L06eH NPOLYKT C OCTaTbYeH CPOK Ha FOAHOCT
no-MaibK OT 5 Ha CTO OT 00siBEHMSI OT NPOM3BOAMTENS CE M3BBLPLUBA CaMO C MUCMEHO Cbriacue Ha
NEYEBHOTO 3ABEAEHNE - BBb3/TOXWTEJ] 3a KOHKPETHO KOMMYECTBO, ONPeAeneHo OT Hero.
Bes m3puyHo nucmeHo cwvrnacue Ha JIEHEBHOTO 3ABEAEHWE - BBb3/IOXKWMTE/ cTokute
HAMa fa 6baat 3ansaLlaHu.
(8) NckaHeToO 3a NUCMEHO cbrniacue, B cnydamTe Ha an. 7, cnefsa ga noctbnu B JIEUEBEHOTO
3SABELEHWVE - Bb3/TOXWTE/ B cpok 4o 1 (eguH) paboTeH AeH OT MnoslyyaBaHe Ha 3asiBKarta.
(9) B cnyyanTe Ha CreLuHn 4OCTaBKM MNOCOYeHUTE B 1. 3 U al. 5 HEYCTOMKM He ce npuarar.

Xl. OTTOBOPHOCT 3AHETOYHO N3MBb/IHEHNE. PEKTAMALNW
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BB3/TOXXUNTEJT moxe fa npefsssaBa peknamalun
npes N3MbMHUTENA 3a:
a) KO/IMYeCTBO U HEKOMIMNEKTHOCT Ha CTOKUTE UM TEXHUYeCKaTa JOKYMeHTauusA (SBHN HeJoCTaTbLm);
6) Ka4yecTBO (CKpUTW HeaocTaTbLK):
- NPW JOCTaBAHE Ha CTOKM He OT LOrOBOPEHUSA BUf, MOCOYEH B yfl. 1;
- NPV KOHCTaTMpaHe Ha fedekTn npu ynotpeba Ha CTOKUTE.



(2) Peknamaumu 3a fBHM HefocTaTbLM Ha cTokute ce npasaT or JIEHEBHOTO 3ABEAEHWUE -
BBb3/TOXWTEJ], B MOMEHTa Ha MnpefaBaHETO MM, 3a KOETO Ce CbCTaBA MPOTOKOA, MoAnucaH n ot
[\BeTe CTpaHu.

(3) Peknamaumu 3a CKpUTK HeLOCTaTbLM Ce MPaBAT Mpe3 Lenns CPOK Ha rOAHOCT Ha LOCTaBeHWUTe
CTOKM, KaTo peknamauusaTta ce npuapy>kasa 3afb/DKUTENIHO OT KOHCTaTMBEH MNPOTOKON, W3gafeH oT
M3nbnHUTENHATA areHumsa 3a fiekapcreaTa.

(4 NEYEBHOTO 3ABEAEHVE - BDB3/TOXXWUTEJ/T e AnbXHO pfa YyBeAoMuM MUCMEHO
N3MBbNHWTEA 3a ycTtaHoBeHUTe AetheKT B 5 (MET) AHEBEH CPOK OT KOHCTATUPaHETO UM.

(5) B peknamauumnte ce Nocoysa HOMePbT Ha JOroBOPa, TOYHOTO KO/IMYECTBO HA MOJSTyYEHUTE CTOKU C
TEXHUA NapTUAeH HOMep, OCHOBAHWETO 3a peKnaMauus U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3SABEOEHWVE - Bb3/TOXXWTE/.

(6) B 5 (net) gHeBeH CpoK OT nosny4vaBaHe Ha peknamauusta, N3MBbJIHUTENAT cneasa ga
otrosopy Ha JIEHEBHOTO 3ABEAEHWE - BbB3/TOXXWMTE/T nucMeHO U KOHKPETHO dann
npuema peknamauusaTa unm g 0TXBbPAA.

(7) NMpwn peknamaums 3a a8HU HegocTaTbUM USMTBTHUTENAT e anbXeH B CPOK OT 2 pabOTHU AHM
OT MoflyyaBaHe Ha peknamauusaTa 3a CBOA CMETKa U PUCK Aa [0CTaBM Ha MACTOTO Ha [0CTaBsAHe
KONMYECTBOTO INMCBALLY B OCTaBKaTa / HEKOMMEKTHM AOrOBOPEHN CTOKM.

(8) Mpw peknamaums 3a CKpUTW HegocTaTbun, B cnydail ye WM3MNBAHUTENAT e npuen
peknamaumsTa, CbWMAT e AnbkeH B 10 (geceT) [AHeBeH CPOK OT MoJlyvyaBaHETO W fa 3ameHu
[OCTaBEHNTE HeAOrOBOPEHN Mo BUA / [e(eKTHN CTOKM 3a CBOA CMETKAa W PUCK WM MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/TOXKWTEJ/T ga BbpHe CbOTBETHATA 4YacT OT 3an/jareHara
LieHa, BeJHO C Ab/DKUMUTE JINXBU.

(9) N360pbT Ha MOCOYEHUTE MO-rope Bb3MOXHOCTHM [a Ce BbPHE CbOTBETHATA YacT OT NJaTeHOTO WK
[la ce OCTaBAT HOBM CTOKM npuHaanexxm Ha IEYHEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ n ce
ynpaXkKHsABa OT HEro nof ¢opmara Ha nucMeHo ysegomneHue 0o U3MbJIHUTENA, kaTo pasxoauTe
N PUCKOBETe MO HOBOTO [oCTaBAHe ca 3a cmeTKa Ha 3MbJ/THUTE/A.

(10) CrokuTe, npefMeT Ha peknamaums ce cbxpaHasat or JIEYEBHOTO 3ABEAEHUE -
BBb3NOXWTEJ go ypexxaaHe Ha peknamauunre.

XIl. OTTOBOPHOCT NMPU HEN3MbJ/IHEHWE
Un. 12. (1) 3a HeM3Nb/IHEHME HA 334 b/DKEHUATA CM MO HACTOALLMA LOTOBOP C U3K/IKOYEHME HA Te3n Mo
un. 10, an. 2 n an. 4, U3NBNNHUNTENAT gbmkn HeycToiika B pasmep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3afBKa, HO He noseye OT 10 % (geceT mpoueHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTo M 06e3LieTeHVe 3a MpeTbpreHuTe AeWCTBUTENHN Bpean B CrydawuTe,
KOrato Te HaAXBbpAAT [OroBOpeHata HeycTovika. B cnyvaute no un. 4, an. 3, nocodeHata B
NPeaXo4HOTO M3peyeHre HeycToika B pasmep Ha 0.5 % ce HauMcnsABa 3a BCEKM Yac NMPOCcpoune, HO He
noseye oT 10 % (geceT MpoLEeHTa) OT CTOMHOCTTa Ha KOHKpeTHaTa 3asiBKa, KakTo U 06e3leTeHne 3a
npeTbpreHnTe LeNCTBUTENHM BPeaW B CllydanTe, KOraTo Te HaaxXBbp/sT [LOroBOpeHaTa HeyCTOMKa.
(2) Korato npu Hanuuve Ha peknamauun, N3MBIAHUTENTAT He n3nNbaHWU 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAwmsA [AOroBop B CPOK, CbWmAT Abmkm Ha JIEHEBHOTO 3ABEAEHWE-
BB3/TOXKWUTEJ HeycToilka B pa3mep Ha 2 % OT LeHaTa Ha CTOKMTE, 3a KOMTO Ca HarpaBeHu
peknaMauunTe.
(3 NEYEBHOTO 3ABEAEHWE - BB3/IOXXWTEJT yaoBneTsopsABa NPETEHUUATE CU OTHOCHO
HEM3Mb/IHEHMETO Ha [OroBopa, KakTo W 3a 3arn/allaHe Ha HeycTOMKUTe OT CTpaHa Ha
N3MNBJTHUTENA KaTo 3aabpXa rapaHumsaTa 3a U3nb/iHeHWe No un. 7, an. 3, 6ykea “6” oT 40rosopa,
KaTo npefanpviemMa [eincTBus 3a HeliHOTO YycBOsiBaHe. B cnydyald, Ye CTOMHOCTTa Ha rapaHuuaTa 3a
M3MNb/HEHME He MNOoKpuBa BCUYKM Abmkumu oT U3MBbIHUTENA HeycTolikn, JIEYEBHOTO
3ABEAEHWVE - BDB3/TOXXWTEJ npuxsawa Ab/HKMMUTE CYMW OT HACPELLHW NnalaHus KbM
N3MbAHNTENA.
(4) NMpwn Tpy NbTK BUHOBHa 3a6aBa Ha 3N bJIHWUTEA, npogb/mkuia ¢ noseye OT NosioOBUHATA OT
CpOKa 3a M3Nb/IHEHME Ha CLOTBETHOTO 3aAb/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHVE - BDB3/TOXWTEJ/ nma npaBo fda npekpaty LOroesopa egHoOCTpaHHO ¢ 15-AHeBHO
npeansBecTue.



(5) NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJT nva npaBo fa npekpatn ef4HOCTPaHHO 1 6e3
Npen3BecTUe HACTOALMA AOr0BOP B C/lyYalh Ha CUCTEMHO HETOYHO M3Mb/IHEHWE Ha 3afb/HKEHUATA OT
N3MBJ/ITHNTEJTA w» npeasseHM MnoBevye OT TPU peknamaumMm B paMKuTe Ha Tpu Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3/IOXKWTEJ no pefa Ha rnasa Xl.

(6) B cnyyair, ye no otHoweHne Ha N3MbIHWTENA HacTbnat ob6cToATencreara no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a o6bulectBeHUTe nopbykn, JIEUEBHOTO 3ABEAEHWME-
BB3/TOXXWNTE/T vMa npaBo Aa npekpaTu efHOCTPaHHO HacToALMA [0rosop, 6e3 MMUCMEHO
npegmnsBecTue 1 6e3 fa Ab/HKU HEYCTONKN.

XI1l. ®OPCMAXOPHW OBCTOATEJICTBA
Un. 13 (1) CtpaHuTe N0 HaCTOALLMSA AOrOBOP He Ab/KaT 06e3LLIETEHME 3a NOHECEHN Bpean 1 3aryom,
aKo nocnegHUTe ca NPUYMHEHN B pe3ynTaT Ha HenpeoAonnma cuna.
(2) AKo cTpaHata, KoATO e cfiefBasio [a U3Nb/HM CBOE 3afb/DKEHNE MO [Orosopa e 6una B 3ab6aBa, T
He MOXXe a Ce M030BaBa Ha Henpeoo/1MMa cuna.
(3) “Henpeogonuma cuia” No CMUCHIA HA TO3W [OroBOP € HenpeaBUAEHO W/uan HenpeaoTBPaTMMO
CbOWTUNE OT U3BBHPEAEH XapaKTep, Bb3HUKHA/O Crief, CKNHOYBAHETO Ha A0roBopa.
(4) CrpaHata, 3acerHara OT HeMnpeofosiMMa Cuia, e [AbXHa Aa NpefrnpueMe BCUYKW [elcTBua C
rpmxara Ha f0o6bp CTOMaHWH, 3a Aa Hamav [0 MUHUMYM MOHECeHUTe Bpean W1 3arybu, Kakto v ga
yBeJoOMU MUCMEHO ApyraTta CTpaHa B 7-4HEBEH CPOK OT HaCTLMNBAHETO Ha HenpeogonnumaTta cuna. MNpu
HeyBeflOMsBaHE B MOCOYEeHWUA B MPEAXOAHOTO W3peyYeHMe CPOK Ce Ab/MKM  0beslleTeHne 3a
HacTbnNUAWTE OT TOBa BpefAu. Henpeofgonumarta cuna ce [oKa3Ba OT 3acerHartata CTpaHa CbC
CepTM(MKaT 3a (POPCMAaKOpP, M3AafeH MO CbOTBETHUSA pef OT KOMMETEHTHUA OpraH B AbpXkaBata, B
KOSITO Ca HaCTbNUIN POPCMaXOPHUTE 06CTOATENCTBA.
(5) [OokaTto Tpae Henpeogonumara Cwna, W3MbAHEHWMETO HAa 3afb/DKEHUSTA U CBbP3aHUTE C THAX
HacpeLLHM 3ab/KEHNSA Ce crnmpa.
(6) He npeactaensiBa “Henpeogonuma cuna” CbOMTUE, MPUYMHEHO MO HEOPEXHOCT WM upes
YMULLNEHO [eCTBME Ha HAKOA OT CTPaHUTE WM TeXHWU MPeAcTaBuTeNin UMM CRyXXUTeNn, KakTto U
HegocTura Ha napuyHn cpeactea Ha W3MBAHWTENA n NEYEBHOTO 3ABEAEHUE -
BB3/TOXKUTE.

XIV. CIMOPOBE

Un.14. (1) Bu3HMKHaMTE Npe3 BPeMETPAEHETO Ha OroBopa CropoBe N pasHOriacus Mexxay CTpaHuTe
Ce peluaBaT 4pe3 NPerosopy Mexay TaxX. [MocTUrHaTutTe AOroBOPEHOCTU Ce OPOPMAT B MUCMeHa
(hopMa 1 ce nNpeBpbLLAT B HEpa3Ae/iHa vyacT OT Joroeopa.

(2) B cnyyaii Ha HenocTUraHe Ha [OroBOPEHOCT MO MPeAXO4HWS YieH, BCUYKKX CMOpPOBE, NOPOAEHN OT
TO3M 4,Or0BOP WM OTHACALLM Ce [0 Hero, BKIKUNTETHO CMOPOBETE, MOPOAEHN OT UM OTHACALLN Ce 10
HEroBOTO Tb/IKyBaHe, HeAeCTBUTENIHOCT, HEU3Mb/IHEHWE WX NpeKpaTaBaHe Lie 6baaT paspeLuaBaHm
cnopep 6bArapckuMTe MaTepyasHn U NPOLECYasiHN 3aKOHM OT KOMMETEHTHUA CbA Mo peda Ha MK,

XV. CbOBLWEHNHA

Yn. 15. (1) Bcuukn CbOobLEHNS MeXay CTpaHWTe, CBbP3aHW C U3Mb/JHEHWETO Ha TO3W [OroBOp ca
Ba/IMAHK, aKO Ca HarpaBeHW B MUCMeHa popma 1 ca NoANMcaHn oT YMbIHOMOLLEHWUTE NpeacTaBuTenn
Ha N3MBHUTENA nnn NEYEBHOTO 3ABEAEHUME - BB3/TOXUTE.
(2) 3aparta Ha CbOGLLEHMETO Ce CMATa:
S filaTata Ha npefaBaHeTo - MpWY PbYHO NpefaBaHe Ha CbOOLLEHNETO;
V farara Ha MoLeHCKOTO K/ieiiMO Ha obpaTHaTa pasnucka - npy usnpatyaHe no nowara;
S [latata Ha NpMeMaHeTo - Npu 13npataHe No gakc uam e-mail.
(3) 3a BanmgHM agpecy 3a NpUEMaHe Ha CbOOLLEHWUA M GAHKOBWM CMETKW, CBbpP3aHU C HaACTOALLMA
[IOroBOp Ce cMsATar:

3A N3NBAHUTENA:

agpec: : rp. byprac , yn. ,,CaH CreaHo” No 28, Ten./gakc: 056 851721, e-mail:
farkol(a farkol.bg 6aHkoBa cmeTka, nocoyveHa oT N3MBJIHUTENA: BIC: UBBSBGSF, IBAN: BG
50UBBS80021023524540



3A TEYEBHOTO 3ABEAEHUNE- Bb3/TOXWTEJT:

rp. Codwmsa, yn. ,.bano mope” Ne 8, oTaen ,,bonHu4yHa anteka”, Ten 02 9432429, thakc 02
9432117, e-mail: apteka(a)isul.eu.
(4) Mpw npomsaHa Ha NocoYveHUs no an. 3 agpec Uan 6aHKOBa CMeTKa CbOTBeTHaTa CTpaHa € [/ThXHa
[la yBeaoMu apyraTa B TPUAHEBEH CPOK OT NpoMsHaTa.

XVI. APYTWN YCNOBWA
Un. 16. (1) MNpaBata M 3agb/HDKeHMsTa MO HACTOAWMS AOrOBOP He MoraT fa ce MNPexBbpaaT
eJHOCTPaHHO Ha TPeTU NMua U NOAO6HM aKTOBE He MopaxpaaT MpaBHO AelicTBUe 6e3 MUCMEHOTO
Cbrnacue Ha gpyrara CTpaHa, OCBEH B C/lydauTe Ha o6e3neyasaHe (rapaHTUpaHe) Ha 3afb/XXKeHUs Mo
6aHKOBU KpeauTu.
(@ 3a HeypefeHuTe BBLNPOCU B HACTOAWMSA [OroBOp Ce Mpwiara AevcTBawoTo OGbArapcko
3aKOHOAAaTENCTBO.

XVII. NOANIIMTBAHNTENWN - HenpunoXxumo
(Npuno>KrMMo camo B ClyqanTe, B KOUTO U30paHMs 3a U3MbAHUTEN y4aCcTHUK € MOCoYns, Ye Le
nonssa NoAM3NbHUTENN, NPY CKNOUYBAHE HA PAMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3MNBJIHNTENNTE Tpsbea fa OTroBapaT Ha CbOTBETHWUTE KpUTEpUM 3a nogoop
Cb00pasHo BMAA U enla OT MopbyKarta, KOWTO LLe M3Mb/IHABAT, 1 3a TAX [a He ca Ha/imLe OCHOBaHUA 3a
OTCTpaHsaBaHe OT MnpoLeaypara.
(20 NEYEBHOTO 3ABEAOEHWE - Bb3/TOXWMTEJ n3nckea 3amsaHa Ha MOAV3MBIHUTE,
KOMTO He 0Troeaps Ha ycnosusTa no an.l.
(3 Korato yactta OT nopbykara, KoaTo ce m3nwaHasa oT MOAN3MBbAHUTEN, moxe ga 6bae
npegageHa kKato otgaeneH o6ekt Ha N3MBbJIHWUTENA wunm Ha TEUEBHOTO 3ABEAEHUE -
BB3/TOXWNTEJ, nocnefHua 3annatla Bb3HarpaxaeHue 3a 1asm yact Ha MO AN3MNbJ/IHUTEA.
(4) PasnnawaHmaTa no an. 3 ce OCbLecTBABaT Bb3 OCHOBA Ha WCKaHe, OTMNpPaBeHO OT
noAVN3MNBAHUTENA po JIEYEBHOTO 3ABEOEHVE - BB3/TOXKWUTEN  upes
N3MNB/THNTENA, KOWTO € A/TbXKeH Aa ro npefoctaBu Ha Bb3NOXWTeNs B 15-[AHEBEH CPOK OT
nonyyaBaHeTo My.
(5) Kbm nckaHeto no an. 3 U3Mb/THUTENAT npefocTaBs CTaHOBKMLIE, OT KOETO Aa € BUAHO Aanu
ocrnopsa nnallaHuaTa UM YacT OT TAX KaTo HeAb/HKUMN.
(6) NTEYEBHOTO 3ABEAEHWVE - BB3/TOXKWTEJT nma npaBo fa OTKaxke nawiaHe no an. 3,
KOraTo UCKaHeTO 3a naLlaHe e oCnopeHo, 40 MOMeHTa Ha OTCTpaHsABaHe Ha NpMYMHaTa 33 0TKa3a.
(7) HesaBucumo ot usnonssaHeto Ha NMOAUIITB/IHUATEJ/IA oTroBopHOCTTa 3a W3Mb/IHEHNE Ha
fgorosopa e Ha U3MBJ/THUTENA.

XVII. 3AKNKOUYUTENTHW PA3IMOPEABU
Un. 18. (1) MNpm cbCTaBAHETO Ha HACTOALLMA AOrOBOP Ce NpeacTaBnxa CnegHnTe AOKYMEHTU:
A JokymeHTr no un. 112 ot 30I7,
A [Jeknapaunsa no un. 55, an. 6 ot 3/IMXM (korato e NpuUIoXK1MMO);
A ["apaHuMA 3a U3NbHEHWE,
A TexHn4yecko 1 LleHOBO npenoXeHWe, HepasaenHa yacT OT 40roBopa;
S Jeknapaumn no SMAIT.
(2) HacToAawmaT foroBop ce CbCTaBu B TpU €4HO00pa3HM ek3emnaspa Ha 6barapcky e3vik - euH 3a
N3MBbNHWNTENA n gga3a IEUEBEHOTO 3ABEAEHWVE - Bb3/TOXWUTEJ.
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ATC

CO01DAO08

CO09CAO03

CO09CAO06

C10AAOQ1

INN

Isosorbide
dinitrate

Valsartan

Candesartan

Simvastatin

s LIL7:f
HaunmH Ha

npunoxexHune

nepopasnHa
TBbpAA
nepopanHa
TBBHpAA
nepopasHa
TBbpAA
nepopasHa
TBBHpAA

[lpepnaraHn LLeHOBW napameTpu

3abenexka

Msapka

mg

mg

mg

mg

Crartyc

BanupeH

BanupeH

BanngeH

BanngeH

Heo6xoQuUM
6poit Mapku

60000

896000

38400

120000

Ea.ueHa 6es
AAC

0,003254

0,001096

0,006172

0,001942

Ep.ueHa c
AAC

0,003905

0,001315

0,007406

0,002330

O6uwa ueHa
6e3 44C

195,24

982,02

237,00

233,04

1647,30

O6uwa ueHa
cAac

234,29

1178,42

284,41

279,65

1976,76



ATC INN
Isosorbide
CO01DAO0S8 .
dinitrate
C09CAO03 Valsartan

Heob6xoawn
NekapcteeHa M 6poi
thopma MAPKN Ha
ns3
nepopalnHa
Pop 60000
TBbPAA
nepopalnHa
Pop 896000
TBbPAA

Msapka
/mg,tabl

,anl/

mg

mg

O6ocobeHa nosnuua 2

3aben

Crartyc
nnc

BanupeH

BanupeH

N36paH
Py

He

He

Oa

He

He

He

He

He

He

He

He

Tbproscko
Py
HauMeHOBaHue
Merus labs Luxco Il
S.a.R.L., Tlokcembypr
UCB Pharma GmbH,
fepmaHunsa
AkTtaBuc EAL,
ISODINIT
Bvnrapuna
ISODINIT

Alkaloid - INT d.o.o0.,
CnoBeHus
EGiS
Pharmaceuticals PIC,
YHrapus
Gedeon Richter Plc.,
YHrapus
KRKA, d.d.,
CnoBeHus
Medochemie Ltd.,
Knnbp
Novartis Pharma
GmbH, TepmaHua
Sandoz d.d.,
CnoBeHuns
Stada Arzneimittel
AG, l'epmaHus

Konnuecrt
BO
aKTUBHO

Belw ecTtBo

10

20

OKOHuaTe
HanunuyeH
Msapka NHa
B MNN1C
onakoBka
HannuyeH
mg 60
B N/N1C
HannuyeH
mg 30
B NNC



Teva B.V.,

He
HupepnaHgus
Zentiva k.s., Yewka
He
peny6nuka
AkTtaBuc EAL, . HanwnuyeH
Ja Valtensin 320 mg 28
Bbvnrapusa B M/1C
. HanunueH
Valtensin 160 mg 28
B M/1C
Ekogapm Tpyn AL,
He
bbnrapus
dapmakoHc A,
He
bvnrapus
Yalikahapma
BucokokayectseHuTe
He
nekapctea A,
bvnrapus
nepopanHa Actavis Group PTC CANDESARTAN HannueH
CO09CA06 Candesartan pop 38400 mg BanupgeH JiF:} P 16 mg 30
TBBLPAA ehf., NcnaHauna ACTAVIS B MNJIC
CANDESARTAN HanwnueH
8 mg 30
ACTAVIS B MNJIC
CANDESARTAN HannueH
32 mg 30
ACTAVIS B MNJIC
KRKA, d.d.,
He
CnoBeHuns
Pharmaceutical
He Works Polfarma S.A.,
Monwa
Sandoz d.d.,
He
CnoBeHus
Stada Arzneimittel
He

AG, l'epmaHusa
Woerwag Pharma
He GmbH & Co.KG,
fepmaHus
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He

He

Teva Czech
Industries s.r.o.,
Yewka penybnumka
Apupapm EAL,
bvnrapus
Ankanounpg EOOA,
Bvnrapusa
Mepk Wapn Uaoym
Boarapusa ecog,
Bvnrapusa
Heo bankaHuka
EOCOQA, bvarapus
Yalikatapma
BrucokokauecTBeHnTe

nekapctsa Al
Brirapua





