AOIroBOP
3A IOCTABKA HA NEKAPCTBEHW MNMPOAYKTU
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OHecpan.. .2021 r., B rp. Codous, mexay:

YMBAN"Uapuua MoaHHa-UCYN"EA[, cbC Cefanmiie W aapec Ha yrnpasBneHue B rp.
Codms, paitoH "Ob6opuie", yn. "bano mope" Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcrasnsasaHo OT Jlto6omup MeHeB.- V3MbAHUTENEH AMPEKTOP, Hapu4yaHO Mo-f40Ny 3a KPaTKoCT
~JJEHEBHO 3ABEAEHWE - Bb3J/TOXXWNTEJI” oT egHa cTpaHa

n

» 1 bproecka Jiura - nobaneH AnteyeH LleHTbp”All CbC cefjanvile M afpec Ha ynpasfeHue:
Cotms - 1172, 6yn. ”I'. M. Anmutpos® Ne 1, Ten: 02 9603780, thakc: 02 9624127; EMK 030276307;
npeactaenasaHo oT TakBop boxoc boxocaH - WM3NbAHUTENEH AMPEKTOP, HapuyaHo Mo-gony 3a
kpatkocT ,,M3MbJTIHWUTE” oT Apyra cTpaHa,

Ha OCHoBaHMe un. 112 oT 3akoHa 3a 06ulecTBeHUTe nopbykn (30M1), BbB Bpb3Ka C MPOBEAEH
BbTPELLEH KOHKYPeHTeH u360p no PamkoBo cnopasymeHue Ne P[1-11-55 ce CKIOuM HacTosALWms
[loroBop 3a cnefHoTo:

I. MPEAMET M CPOK HA AOITOBOPA
Un. 1 (1) NEYEBHO 3ABELAEHWE - BDB3/TOXXWTEN Bb3nara, a N3MNBJIHUTENAT ce
3a[b/HKaBa Aa U3BLPLLN J0CTaBKa Ha CNeIHNS NEKAPCTBEH NPOAYKT:

HausH Ha HeobXxoaMm
ATC N NPUIOXeHVe Saenexsa Mapia - Craryc BpoV MApKA
...................... |
Q03CADL Furosemide 1 napeHTepanHa |1 gy BanmaeH 800000

(2) [oroBopbT BAM3a B CWMa OT faTaTa Ha MOAMMCBAHETO My OT [BeTe CTPaHU W € CbC CPOK [0
31.12.2021 .

Il. LEHW 1 OBWA CTOMHOCT HA JOCTABKWTE MO JOrOBOPA
Un. 2. (1) LieHata Ha CTOKWUTe Mo 41l e CbrnacHo LEHOBO npeasioxeHne Ha N3MbHUNTENA,
Hepa3genHa YacT OT A0orosopa.
(2) LleHaTa BKNHOYBA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3acTpaxoBKka 1 TpaHcrnopT Ao JIEYEEHOTO
3ABEAEHWE - BDB3/IOXKWNTEJ npu MUHUMaNEH CPOK Ha FOAHOCT He Mo-KpaTbk oT 40 % ot
065BeHMs1 OT NPOM3BOAMTENSA 3a NIEKAPCTBEHUTE NPOAYKTN UAN He NO-KpaTbK 0T 20 % OT 065BEHNS OT
NpPon3BOAMTENA 3a BMOMPOAYKTUTE U 61MONOA0OHUTE NPOLYKTUN. MUHUMAIHUAT CPOK Ha FO4HOCT Ce
onpeens KbM gaTata Ha BCAKa JOCTaBKa Ha /IEKapCTBeH NMPOAYKT.
(3) Obujata CTOMHOCT Ha AoCTaBKUTE Mo Aorosopa e Ao 9 668,80 nesa 6e3 BkawoueH A4C n o
11 602,56 nesa c Bknto4veH 44C.
(4) LleHaTta no gorosopa e (hmKcmrpaHa, He NOAJIEXM Ha MPOMSHA 3a CPOKa Ha [IeiCTBMe Ha J0roBopa,
0CBeH B Cc/nyyauTe Ha 116 ot 30r1.
(5) B cnyuyait, ye npe3 BpeMeTO Ha [ieiiCTBUE Ha CbOTBETHWNA JOrOBOP CTOMHOCTTA, KOATO CriefBa fa ce
3annatla e ny6/mMyHn cpeacTBa Ha 1eKapCcTBEHN NMPOAYKTW OT MO3UTUBHUA NEKAPCTBEH CMUCHK CTaHe
Mo-HMUCKa OT [OroBopeHaTa, /1e4eOHOTO 3aBefieHVWe -  Bb3/IOXKUTEN  6e3yCcrioBHO  3annalla
NeKapCTBEHUTE NPOAYKTW Ha MO-HUCKaTa CTOMHOCT, CUMTAHO OT:

- [Jatata Ha B/M3aHe B CWna Ha pPeLUeHMeTo Ha HauuoHasHMA CbBET MO LEHUW WU
pemmbypcupaHe Ha nekapcteeHute npogyktu ( HCLUP/IM);

- [aTaTa Ha aKTyanu3aumaTa Ha [No3snTuBHMA NeKapCcTBeH CNUCHK MO pefa Ha un. 57, an. 1ot
Hapenbata 3a ycnosusTa, npasBwnata WU pefa 3a peryivpaHe W perucTpupaHe Ha LUeHUTe Ha
nekapctBeHnTe npoayktn (HYTIPPPLIIM) 3a nekapCTBeHMTE MPOAYKTM C HamaseHa CTOMHOCT 3a
0nakoBKa, n34ymncrieHa Ha 6asa pethepeHTHa CTOMHOCT.



B cnyyauTte no nNpeAxoAHOTO W3peyeHue, CTOWHOCTTa Ce onpedens KbM MOMEHTAa Ha
AocTaBKata (nofgnucBaHe Ha NpUeMo-NpeaaBaTeNieH NPOTOKON).

. ycinoBmnda nm HAYMH HA NMNAWAHE

Yn. 3 (1) MnawaHeTo no HacToAWMA [OrOBOP Ce OCbLUECTBABA Ype3 6aHKOB MPeBOj OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BB3/TOXXKWTEJT no nocoveHata B 4. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBb/THUTENA.
(2) 3annawaHeTo Ha CTOKWTE MO AOroBOpa Ce M3BBLPLLUBA OT/IOXEHO B CPOK A0 60 /wectaeceTuns/ AeH,
cnep npeacraBaHe Ha CnefiHUTe LOKYMEHTU:

1. [ocTtaBHa (hakTypa, CbCTaBeHa CbriacHoO uanckeaHuaTa Ha 344C v MMN344C;

2. [puematenHo-npenaBaTeIHX NPOTOKONN;
(3) B cnyuait, 4ye nocoyeHnTe B un. 3, an. 2 AOKYMEHTW Ca HEPEAOBHW WM He Ca KOMM/IEKTOBAHMW,
cblmte ce Bpbwat Ha N3MBbJTHUTEJIA ¢ npueMatenHo - npegasartesieH NPOTOKON 3a U3paBsHe
Ha HepefHocTMTe. CPOKbBLT MO Y3, an. 2. 3anoysa fa Teye OT JarTarta Ha NpeAcTaBAHeTo Ha nocnefHus
N3UCKYeM Ce JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3aABEHUTE KOIMYECTBA /IEKAPCTBEHN MPOAYKTU, MO BCAKA OTAE/HA 3asBKa,
LieHaTa Ha OMakoBKa He cnefBa Aa HafBuLlaBa onpegeneHata B MO3NTUBHUA NEKApPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakoOBKa 3a CbLOTBETHWUSA /IEKAPCTBEH MPOAyKT. B
C/lydalh Ha M34MC/sBaHe Ha CTOMHOCT MO-BMCOKa OT peepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMWS IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HamaisBa M 3annawia 40 CTOMHOCTTA Ha OMakoBKa
onpegeneHa B No3UTUBHUSA NIeKapCTBEH CNNCHK- MNpunoxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABEAEHWVE - Bb3/TOXXWUNTEJI 3adB1Ba HeOOX0AUMUTE MY KONIMYECTBa
c nucmeHa 3asBka fgo W3Mb/IHUATEJIA. 3asBkata ce BpbyBa /IMYHO Cpelly noanmc Ha
N3MBTHNTENA nan ynbaHOMOLLEHO OT HEro fivue wau ce msnpatia ¢ NpenopbyaHo NMUCMO C
obpaTHa pa3nucka, no (akc Uan no eneKTPOHEH MbT.
(2) Bcska oTgenHa pocTaBKa, criefBa fa 6bAe [oCTaBeHa B CPOK [0 7 KaleHAapHW AHW Cnef
nosny4vaeaHe Ha 3asBkata oT JIEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJI 1 3a KonnyecTsaTa u
OMakoBkMTe (CbOOpasHO KOHKPETHUTE JIeKapCTBeHM MPOAYKTW, MOCOYEHUM B  TEXHUYECKOTO
NpeLoKeHe Ha W3MNbAHUTENSA), TOYHO OMpedeneHW B 3asBkata. B cnyyaid, ye ce mpaBu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha lekapcTBeH NPoAyKT, ce npeacrass CepTugukar 3a 0CBO6OXjaBaHe
Ha naptujarta, m3gageH OT KBampuuupaHo nuue no 3/1MXM Ha enekTpoHeH HOCUTEeN WK MO
e/IEKTPOHEeH MbT Ha e/IeKTPOHHATa MoLa, NocoYveHa Kato afpec 3a KOPeCnoHAeHLMs, NMPUApYyXeH C
NpeBof Ha Ob/rapckn esvk oT upMa, CKIUMna 4orosop ¢ MMHUCTEPCTBO Ha BLHLLHUTE paboTu 3a
M3BbPLLBAHE Ha ouLManHN NpeBoaun. M36poeHnTe NOKYMEHTU Ce MPeACTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefieHWe - Bb3NOXMTeN. pu crnefpawy AOCTaBKM Ha IeKapPCTBEHM
MPOAYKTM OT CbLyaTa NapTuaa, CEpTUPUKATLT He Ce MpeLCcTass.
(3 B cnyuair Ha HeobxogMMoCT OT cnewHa pgoctaBka, JIEHEBHOTO 3ABEAEHUE -
BBb3/TOXKWTEJT nocoysa M3pMYHO B 3asBKarta, Ye € Heobxoaumo fa O6bje M3BbpLUEHA CrewHa
focTaBka. B To3M cnydai, focTaBkarta cnefa fa 6bfe M3BbpLleHa A0 6 4yaca OT nojy4vaBaHe Ha
3afBKaTa M 3a KO/MYecTBaTa M OMakoBKWTE (CbOOPa3HO KOHKPETHUTE /EeKapCTBEHU MPOAYKTH,
MOCOYEHU B TEXHUYECKOTO MPef/IoKeHNe Ha U3NbAHNUTENA), TOYHO OMNpesesieHn B 3asBKara.
4 NINBNHMUTENAT ce 3agb/mkaBa, B CPOK 40 1 paboTeH AeH, B CyyanTe No an. 2 1 B CPOK Ao 1
yac, B C/llyyaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3adBKa Aa YBeAOMW MUCMEHO WM MO (hakc
NNEYUEBHOTO 3ABEAEHUE - Bb3/TOXXWMNTEJ] B ciiyyaii Ye He MOXe [a U3BbPLUM JOCTaBKa UK
B C/lyyald, Ye He MOXe fa Crasn CPOKbT 3a U3BbPLUBaHE Ha [oOcTaBKaTa, NMpPeAMET Ha KOHKpeTHaTa
3asBKa.
(5) Kbm paTtaTta Ha BCAKa [0OCTaBKa, OCTAaTbYHMAT CPOK HA FOLHOCT Ha NeKapCTBEHUTE MPOAYKTH,
cneapa fa 6bae He No-mManbK oT 40 % /ueTupuaeceT Ha CTo/ OT 06SIBEHUS OT NPOU3BOAUTENS.
(6) Kbm pataTa Ha BCAKa [0CTaBKa OCTATbUYHUAT CPOK Ha rofHOCT Ha 6UONPOAYKT nnn 6uonofobeH
MPOAYKT, cnefBa fa 6bae He no-manbk oT 20 % /aBafeceT Ha CTO/ OT 065BEHWSA OT NPOU3BOAUTENS.
(7) 3a KonmyecTBa A0OCTaBeEHM WM3BBLH 3adBKaTa no un. 4, anl, JIEUEBHOTO 3ABEAEHWE -
BB3/TOXXWTEJ HAMa 3a4b/KeHME 3a NaLlaHe.



(8) B cnyyante no un. 10, an. 7 OoT JOroBopa, CPOKBLT Mo an. 2 U 3 3anoysa Aa Teye OT JaTtara Ha
nncmeHoTo cornacne Ha IEYHEBHOTO 3ABEOEHWE - BBHb3/TOXWUTEN.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a MACTO Ha JOCTaBsAHe Ha CTOKMTe M0 TO3W [OroBop ce onpegens cnefHus agpec: Codus,
yn. ,,6bano mope” Ne 8, YMBA/ , Llapunua MoaHHa-UCYN” EA/Ll - oTaen ,,bonHMYHa anTeka”
(2) PuUCKbBT OT cNy4ailHOTO NOrvMBaHe MM MOBPeXJaHe Ha CTOKUTE npeMuHaBa Bbpxy JIEYHEBHOTO
SABEAEHWE - BB3/TOXWTEJT 0T MOMeHTa Ha NMpuUemMaHeTo MM Ha MACTOTO Ha AOCTaBsAHEe C
npuemaresniHo-npefasaTesieH NPOTOKO/I.

VI. AATA HA JOCTABAHE HA CTOKUNTE
Un. 6. 3a gata Ha gOCTaBAHEe Ce cuMTa JaTtaTa, Ha KOATO CTOKWUTE ca [OoCTaBeHW [0 ajpeca NOCOYEH B
yn. 5, an. 1, npu ycnosuata Ha yn. 9, an. 2.

VII1.3AAB/IDKEHNA HA NW3NBAHUNTENA
Un. 7. NSMBNHWUTEJNIAT ce 3agb/mxasa:
1 [a poctaBu CTOKUTe B [OroBOpPeHMsA CpoK un aa rn npegage Ha IEHEBHOTO 3ABEAEHWUE -
BB3NOXUNTE.
2. [la npefage CTOKWTE, NMAKeTUpaHW U MapKUpaHW B CLOTBETHWUA BUA, KO/MYECTBO M KayecTBO Ha
MSACTOTO Ha JOCTaBsHe.
3. Mpu nognnceaHeTo Ha JOroeopa Aa npeacTasu:
a) AOKYMeHTK no yn. 112, an. 1ot 30r1.
0) rapaHuus 3a U3Nb/HeHWe, B eAHa OT opmuTe, onpedeneHn B yn. 111, an. 5 ot 30I1, CbC CPOK Ha
Ba/IMAHOCT 60 AHW cnef U3TUYaHe CPOKa Ha J0roBopa, KOATO Cce 0CBOOOXaBa B CPOK 40 60 AHW cnef
M3MbJIHEHME Ha Aoroeopa. B ciyyaid, ye Ba/IMAHOCTTA Ha rapaHLmsaTa U3Tuya npeay Aorosopa Aa 6vae
n3nbvnHeH, N3MbBJIHUTEJTAT ce 3agb/pkasa Aa YAL/MDKA CpoKa Ha BaIMAHOCT Ha rapaHumsTa c
TO/IKOBa [1HX, TaKa 4e rapaHumaTa [a NOKpUBa O4akKBaHWA CPOK 3a M3MNbJIHEHWE Ha Aorosopa natoc 60
[OHW. TapaHumMaTa e B paamep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AA4C v Bb3nm3a Ha 290,06
ne.a.
(4) [Aa poctaBA /f1leKapCTBEHU MPOAYKTW, KOUTO OTroBapAT Ha W3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHNTE NPOAYKTN B XyMaHHaTa MeguumHa (3/1MXM) - fa npuTexkasaT BaIMAHO paspeLLeHue
3a ynotpeba B CTpaHaTa, u3gageHo no pega Ha 3/1MXM wnm PernameHT (EO) Ne 726/ 2004 1. Ha
EBponeickus napnameHT 1 CbeeTa /un. 23, an. 1 Ha 3/MMXM/.
(5) Oa pocTaBs NekapCTBEHW MPOAYKTU, KOMTO ca BKIKOYeHU B [NpunoxeHne Ne 2 Ha [Mo3UTUBHUA
NeKapCcTBeH CrUCHK.
(6) B cnyyaid, Ye ce npasu MbpBa JOCTaBKa Mo AafeHa napTuia Ha NeKapcTBeH NPOAYKT, Aa NpeLcTass
CepTndmkat 3a 0CBOOOXAaBaHe Ha napTuaata, uM3fdadeH oT KeanuduumpaHo nuude no 3/1MXM Ha
e/IEKTPOHEeH HOCUTENl WM MO eNIeKTPOHEH MbT Ha efleKTPOHHaTa MnoLla, MocoyeHa KaTo agpec 3a
KOPECNOHAEHUMS, NPUAPY>KEH C MNpPeBO4 Ha ObArapckum esnk OoT (upma, CKI4Yuia [LOrosop C
MWHMCTEPCTBO Ha BbHLUHMTE PaboTK 3a M3BbPLUBAHE HA O(IULMASTHW MPEBOAN.

VIII. SAAB/DKEHVA HA NEYEBHOTO 3ABEAEHNE - BBb3/TOXXNTEN
Un. 8. TEYEEHOTO 3ABEAEHWE - BBb3/TOXXWNTEJT ce 3agb/kasa:
1 [a npueme foCTaBeEHUTE B CPOK U Ha MACTO CTOKW, CbOTBETCTBALLM MO BMA, KO/IMYECTBO U Ka4ecTBo
Ha OMMCaHOTO B HaCTOSALWMA 4OroBOp.
2. [la 3annaTu JocTaBeHUTe CTOKM MO pefa Ha un. 3 OT HaCTOoALLMA AOr0BOp.
3. Cneq npuKoYBaHe M3Mb/IHEHMETO Ha AOroBopa [a 0cBO6OAM rapaHumsTa 3a U3Mb/HEHWE, 6e3 aa
[Ob/DKN TIMXBM 32 CPOKa, Npe3 KOMTO cpefcTBaTa 3aKOHHO ca NPecTosIv Y Hero.

IX. MPUEMAHE N NMPEJABAHE HA CTOKUTE
Un. 9. (1) MpuemaHETO Ha CTOKMTE Ce U3BBLPLLUBA Ha MACTOTO Ha AOCTaBAHE MOCOYEHO B Y/l. 5, an. 1
@ WM3NBNMHWUTENAT wanm ynbiHOMOLLEH OT Hero npeAactaButen W NpPeacTaBUTeN  Ha
NEYEBEHOTO 3ABEAEHWE - BDB3TOXWTEJT nognuceat npuemartenHo-npeaasartesneH
NPOTOKO/1, YAOCTOBEPSABALL, NONYyYaBaHETO Ha CTOKUTE.



X. KAYECTBO, TrAPAHUN N CPOK HATOAHOCT

Un. 10. (1) CtokuTe, NpeAMeT Ha HACTOALLMA AOrOBOp, CMefBa fa OTroBapAT Ha U3MCKBAHMATA Ha Y.
7,an. 4mnb5.
(2) Kbm patata Ha focCTaBKarta, OCTaTbYHWUAT CPOK Ha FOAHOCT Ha /IEKapCTBEHUTE MPOAYKTW, Cnefsa
Aa 6bae He no-manbk o1 40 % /ueTMpuaeceT Ha CTO/ OT 06SBEHNSA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha gocTaBKa Ha NeKapCTBEHWSA MPOAYKT C M0 - KpaTbK OT JOrOBOPEHMSI CPOK Ha FOAHOCT,
Ab/HKMMaTa HeycTolKa fja 6be NPOMeHeHa, KakTo Crefga:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTa Ha A0CTaBKara,

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

0T 19,99% no 10% - 7 % BbpXY CTOMHOCTTA Ha [OCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha [OCTaBKara.
(4) OcTaTbYHMAT CPOK Ha rOAHOCT Ha 6ronpoAyKT /6monofobeH NPOAyKT, cnefsa fa 6bae He no-
mManbk 0T 20 % /aBajeceT Ha cTo/ OT 00BEHWNA OT MPOU3BOAMTENA KbM AaTarta Ha BCAKa [LOCTaBKa.
(5) B cnyyaii Ha focTaBka Ha 61MonpofyKT/6mMonofo6eH NPOAYKT € MO - KpaTbK OT [OrOBOPEHUS CPOK
Ha rogHoCT, Ab/HKMMATa HEYCTOMKa e KaKTo crefsa:

oT 19,99% a0 10% - 2 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTa Ha [0CTaBKaTa;

nof 5% - 6 % BbpXy CTOMHOCTTA Ha fjOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXWTEJT Moxe fa OTKaXke NpUeMaHeTo Ha CTOKUTE,
aKO B [leHA Ha TAXHOTO MPUCTUraHe WM NpuUemaHe OCTaTbyHUA CPOK Ha FOLHOCT € MO - MaibK OT
onpegeneHns B un. 10, an. 2. v an. 4 MMUHUMANIEH CPOK Ha rOHOCT.
(7) OocTaBKaTa Ha fleKapCTBeH MPOAYKT C OCTaTbYeH CPOK Ha rOAHOCT Mo-MasbK OT 10 Ha CTO OT
065BeHNA OT NPOM3BOAUTENS N HA BMonNpoayKT/6nonofobeH NPOLYKT C OCTaTbYeH CPOK Ha rogHoCT
No-Maibk OT 5 Ha CTO OT 006sBEHMsi OT NPOM3BOAMTENA Ce M3BbPLUBA CaMO C MUCMEHO Cbriacue Ha
NEYEBEHOTO 3ABEAEHWE - BB3/TOXXWTE/T 3a KOHKPETHO KOMMYECTBO, OMNpeaesieHO OT Hero.
bes u3puyHo nucmeHo cwvrnacve Ha JIEMEEHOTO 3ABEAEHWE - BB3/TOXWTEJT cTokute
HAMa fa 6baat 3annawaHu.
(8) NckaHeTO 3a NUCMEHO cbrfacue, B cnyvauTe Ha an. 7, cnegsa ga noctbnu B JIEYUEBHOTO
3ABELEHWE - Bb3/TOXXWNTEJI B cpok A0 1 (eanH) paboTeH AeH OT nosy4vaBaHe Ha 3asBKaTa.
(9) B cnyyanTe Ha crieLHn 4oCTaBKM NOCOYEHUTE B /1. 3 U al. 5 HEYCTOMKM He ce npuarar.

XI. OTTOBOPHOCT 3AHETOYHO N3MBbJIHEHME. PEKJTTAMALNA
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BB3/TOXWTEJT MoXe Aa npefsdBsBa pekiamaumm
npeg N3MbJIHUTEA 3a:
a) KO/IMYECTBO M HEKOMIMNEKTHOCT Ha CTOKUTE U/IM TEXHUYECKaTa JOKYMeHTaUnsA (SBHW HeJoCTaTbLm);
6) Ka4yecTBO (CKpUTW HeaocTaTbLK):
- PV foCTaBAHE Ha CTOKW He OT AOr0BOPEeHUs BUZ, NOCOYEH B un. 1,
- NPW KOHCTaTMpaHe Ha fedeKTn npu ynoTtpeba Ha CTOKMUTE.
(2) Peknamaummn 3a SIBHW HefocTaTbUM Ha cTokuTe ce npasAT oT JIEUEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTA Ha NpefaBaHETO UM, 33 KOETO Ce CbCTaBfA MPOTOKO/, NOANUCAH U OT
[IBETE CTpaHU.
(3) Peknamauum 3a CKpUTW HeOOCTaTbUM Ce NPaBAT Mpe3 Lenns CPOK Ha rofHOCT Ha A0CTaBeHuTe
CTOKW, KaTo peknamauusaTa ce npuapyxasa 3aAb/DKUTENHO OT KOHCTATMBEH MPOTOKON, W3AafeH oT
M3nbnHWTENHATA areHLmMs 3a flekapcTeara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3NTIOXWTE/ e AbkHO fAa yBeaoMuM  MUCMEHO
N3MBbHNTENA 3a yctaHoBeHUTE AeekT B 5 (NET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce N0CoYBa HOMEPHLT Ha LOrOBOPa, TOYHOTO KO/MYECTBO HA MOyYEHUTE CTOKM C
TEXHUA NapTUAeH HOMep, OCHOBaHMETO 3a peknamauma U KOHKPeTHOTO uckaHe Ha JIEHEBEHOTO
3ABEAEHWE - Bb3/TOXWTEJI.
(6) B 5 (net) gHeBeH CpoK OT nonyyaBaHe Ha peknamaumsTa, N3MBbJIHWUTENAT cnegsa fa
otroeopu Ha JIEUEBHOTO 3ABEAEHWE - BDB3/NOXWMTEJ/T NUCMEHO M KOHKPeTHO Janu
npuema peknamaumaTa uam s OTXBbP/A.



(7) NMpwn peknamaums 3a aBHN HegocTaTsum N3MBIHUTEIAT e gnbXeH B CPOK OT 2 pabOTHU AHU
OT MO/flyyaBaHe Ha peknamauusTa 3a CBOS CMETKa M PUCK da LOCTaBU Ha MACTOTO Ha [LOCTaBsAHe
KONMYECTBOTO NINMCBALLY B AOCTaBKaTa / HEKOMMIEKTHU SOTOBOPEHN CTOKM.

(8) Mpu peknamaums 3a CKpUTW HepocTaTbun, B cnydain ve WM3MNBIAHUTENAT e npuen
peknamaumsTa, CbWMAT e AnbXeH B 10 (geceT) [AHEBeH CPOK OT MoJlyvyaBaHETO W fAa 3aMeHu
[IOCTaBeHNTe HeAOroBOPEHN Mo BUA / AedeKTHU CTOKM 3a CBOA CMeTKa M PUCK WX MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/IOXWTEJT ga BbpHe CbLOTBETHATa 4acT OT 3ansareHara
LieHa, BEHO C AL/DKUMUTE NINXBMU.

(9) 1360pbT Ha NOCOYEHMTe NO-rope Bb3MOXHOCTM [ja Ce BbPHe CbOTBETHATA YacT OT MIaTeHOTO WK
[la ce AoCTaBAT HOBW CTOKM npuHagnexun Ha JIEUEBHOTO 3SABEAEHWME - BB3/TOXXWTE/ m ce
yrnpaxHsABa 0T Hero nog opmara Ha nucmeHo ysegomneHvie o M3MbJTHUTENA, kato paxogute
N PUCKOBETE M0 HOBOTO J0CcTaBsAHe ca 3a cMeTKa Ha N3MbJ/IHUTENA.

(10) CrtokuTe, npegMeT Ha peknamauma ce cbxpaHssaT ot JIEUEBHOTO 3ABEAEHWE -
BB3JTOXXWTEJ po ypexzaHe Ha peknamaumuTe.

XIl. OTTOBOPHOCT MNP HEM3MNBJIHEHWNE
Un. 12. (1) 3a Hem3nb/IHEHNE Ha 334 b/DKEHUATA CU NO HACTOALLMA LOrOBOP C U3K/HOYEHNE HA Te3n Mo
un. 10, an. 2 m an. 4, N3MBJTHNTENAT gbmku HeycToiika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3afBka, HO He nosedve OT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTo M 06e3leTeHVe 3a MNpeTbprieHnTe AEWCTBUTENIHU Bpean B Cry4auTe,
Korato Te HaAXBbpAAT [OroBopeHaTa HeyCcTolka. B cnyyamte no un. 4, an. 3, nocoyeHaTta B
NPeAX04HOTO M3peyeHre HeyCToMKa B pasmep Ha 0.5 % ce HauMcnABa 3a BCEKM Yac MPocpoYmre, HO He
noseye oT 10 % (geceT MpPoOLEHTA) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KaKTo M 06e3LieTeHre 3a
npeTbpneHuTe JeCTBUTENIHN BPEAM B CyvauTe, KOrato Te HaaxXBbp/IsT A40roBopeHaTa HeyCcTomKa.
(2) Korato npu Hammuve Ha peknamauun, U3MBIHUTENAT He m3nbaHW 3a4b/KeHUATa cu no
pasgen Xl OT HaCTOAWMA [LOroBop B CPOK, CbwmAT Abmkn Ha JIEHEBHOTO 3ABEAEHWE-
BBH3/NOXWTEJT HeycToika B pa3mep Ha 2 % OT LieHaTa Ha CTOKWUTE, 3a KOWUTO Ca HamnpaBeHwu
peknaMauumTe.
(3 NEYEBHOTO 3ABEAEHWVE - BBb3JTOXXWTEJ ygosnetsopssa npeTeHLUMUTe CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo W 3a 3anfaljaHe Ha HeycTOMKWTe OT CTpaHa Ha
N3MNBJTHUTENA kato 3agbpxka rapaHumaTa 3a Usnb/HeHne no yn. 7, an. 3, bykea “6” OT 40rosopa,
KaTo npegnpuema [eicTBUA 3a HEMHOTO YCBOsiBaHe. B cryuyait, ye CTOMHOCTTa Ha rapaHumsita 3a
M3MNb/HEHWE He MNOKpuBa BCUYKM Abmkumu oT U3MBJIHUTENA HeycTolikn, JIEYEBHOTO
3ABEAEHWVE - BbB3/TOXKWTEJ/ npuxsala Ab/HDKAMUTE CYMW OT HaCpellHW nnawaHus KbM
N3NBNAHUNTEA.
(4) Mpwn Tpy NbTM BUHOBHA 3a6aBa Ha 3MBJIHUTEJIA, npoagb/mkunia ¢ noseye OT MojoBMHaTa OT
CpOKa 3a M3Nb/IHEHWE Ha CbOTBETHOTO 3aAb/DKEHME, B paMkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHWE - BB3/TOXXWTEJ/T nma npaBo fa npekpaty LOroesopa efHOCTpaHHO € 15-AHeBHO
npeansBecTue.
(5) NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWNTE/ nma npaBo Aa npekpaTty eAHOCTPaHHO U 6e3
npegn3BecTe HaCTOALLMSA LOTOBOP B C/lyYalt Ha CUCTEMHO HETOYHO M3Mb/IHEHME Ha 3a4b/KeHusITa OT
N3MNBTHATENA w npefgsaseHn noseye OT TPW peknamaumMm B paMKuTe Ha Tpu Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXKXWTE/ no peaa Ha rnasa XI.
(6) B cnyuait, ye no oTHoweHne Ha N3MBbJTHUTENA HacTbnaT obcToATencTBaTa no un. 54, an. 1,
m un. 55 an. 1 ot 3akoHa 3a o6buiectBeHute nopbuku, JIEUEBHOTO 3ABEOEHWE-
BBH3NNOXWTE/T nma npaBo [fda MpekpaTy €4HOCTPaHHO HacToslmMs A0roBop, 6e3 MNMCMEHO
npeaussecTue 1 6e3 ga Ab/HKN HEYCTOMKM.

X1, ®OPCMAXOPHW OBCTOATEJICTBA
Yn. 13 (1) CtpaHuTe Mo HACcTOALLMS [OFOBOP He Ab/KaT 00e3LeTeHME 3a MOHECEHN Bpean U 3aryoum,
aKo nocnefHUTe ca NPUYMHEHW B pe3ynTaT Ha HenpeogoMma cuna.
(2) Ako cTpaHaTa, KOATO e CcfieiBasio [ja U3MbJIHW CBOe 3afb/DKEHMe MO0 A0orosopa e buna B 3abasa, T4
He MOXKe Aia Ce N030BaBa Ha HenpeogoMma cuna.
(3) “Henpeogonuma cuna” no cMUCbLIA Ha TO3W [OroBOP € HempeaBUMAEHO W/Wav HenpeaoTBPaTUMO
CbOUTME OT M3BBHPEEH XapaKTep, Bb3HUKHA/IO Cef, CKNHOYBAHETO Ha A0roBopa.



(4) CrpaHaTa, 3acerHata OT HenpeodonMMa Cuna, € ATbXHa [a MpearnpuemMe BCUYUKWM OEWCTBUS C
rpvata Ha A06bp CTOMaHWH, 3a Ja Hamann [0 MUHUMYM MOHECEHWUTE Bpean K 3arybu, KakTto 1 aa
yBeJOMU MUCMEHO JpyraTta cTpaHa B 7-AHEBEH CPOK OT HaCTbMNBAHETO Ha Henpeogonnmara cvuna. MNpu
HeyBelOMsIBaHE B MOCOYEHUS B MNPEAXOAHOTO W3PEYEHME CPOK Ce Ab/MKM  00eslleTeHne 3a
HacTbnNuAMTe OT TOBa BpeAu. HenpeogonumaTa cuia ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTmmKar 3a (hopcMaxop, M3fafeH Mo CbOTBETHUA pefd OT KOMMETEHTHMS opraH B Abp)kasara, B
KOSITO Ca HacTbnuAn hOPCMaXKOPHUTE 06CTOATENCTBA.

(5) [Ookato Tpae HernpeofosnMmaTta CwIa, M3MbIHEHWETO Ha 3aAb/DKEHUATA U CBbp3aHUTE C TAX
HacpeLLHM 3a4b/HKeHNs ce crnmpa.

(6) He npegcTaBnsBa “Henpeofonuma cuna” CboOWUTME, MPUUMHEHO MO HEOPEXHOCT WM uypes3
YMULLNEHO [eCTBME Ha HAKOA OT CTPaHUTE WM TeXHW NPeLCcTaBUTeNN U/ CRYXUTENN, KaKTO U
Hegoctura Ha napuyHm cpeactea Ha W3MBJIHUWTENA n NEYEBHOTO 3ABEAEHUE -
BBb3TOXWUTE.

XIV. CINOPOBE

Un.14. (1) Bb3HMKHaNMTE MNpe3 BPeMEeTPaeHEeTO Ha JoroBopa CropoBe M pa3HOrnacus Mexay CTpaHuTe
Ce peLUaBaT 4pe3 MpPeroBopy Mexay TaX. ocTUrHatiTe AOroBOPEHOCTW ce OopMSAT B MUCMeHa
thopma 1 ce NpeBpbLIAT B Hepa3ze/Ha YacT OT JoroBopa.

(2) B cnyuaii Ha HemocTWraHe Ha OrOBOPEHOCT MO NPEAXOAHUS UNeH, BCUYKU CTIOPOBE, MOPOAEHMN OT
TO3 [JOrOBOP UM OTHACSLLM CE 10 HEro, BKOUMTENIHO CMOPOBETE, MOPOAEHUN OT WM OTHACALLM ce A0
HEroBOTO Tb/IKyBaHe, HeleMCTBUTENHOCT, HEM3Mb/IHEHNE UMM NPEKpaTsBaHe e 6bAaT paspeLlaBaHy
crnopef 6GbArapcKnTe MaTepUanH 1 NPOLIECYaNHU 3aKOHM OT KOMMNETEHTHUS CbA, No pefa Ha MK,

XV. CbOBWEHNA

Yn. 15. (1) BCUUKM CLOOLLEHMS MEXAY CTpaHWTe, CBbp3aHW C U3Mb/JHEHWETO Ha TO3W [OroBop ca
Ba/IMAHK, aKO Ca HarpaBeHW B NMMCMeHa (hopma 1 ca MNoANUCaHN OT YMb/IHOMOLLEHUTE MpeACTaBUTENN
Ha U3MBJTHUTENA nnn TEYEBHOTO 3ABEAEHUME - BH3/TOXXUNTEJ.
(2) 3aparta Ha CbOGLLEHMETO Ce CMATa:
) fataTa Ha npeAaBaHeTo - MpY PbYHO NpefaBaHe Ha CbOOLLEHMETO;
\ faraTa Ha MOoLLEeHCKOTO K/ieiiMO Ha obpaTHaTa pasnucka - npv u3npatyaHe no nowara;
S filatata Ha NpYemMaHeTo - Npu n3npatyaHe no gakc nam e-mail.
(3) 3a BamgHW agpecy 3a npuemaHe Ha CbOOLEeHWUA M BGaHKOBM CMETKW, CBbP3aHW C HacToALMA
[lOroBop ce cMATar:

SAN3MBJTHNTENA:
agpec: rp. Coqous, 6yn. ,,I. M. Anmutpos™ Ne 1, Ten. 02 9603780, gpakc 02 9624127,
e-mail: d.zaloznava.ha@comleague.com
6aHKOBa cMeTKa, nocoyeHa oT M3MbJ/IHUTENA: BIC: UNCRBGSF,
IBAN: BG23UNCR76301001CLNPHC

SAJTEYEBHOTO 3ABEAEHWE- Bb3/TOXXUNTEN:

rp. Codumsa, yn. ,.bano mope” Ne 8, otgen ,,bonHuyHa anteka”, Ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu,
(4) Mpwn NpomsHa Ha NocoYeHNs no an. 3 afpec un 6aHKOBA CMeTKa CbOTBETHATa CTpaHa € [/ThXHa
[la yBeflomn fpyraTa B TOUAHEBEH CPOK OT MpoMsAHaTa.

XVI. APYTW YCNOBUNA
Yn. 16. (1) lMpaBata ¥ 3a4b/OKeHUATa MO HACTOAWMA [OTOBOP He Morar fa ce MNpPexBbpasaT
eJHOCTPaHHO Ha TPeTW Nuua 1 NOJOOHM aKTOBe He MopaxaaT MpaBHO AelicTBuve 6e3 MUCMEHOTO
cblacve Ha gpyrara CTpaHa, OCBeH B C/lydauTe Ha o6e3neyaBaHe (rapaHTMpaHe) Ha 3afb/KEHUS M0
0aHKOBW KpeaunTu.
(20 3a HeypefeHuTe BBNPOCU B HACTOALLMA [OrOBOP Ce Mpwiara [encTsawoTo GbArapcko
3aKOHOAATe/NCTBO.

XVIIL. NMOANI3MNBIHUNTETA - HENPUNOXUMO
(Npuno>kMMo camo B CydauTe, B KOUTO M30paHua 3a U3MbAHUTEN yH4aCTHUK e NOCouns, Ye L
non3ea noau3NbAHNTENN, NPW CKNOYBAHEe HAPaMKOBOTO CropasyMeHue)


mailto:d.zaloznava.ha@comleague.com
mailto:apteka@isul.eu

YUn. 17. (1) NOQN3MB/IHUNTENNTE Tpsbsa fa 0TroBapaT Ha CbOTBETHWUTE KpUTepWUM 3a Nnogoop
Cbo6pa3Ho BMAAa 1 genia OT MopbyKaTa, KOMTO LLe U3Mb/HABAT, 1 3a TAX [ja He ca Ha/lnLe 0OCHOBaHMA 3a
OTCTpaHsBaHe OT npoLieaypara.

(20 NEYEBHOTO 3ABELEHUVE - Bb3NOXWTEJ nsnckea 3amaHa Ha NMOAN3MBJ/IHATE,
KOMTO He 0TroBaps Ha ycnosumsTa no an.l.

(3) Korato uyacTta OT nopbukata, Koato ce usnwvaHssa ot MOAUN3MBAHUTEN, moxe fa 6bae
npegageHa kato otgeneH obekt Ha N3MNBbJ/IHUTENA wam Ha NTEYEBHOTO 3ABELEHUE -
BBb3TOXWTEJI, nocneaHusa 3annalla Bb3HarpaxkaeHue 3a tasu vyact Ha MO QN3N bJ/IHUTENA.
(4) PasnnawaHmaTa no an. 3 ce OCbLecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
noanN3NbAHUTENA po JIEYEBHOTO 3ABEOEHVE - BB3/TOXKWUTEN  upes
N3MBNHWUTENA, KOWTO e AnbXKeH fda ro npefoctaBy Ha Bb3NOXMTeNns B 15-[HEBEH CPOK OT
nosly4yaBaHeTo My.

(5) Kbm nckaHeto no an. 3 U3MNbJIHUTENTAT npefocTasa CTaHOBMLE, OT KOETO Aa € BUAHO Aasn
0CropBsa MnaaHnaTa Uam 4acT OT TAX KaTO HeLb/DKMMN.

(6) NEYHEBHOTO 3ABELEHWE - BB3/TOXKWTE/ nma npaBo Aa OTKaxe nnawjaHe no an. 3,
KOraTto UCKaHeTo 3a NnnallaHe e OCNopeHo, A0 MOMEHTa Ha OTCTpaHABaHe Ha NpuYMHaTa 3a OTKasa.

(7) HesaBucumo ot usnonssaHeto Ha NMOAWIIMB/IHATE/IA OTroBOPHOCTTA 3@ W3Mb/IHEHWE HA
forosopa e Ha U3MBJTHUTENA.

XVIII. 3AKNTKOUYANTENHWN PA3IMOPEABU
Un. 18. (1) MNpun cbCTaBAHETO Ha HACTOALLMA LOrOBOP Ce NpeacTaBnxa CnegHnTe AOKYMEHTU:
S JokymeHTn no un. 112 ot 30IT;

S Jeknapauma no yn. 55, an. 6 ot 3/IMXM (Korato e nNpuaIoXKUmo);
S ["apaHuMA 3a U3Mb/IHEHWE,;
S TexHn4ecko 1 LIeHOBO npenoxeHne, HepasaeiHa 4yacT OT 40roBopa;

(2) HacToswumsT AOroBOp Ce CbCTaBW B TPY eAHO0OPA3HU eK3eMMspa Ha 6bArapckn e3uk - eavH 3a
N3MNBNMHWUTENA n gea 3a IEUEBHOTO 3ABEAEHUWE - Bb3/TOXUNTE.

3anuueHa MHpOpManus Banmuuena nHGOpMAIHs
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MNpefnaraHn LeHOBU napamMmeTpu
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O6ocobeHa no3numa 1

JlekapcTs Heobxoy Mspka THProBCKO Konn-ecr-
ATC INN on  MOPOM i, SP0eM Cranc Vsopan Py HaVIMEHOB
oo MAPKU HA i/ a rc Py e aKT1BHO
n3 BELLICTBO
HaDeHTE Accord Healthcare
COBCAOL  Furosemide agneHa P gmom nyg Bavmen  He  Polska Sp. 200,
MNonwa
Hameln Pharma
He Plus GmbH,
FepmaHus
. e JAHCOH-BI 00[,
Buirapus
e Cohapva AL,
Brirapus
Yaiikadhapva
BvicokokavecTBeHuT 10 my/mi
fa e nekapcrea Al FUREER 2m

Burapus

Mspka

OKoHuare
NHa
OraxoBKa
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HannueH
BI1IC

HannueH
BIVIC





