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JOroBOP l[flaTa:.
3A [IOCTABKA HA TEKAPCTBEHM MPOAYKTIN MV

OHec, ... 2021 r., B rp. Cogous, mMexay:

YMBAN"Uapuua NoaHHa-UCYN"EA/, cbC cefjaivie v afpec Ha ynpasneHue B rp.
Codusi, paitoH "O6opule"”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcrasnsasaHo OT Jltobomup eHeB - W3NbaHWUTENEH AMPEKTOP, HapuyaHo No-40/y 3a KPaTKoCT
LJJEYEBHO 3ABEAEHWE - Bb3J/TOXKWTEJT” oT egHa cTpaHa

n

"MELEKC” OO/[ cbc cefanmile 1 agpec Ha ynpasfeHne obnact Cousa-1252, c. CeeToBpayeHe;
yn. "Yaspap BoiiBoga" Ne 48, Ten: 02 4051924, dakc 02 4051899, EMK 131268894 npeactaBnsiBaHO
oT Emun [aHes - ynpasuTen, HapuyaHo no-gony 3a kpatkocTt ,,3MbJIHUTEJT” oT gpyra cTpaHa.

Ha ocHoBaHWe un. 112 ot 3akoHa 3a obuiecTBeHuTe nopbuky (30U1), BbB Bpb3Ka C MpoBeAeH
BbTPELLEH KOHKYpeHTeH u3bop/gonbiHeHa odepta no PamkoBo crnopasymeHue Ne PA-11-110 ce
CK/IHOUMN HACTOALLMA [OroBOp 3a CNeAHOTO:

I. MIPEAMET W CPOK HA JOIOBOPA

Un. 1 (1) IEHEBHO 3ABEAEHWE - BbB3/IOXWTE/ Bb3nara, a N3MNBJIHUTENAT ce
3a/ib/KaBa fla U3BbPLLUM [OCTaBKa Ha CNeJHUTE NeKaPCTBEHN NMPOAYKTL:

HauynH Ha Heob6xo4nUM
ATC INN 3abenexka Msapka Crartyc o
NpUNOXeHne 6poin MApKK
1
nepopasiHa
VO3AE02 Sevelamer BannpoeH 51840000
TBbpAA mg da
V08ABO4 lopamidol napeHTepasHa mgl  BawmpgeH 37000000

(2) OoroBopbT BAM3a B cufia OT AaTaTta Ha NOAMWCBAHETO My OT [ABETe CTPaHW U e CbC CPOK [0
31.12.2021 r.

(3) 3anpopykt c ATC VOBAB04 pgorosopbT Bm3a B cuia ot 01.10.2021 .
1. LEHW N OBWA CTOMHOCT HA IOCTABKWTE MO IOrTOBOPA

Un. 2. (1) LleHata Ha cTokuTe Mo 4n.l e CbrnacHo LeHOBO npepsioxeHne Ha N3MbJIHUTENA,
HepasaenHa YacT OoT A0orosopa.

(2) LleHaTa BKNtOYBa CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3aCTpaxoBKa K TpaHcropT ao JIEYHEBHOTO
3ABEAEHWE - BB3/TOXXWTE/ npy MUHUManeH CpOK Ha roAHOCT He Mo-kpaTbkK oT 40 % ot
065BeHMA OT NPOU3BOAUTENSA 3a NIEKAPCTBEHUTE NPOLYKTN UM He NO-KpaTbK 0T 20 % OT 065BEHNS OT
NPOW3BOAMTENSA 3a BMOMPOAYKTUTE UK 6UONOA0OHUTE NPOAYKTU. MUHUMaNHUAT CPOK Ha FOAHOCT ce
ornpefens KbM JartaTta Ha BCAKa [JOCTaBKa Ha /1IeKapCTBEH MPOAYKT.

(3) Obuata CTOMHOCT Ha [JOCTaBKMTe Mo gorosopa e Ao 77 880.40 nea 6e3 BknwoueH AAC v o
93 456.48 neBa e BknoyeH AAC.

(4) LeHara no gorosopa e uKcupaHa, He NOAJIeXM Ha NPOMSHA 3a CPOKa Ha AelCTBME Ha J0roBopa,
OCBeH B cnyyaute Ha 116 ot 30T1.

(5) B cnyuyait, ye npe3 BPeMeTO Ha [ieiACTBNE HA CbOTBETHUSA AOr0BOP CTOMHOCTTA, KOATO Cnefsa fa ce
3annawa ¢ ny6/sMyHu CpeAcTBa Ha fIeKapcTBeHU NPOAYKTU OT [MO3UTUBHMA NeKApCTBEH CMUCHK CTaHe
Mo-HMUCKa OT [OroBopeHaTa, /1e4eOHOTO 3aBefileHMe -  Bb3NOXUTEN  6e3yCnoBHO  3annalla
NeKapCTBEHUTE NPOAYKTW Ha No-HUCKaTa CTOMHOCT, CYMTAHO OT:



- [atata Ha B/M3aHe B CWNa Ha peLleHneTo Ha HauumoHanHMA CbLBET MO LEHU W
pemmobypcupaHe Ha nekapcteeHmTe npoayktn ( HCLP/IM);

- [JataTa Ha akTyanusauusaTta Ha [No3nTnBHMA NeKapCcTBeH CAUCHK NO pefa Ha yn. 57, an. 1ot
Hapepbata 3a ycnosuata, npasuiata M pefa 3a perynvpaHe W peructpypaHe Ha LeHUTe Ha
nekapctBeHWUTe npofayktn (HYTPPPLUIM) 3a nekapcTBeHUTE MPOAYKTWM C HaMasieHa CTOMHOCT 3a
ONakoBKa, M34ncneHa Ha 6asa pepepeHTHa CTOMHOCT.

B cnyyvante no npeaxoAHOTO M3peyeHue, CTOMHOCTTa Ce onpedens KbM MOMEHTa Ha
[locTaBkara (nognuceaHe Ha NpMemMo-npeaasartesieH NPOTOKON).

. ycnosma mn HA4YMH HA NAAWAHE

Un. 3 (1) MnawaHeTo No HacTosAWMA AOroBop Ce OCbLUECTBSBA Ype3 6aHKOB MpPeBOf OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BB3/TOXXWTE/ no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBJTHUTENA.
(2) 3annawaHeTo Ha CTOKUTe MO A0roBopa Ce M3BbpPLUBA OT/IOXKEHO B CPOK A0 60 /wectaeceTus/ aeH,
cnep, npeAcTaBsHe Ha CnefHUTe JOKYMEHTU:

1. [ocTtaBHa (hakTypa, CbCTaBeHa CbriacHo manckeaHusaTa Ha 344C v MMN344C;

2. [MpuemartenHo-npegasaTeiHX NPOTOKONN;
(3) B cnyuaid, 4e nocoyeHUTe B Y. 3, an. 2 AOKYMEHTWN ca HEPEJOBHU WM He ca KOMIM/EKTOBaHMW,
cblmTe ce Bpbvwat Ha M3MBJ/THNTEJTA ¢ npuemartenHo - npegasaTesieH NPOTOKON 3a U3NpaBsHe
Ha HepefHocTMTe. CPOKbBT MO Y3, al. 2. 3anoysa a Teye OT JaTaTa Ha NPeACcTaBAHETO Ha NOCNeLHUS
N3UCKYeM Ce JOKYMEHT.
(4) Mpwn akTypmnpaHe Ha 3adBeHUTE KOMMYECTBa /IEKAPCTBEHM MPOAYKTU, MO BCAKA OTAENHA 3asBKa,
LileHaTa Ha OMakoBKa He cfnefBa fa HafBuLlaBa onpefeneHara B [M0O3UTUBHUA NEKapCTBEH CMMWCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakOBKa 3a CbOTBETHMS NIEKAPCTBEH MPOAyKT. B
Cfyyail Ha M34MCNsiBaHe Ha CTOWMHOCT MO-BMCOKa OT pelepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHUNA NNEKAPCTBEH MPOAYKT, CTOMHOCTTa ce HamansaBa un 3annawa Ao CTOMHOCTTA Ha onakKoBKa
onpefeneHa B No3sMTUBHUA NEKAPCTBEH CMUCHK- [MpunoxeHue Ne 2.

IV. CPOK HA JOCTABAHE

Un. 4 (1) NEYEBEHOTO 3ABEAEHWVE - Bb3/TOXXWNTEJI 3as81Ba HEOOX0ANMUTE MY KOMMYECTBa
Cc nucmeHa 3adeBka fo W3Mb/IHUTEJIA. 3adBkata ce BpbyBa /MYHO CPeLly MOAMUC Ha
N3MNBTHUTENA naM ynbiHOMOLLEHO OT HEro /nue Wan ce msnpaiia ¢ npenopbyaHO MUCMO C
obpaTHa pa3nucka, no (akc Wiy No eleKTPOHeH MbT.

(2) Bcsaka oTpenHa [focTaBka, cnefBa fa Obde [LOCTaBeHa B CPOK A0 7 KaneHZapHW [LHW Cref
nonyyasaHe Ha 3asBkaTa oT JIEMEBHOTO 3ABEAEHWE - Bb3/1OXKWTEJI 1 3a konnyecTeata 1
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE J/IEKAPCTBEHU MPOAYKTW, TMOCOYEHW B TEXHWUYECKOTO
NpeL/ioKeHe Ha W3NbAHUTENS), TOYHO OnpejeneHW B 3adBkarta. B crydyail, ye ce npasu nbpsa
[0CTaBKa OT fJaZieHa napTuia Ha lekapCTBeH NPOAYKT, ce npeactaBsa CepTUduKar 3a 0CBOO0XKAaBaHe
Ha naptugarta, m3gageH OT KsamguumpaHo nvue no 3/IMXM Ha eneKTpOHEH HOCUTeNn uau o
eIeKTPOHEH NbT Ha eNIeKTPOHHATA MoLa, MOCOYEHa KaTo afpec 3a KOPEeCrnoHAeHUMA, NMPUAPYXKEH C
npeBos, Ha Ob/Irapckun e3nk oT (upMa, CKIYMa 4Orosop ¢ MMHUCTEPCTBO Ha BBLHLLUHUTE paboTn 3a
N3BbPLLBAHE Ha oPULMaTHN NPeBoan. MN36poeHnTe SOKYMEHTU Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
ornpefenieHo OT /Ie4ebHOTO 3aBefjeHVe - Bb3NOXMUTeN. [pu credsaliy AOCTaBKM Ha N1eKapCTBEHM
MPOAYKTK OT CbLyaTa NapTuaa, CEPTUMUKATLT He Ce MpeLCcTass.

(3 B cnyuyair Ha HeobxoAMMOCT OT criewHa foctaBka, JIEUEBHOTO 3ABEAEHWE
BBb3/TOXWNTE/ nocoyBa M3pMYHO B 3asiBKaTa, 4Ye e HeoOXoAMMO fa Obe WM3BbpLUEHA CrellHa
foctaBka. B To3u cnydaidl, focTaBKata cnefsa fa Obfe M3BbplUeHa A0 6 yaca OT nojy4vaBaHe Ha
3adBKaTa M 3a KO/M4yecTBata M OMaKoBKWUTE (CbOOPA3HO KOHKPETHWUTE JeKapCTBEHU MPOAYKTY,
MOCOYEHUN B TEXHUYECKOTO MPeL/IOKEHNE HA U3MbHUTENA), TOYHO ONpesesieHu B 3asBKara.

(4) NSNBNHWUTENAT ce 3aab/mkasa, B CPOK A0 1 paboTeH feH, B c/lyqanTe Mo an. 2 U B CPoK Ao 1
yac, B c/lyyamnTe Ha al. 3, Cfief MosiyvyaBaHeTO Ha BCAKa 3asBKa Aa yBeAOMU MUCMEHO WK MO (hakc



NNEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ B cnyyaii Ye He MOXe Aa M3BBPLUN [OCTaBKa U
B C/yyaid, Ye He MOXe [a Crnasu CPOKbT 3a M3BbpLUBAHE Ha A0CTaBKaTa, NMpeAMeT Ha KOHKpeTHaTa
3asBKa.

(5) Kbm patata Ha BCsKa [0CTaBKa, OCTaTbYHUAT CPOK HA FOAHOCT Ha NIeKapCTBEHWUTE MPOAYKTH,
cnefsa fja 6bae He No-mManbk oT 40 % /yeTUpuaeceT Ha cTo/ OT 06BEHUS OT NPOU3BOAUTENS.

(6) Kbm pgaTata Ha BCsiKa 4OCTaBKa OCTATbUYHMAT CPOK Ha FOAHOCT Ha GMONpPOAYKT uau 6uonofo6eH
NPOAYKT, cneapa Aa 6bvae He no-manbk oT 20 % /aBageceT Ha CTO/ OT 06SBEHUSA OT NPOU3BOAUTENS.
(7) 3a konunuecTBa [JOCTaBeHW W3BbLH 3adBKata no un. 4, an.l, TEYEBHOTO 3ABEAEHWE -
BBb3NOXWTEJT Hama 3aAb/mKeHMe 3a natjaHe.

(8) B cnyyante no un. 10, an. 7 OT fOroBopa, CPOKBLT MO an. 2 1 3 3arnoysa fJa Teye OT Aarara Ha
nnucmeHoto cwvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXKWUTE.

V. MACTO HA JOCTABAHE

Un. 5. (1) 3a MACTO Ha AOCTaBsiHe Ha CTOKMTe MO TO3W [OroBOp Ce onpefens cnefHus agpec: Codus,
yn. ,,bano mope” Ne 8, YMBAJ , Llapuya NoaHHa-NCYN” EAL - otgen ,,bonHnMYHa anTeka”
(2) PUCKBT OT cy4aiiHOTO NorvBaHe UM NOBPEXAaHe Ha CTOKWTe npemmnHasa Bbpxy JIEHEEHOTO
3ABEAEHWVE - BB3/TOXKWTEJ/1 OoT MOMeHTa Ha NpuemMaHeTo MM Ha MACTOTO Ha AOCTaBfHE C
npuemMatenHo-npeaasaTeieH NPoTOKON.

VI. BATA HA JOCTABAHE HA CTOKWTE

Un. 6. 3a gata Ha focTaBsHe Ce cuMTa [JaTara, Ha KOATO CTOKWTE ca A0CTaBeHW [0 afjpeca MOCOYeH B
un. 5, an. 1, npu ycnosuaTta Ha un. 9, an. 2

VII. SAAB/IXEHUNA HA N3MBNHUTENA

Un. 7. N3MNBJTHNTENAT ce 3agb/kasa:

1 [a poctaBu CTOKWUTe B [OrOBOPeHUs CpoK WM da rv npegage Ha JIEHEBHOTO 3ABEAEHWUE -
BB3/TOXXUNTE.

2. [a npefage CTOKWTE, NakeTUpaHU U MapKuMpaHW B CbLOTBETHWUA BW[, KO/IMYECTBO M KayecTBO Ha
MSACTOTO Ha A0CTaBsHe.

3. MNpu noanucBaHETO Ha JOroBopa Aa NpeLcTaBu:

a) AOKYMeHTM no yn. 112, an. 1ot 30r1.

0) rapaHumsa 3a u3nb/HeHWe, B eAHa OT popmuTe, onpedeneHn B yn. 111, an. 5 ot 30Tl1, CbC CPOK Ha
Ba/MAHOCT 60 AHW cnepf U3TU4YaHe CPOKa Ha oroBopa, KOATO ce 0cBO6OX/4aBa B CPOK 0 60 AHW cnep,
M3MbJIHEHME Ha Jorosopa. B ciyyald, ye BaIMAHOCTTA Ha rapaHumsTa n3tuya npegmn 4oroesopa ga obae
n3nbvaHeH, U3MbHWNTENAT ce 3aabmkasa fa YAL/MKA CPOKa Ha Ba/IMAHOCT Ha rapaHuusTa c
TO/IKOBA [IHU, TaKa 4e rapaHuuaTa fa nokpriea o4akBaHUsA CPOK 3a U3MbJIHEHWE Ha Jorosopa natoc 60
OHW. TapaHumnATa e B pasmep Ha 3% OT CTOMHOCTTA Ha gorosopa 6e3 A4C 1 Bb3nnsa Ha 2 336.41
ne.a.

(4) [Oa poctaBA /fIeKapCTBEHW MPOAYKTW, KOWUTO OTrOBapAT Ha W3UCKBaHMATA Ha 3akoHa 3a
NeKapCcTBEHUTE NPOAYKTU B XyMaHHaTa MeauumHa (3/IMXM) - fa nputexasar Ba/IMAHO paspeLleHve
3a ynoTpeba B CTpaHaTa, u3gageHo no pega Ha 3/1MXM wnu PernameHT (EO) Ne 726/ 2004 1. Ha
EBponeiickua napnameHT 1 CbBeTa /un. 23, an.l Ha 3/1MXM/.

(5) Oa poctaBs nekapCTBEHU MNPOAYKTW, KOWUTO ca BKIKOYeHW B MpunoxeHve Ne 2 Ha Mo3nTuBHMA
NeKapCcTBeH CMUCHK.

(6) B cnyyaid, Ye ce npasu Mbpsa [OCTaBKa Mo AafeHa napTuga Ha IekapcTBeH NPOAYKT, Aa NpescTass
CepTndmkat 3a 0CBOOOXJaBaHe Ha napTuaarta, u3gageH oT KBanuduumpaHo nuue no 3JIMXM Ha
e/IEKTPOHEeH HOCUTEN WU MO eNleKTPOHeH NbT Ha eIeKTPOHHATa MOoLLa, MocoYeHa Kato ajpec 3a
KOPeCrnoHAeHUWs, MpuApy>KeH C MpeBof Ha ObArapcku esvk OoT (upMa, CK/4una [Oorosop C
MMWHNCTEPCTBO Ha BLHLUHWTE paboTy 3a N3BbPLLBAHE Ha OPULIMATIHW NPEBOAN.



VI, 3AAB/DKEHVA HA NEYEBHOTO 3ABEAEHWVE - BBb3/TOXUTEN

Un. 8. TEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJI ce 3agb/kaBa:
1 [a npveme AOCTaBEHUTE B CPOK M Ha MSICTO CTOKM, CbOTBETCTBALLM MO BUA, KOIMYECTBO M Ka4ecTBO
Ha ONNCaHOTO B HACTOALLMS AOroBOp.
2. [1a 3annatu 4OCTaBEHWUTE CTOKM MO pefa Ha 4. 3 OT HacToALWMA 4OroBop.
3. Cnep NpuKNOYBaHe M3Mb/IHEHWETO Ha A0roBopa [a 0cBo6oAn rapaHuusTa 3a U3Nnb/iHeHWe, 6e3 aa
[Ob/DKM NINXBK 3a CPOKa, NPEe3 KONTO CpefcTBaTa 3aKOHHO ca NPECTOsNN Y Hero.

IX. MPMEMAHE N NPEAABAHE HA CTOKUTE

Un. 9. (1) MNpremaHeTo Ha CTOKUTE Ce N3BBLPLLBA HA MACTOTO Ha [OCTaBsAHe MOCOYEHO B ynl. 5, an. 1
@ WMINBAHWUTENAT waM  ynb/HOMOLLEH OT Hero npeactaBuTen W nNpeacTaBuTen  Ha
NEYEBHOTO 3ABEAEHWE - BDB3/TOXWTEJT nognuceat npuemaTesniHo-npeaasatesieH
NPOTOKO/, Y0CTOBEpABALL, NOyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN N CPOK HATOAHOCT

Yn. 10. (1) CTokuTe, NpeameT Ha HACTOALLMSA AOrOBOP, CefBa fa OTroBapAT Ha M3NCKBaAHUATA Ha Y.
7,an.4n5.
(2) KbMm pataTta Ha goctaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NeKapCcTBeHWUTE NPOAYKTW, Cneasa
fa 6bae He no-mManbk oT 40 % /yeTupmnaeceT Ha CTO/ OT 065SBEHUSA OT NPON3BOAUTENS.
(3) B cnyyait Ha focTaBKa Ha N1eKapCTBEHUS NPOAYKT C MO - KPaTbK OT A0r0OBOPEHUS CPOK Ha FOAHOCT,
Ab/HKMMaTa HeYCToMKa Aa 6bae NPOMEeHeHa, KakTo crefsa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

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

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

nog 10% - 10 % BbpXy CTOMHOCTTA Ha l0CTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rOAHOCT Ha GUoNpPoAYKT /6uonofobeH NPOAYKT, cnefsa fa 6bhe He no-
mMabk 0T 20 % /nBafieceT Ha CTO/ OT 06siIBEHMSI OT NPOM3BOAMTENS KbM [jaTaTa Ha BCAKa JOCTaBKa.
(5) B cnyyain Ha gocTaBka Ha 6uonpoayKT/61Monogo6eH NPOAYKT € MO - KpaTbK OT A0r0OBOPEHUS CPOK
Ha rofHOCT, Ab/HKMMATA HeYCTOWKa e KaKTo Criefsa:

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

0T 9,99% 10 5 % - 4 % BbpPXY CTOMHOCTTA HAa A0CTaBKAaTa,;

nog 5% - 6 % BbpXy CTOMHOCTTa Ha AoCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWNE - BB3/TOXKWNTEJT Moxe fa OTKaxke NpuUemMaHeTo Ha CTOKUTE,
aKo B [IeHSl Ha TAXHOTO MPUCTUraHe WUAM NpUemaHe OCTaTbYyHUA CPOK Ha FOAHOCT € Mo - MaJibK OT
onpegeneHns B un. 10, an. 2. n an. 4 MUHMMa/IEH CPOK Ha rogHOCT.
(7) [AocTaBKaTa Ha fleKapCTBeH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT no-MasbkK oT 10 Ha CTO OT
065BeHNs OT NPOM3BOAMTENS N HA BMONPoAYKT/6Monofo6eH NPOAYKT C OCTaTbyYeH CPOK Ha rOAHOCT
Nno-MaibK OT 5 Ha CTO OT 06siBeHMsi OT NPOM3BOAUTENSA Ce M3BbPLLBA CaMO C MUCMEHO Cbr/iacne Ha
NEYEBHOTO 3ABEAEHWVE - Bb3J/TOXXWTEJ] 3a KOHKPETHO KOMMYECTBO, ONpeAeneHo OT Hero.
be3 u3pnyHo nucmeHo cwvrnacve Ha JIEUEEHOTO 3ABEAEHWE - BB3/TOXWTEJ cTokute
HAMa fa 6baar 3anaLlaHu.
(8) NckaHeTo 3a NMUCMEHO cbrnacue, B ciyyamte Ha an. 7, cnefsa ga noctenu B JIEYEBHOTO
3ABEOEHWVE - Bb3/TOXXWMNTE/ B cpok Ao 1 (eanH) paboTeH AeH OT NoslyyvaBaHe Ha 3asiBKara.
(9) B cnyyanTe Ha CcrieLlHN JOCTaBKM NOCOYEHNUTE B al. 3 1 al. 5 HEYCTOMKK He ce npunarar.

Xl. OTFrOBOPHOCT 3AHETOYHO U3MNbAHEHNE. PEKTAMALNW

Un. 11. (1) NEYEBHOTO 3ABEAEHNME - BDB3/TOXXWNTEJ1 moxe Aa npeasssasa peknamaumm
npeg N3MbIHUNTEA 3a:

a) KO/IMYECTBO M HEKOMIMNEKTHOCT Ha CTOKUTE W/IM TEXHNYECKaTa OKYMeHTaUns (ABHM HeJoCTaTbL);
0) Ka4ecTBO (CKpUTW HeAOCTaTbLM):



- NpW OCTaBsAHe Ha CTOKW He OT 4OrOBOPEHUSA BUA, MOCOYEH B Ui, 1;

- NPU KOHCTaTupaHe Ha AeeKTn nNpu yrnotpeba Ha CTOKMUTE.

(2) Peknamaumn 3a SIBHWM HepocTaTbLM Ha CTOKuUTe ce npasat oT JIEUEBHOTO 3ABEOEHWUE -
BB3/TOXXWNTEJ], B MOMeHTa Ha npegaBaHeTO MM, 33 KOETO Ce CbCTaBA MPOTOKOA, MoAnucaH U oT
[\BeTe CTpaHu.

(3) Pexknamauum 3a CKpUTWU HeLOCTaTbLM Ce MpPaBAT Mpe3 Lefns CPOK Ha Fo4HOCT Ha A0CTaBeHuTe
CTOKM, KaTo peknamauuara ce npuapy>kasa 3afb/DKUTENIHO OT KOHCTAaTVMBEH MPOTOKO/, WU3dajeH OT
M3nbnHWTENHATA areHuMsa 3a fiekapcTeara.

(4 NEYEBHOTO 3ABEAEHUE - BBbB3/IOXKWTE/ e [AibkKHO [a YyBeAOMU MUCMEHO
N3MBbIHWNTEA 3a yctaHoBeHUTe feekT B 5 (NeT) AHEBEH CPOK OT KOHCTATUPAHETO WM.

(5) B peknamauuute ce Noco4vBa HOMepPbT Ha JOrOBOPa, TOYHOTO KO/IMYECTBO Ha MOJyYeHUTe CTOKU C
TEXHUA NapTUAeH HOMep, OCHOBAHMETO 3a peknamauma MU KOHKPETHOTO MckaHe Ha JIEUEBHOTO
3ABEAEHWE - Bb3/TOXKWTE.

(6) B 5 (ner) gHeBeH CpOK OT nonyyaBaHe Ha peknamaumata, M3MBJIHUTENAT cnegsa fa
otroeopy Ha JIEHUEBHOTO 3ABEAEHWE - BDB3/TOXKWTEJT NUCMEHO U KOHKPETHO [Janu
npremMa peknamaumaTa unm 9 0TXBbPAS.

(7) NMpw peknamaymsa 3a a8HU HegocTaTsUm U3MTBJTHUTENAT e anbXKeH B CPOK OT 2 pabOTHU AHU
OT MoflyyaBaHe Ha peknamauusdTa 3a CBOS CMETKa M PUCK Aa LOCTaBU Ha MACTOTO Ha [LOCTaBsAHe
KONMYECTBOTO NINMCBALLM B fOCTaBKaTa / HEKOMMIEKTHW LJOrOBOPEHWN CTOKM.

(8) Mpu peknamaums 3a CKpUTU HegocTaTbun, B cnydan ve WM3MNBIAHUTENAT e npuen
peknamaumsTa, CbwmAT e anbkeH B 10 (geceT) AHEBeH CPOK OT MO/y4aBaHETO M Ja 3aMeHu
[OCTaBeHNTe HeAOroBOPEHN MO BUA / [e(eKTHN CTOKM 3a CBOA CMETKA WU PUCK WM MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/IOXKWTEJ1 pa BbpHe CbOTBETHATa 4acT OT 3ansareHaTa
LieHa, BEAHO C Ab/MDKUMUTE NINXBU.

(9) N1360pbT Ha MOCOYEHUTE NO-rope Bb3MOXHOCTY [a Ce BbpHE CbOTBETHATa YacT OT M/IaTeHOTO WK
[la ce JOCTaBAT HOBM CTOKM NpuHagnexun Ha TEYEBHOTO 3ABEAEHWE - BBb3/TOXXWTE/ u ce
ynpaXkHsABa OT Hero nog popmara Ha NUCMeHo yBefdomeHve o N3MbJIHUTEJA, kato paxoauTte
N PUCKOBETE MO HOBOTO J0CTaBAHe ca 3a cmeTka Ha 3N bJ/THUTEJA.

(10) CrokuTte, npeAMeT Ha peknamaumsa ce cbxpaHasar or JIEUEBHOTO 3ABEAEHUVE -
BB3/TOXKWTEJT o ypexaaHe Ha peknamauunTe.

XIl. OTroBOPHOCT MNPV HEN3MBbIAHEHWE

Un. 12. (1) 3a Hem3nb/IHEHME Ha 3a4b/DKEHUATA CU MO HACTOALMA JOTOBOP C U3K/KOYEHME Ha Te3n Mo
yn. 10, an. 2 n an. 4, NANBNHUTENTAT abmkn HeycTolika B pasmep Ha 0.5 % Ha AeH BbpXy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He nosedve OT 10 % (geceT npoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTo M 00e3lleTeHue 3a MPeTbprneHuTe AeNCTBUTENHN Bpeau B CryyawuTe,
KoraTto Te HagxXBbpAAT [OrOBOpeHaTa HeycToika. B cnyyamTe no un. 4, an. 3, nocoyeHata B
NpPeaXo4HOTO M3peyeHne HeycTolka B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Npocpoyne, HO He
noseye oT 10 % (geceT MpoLeHTa) OT CTOMHOCTTa Ha KOHKPETHAaTa 3adBKa, KakTo 1 06e3LeTeHne 3a
npeTbpreHnTe AeCTBUTE/IHW BPeaW B ClyYauTe, KOraTo Te HaAXBbpAaT AOroBOpeHaTa HeyCcTomKa.

(2) Korato npu Hannume Ha peknamaumun, U3MBJTHUTENAT He M3NbAHU 334b/DKEHMATA CU MO
pasgen Xl OT HacToAwMmsA [OroBop B CPOK, Cbwmat Avmkm Ha JIEMEBHOTO 3ABEAEHWUE-
BBb3/TOXKWUTEJT HeycToilka B pasmMep Ha 2 % OT LieHaTa Ha CTOKWTe, 3a KOMTO Ca HamnpaBeHM
peknaMmauunTe.

(3 NEYEBHOTO 3ABEAEHWE - BBb3/TIOXWTEJ yaosnetsopssa MnpeTeHLUMUTEe CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3annawaHe Ha HeyCTOWKATE OT CcTpaHa Ha
N3MNB/THUTENA KaTo 3aabpXa rapaHumsaTa 3a U3nb/HeHre no yn. 7, an. 3, bykea “6” oT 40roBopa,
KaTo npegnpvemMa AeWCTBUS 3a HEMHOTO yCBOsiBaHe. B cnyuyald, Ye CTOMHOCTTA Ha rapaHumsTa 3a
M3MNb/HEHME He MoKpmBa BCUYKM Abmkumn oT U3MBbJIHWUTENA HeycTovikn, JTEUEBHOTO
SABEAEHVE - BDB3/TOXWTEJ/ npuxeawa Ab/MHKMMUATE CYMW OT HacpeliHW nnawaHua KbM
N3NBbTHUTENA.



(4) Mpn Tpn NbTM BUHOBHa 3ab6aBa Ha N3MB/THUTEA, npoab/mkuia ¢ noBeye OT NoOBUHATA OT
CpOKa 3a M3Mb/IHeHWe Ha CLOTBETHOTO 3afb/DKeHWe, B pamkuTe Ha Tpu meceua JIEHEBHOTO
SABEOEHWVE - BB3/TOXXWMTEJ/ vma npaBo Aa npekpatn [orosopa e€4HOCTpaHHO C 15-AHEeBHO
npeausBecTue.

(5) NEYEBHOTO 3ABEAEHUE - Bb3/TOXXWUTEJ] “ma npaso Aa npekpaTty egHOCTPaHHO 1 6e3
npeLn3BecTUe HaCTOALMA AOr0BOP B C/lyYald Ha CUCTEMHO HETOYHO U3Mb/IHEHME Ha 3a4b/KeHMsATa OT
N3MNBbTHWNTENA wn npefsseHn noBevye OT TpWM peknamauny B pamMKuTe Ha TpuU MeceLa OT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ no pefa Ha rnasa Xl

(6) B cnyyait, ye no oTHoweHne Ha M3MBJTHUTEA HacTbnaT obcTosTencreara no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a o6ulecTBeHUTe nopbvukn, JIEYEBHOTO 3ABELEHWE-
BB3/TOXKNTE/T uma npaBo fAa npekpaty efHOCTPaHHO HacToAwms Aorosop, 6e3 NUCMEHO
npegmnsBecTue 1 6e3 fa AbIKU HEYCTONKN.

XIll. POPCMAXOPHN OBCTOATENICTBA

Un. 13 (1) CtpaHuTe N0 HaCTOSALLMSA [OrOBOP He Ab/KaT 06e3LLUeTeHME 3a MOHECEHN Bpean 1 3aryom,
aKo nocnefHUTe ca NPUYMHEHM B pe3ynTaT Ha HenpeoaonnuMa cuna.

(2) Ako cTpaHaTa, KosITO e cnefBasio [a U3Mb/HW CBOE 3afb/DKEHNE NO AOroBopa e 6una B 3abasa, T4
He MOXe [a ce No30BaBa Ha HenpeoaoiMMa cuna.

(3) “Henpeogonuma cuia” no cMUCHIA Ha TO3W [0OroBOp e HenpeaBUAEHO W/WKM HenpeaoTBPaTUMO
CbOUTKE OT U3BLHPELEH XapaKTep, Bb3HUKHA/IO Cef, CK/IK0UYBAHETO Ha LOroBopa.

(4) CrpaHaTa, 3acerHaTa OT HENpeoo/Mma Cuna, e AbXKHa Aa NpeanpueMe BCUYKU [EeNCTBUS C
rpvkarta Ha f06bp CTOMAHWH, 3a [Ja Hamann [0 MMHUMYM MOHECEHMTE Bpean W 3arybu, Kakto n aa
yBeJOMWN MUCMEHO Apyrarta cTpaHa B 7-HeBeH CPOK OT HaCTbMNBAHETO Ha Henpeogonumara cuna. MNpu
HeyBelOMsBaHe B MOCOYEHUS B MPeLXOLHOTO W3peYeHne CPOK Ce [Ab/DKM  0b6esleTeHre 3a
HacTbNUIMTE OT TOBa Bpeaun. Henpeogonumarta cuna ce [OKas3Ba OT 3acerHarara CTpaHa CbC
CepTI/ICbI/IKaT 3a C’pOpCMa)KOp, n3ganeH no CbOoTBEeTHUA pea OT KOMMNETEHTHUA OpraH B Abp>XaBaTa, B

KOSITO Ca HaCTbNUAN POPCMaXKOPHUTE 06CTOATENCTBA.

(5) [Aokato Tpae HenpeogosMMaTta CWMa, M3MbJHEHMETO HA 3aA4b/DKEHUATA U CBbP3aHUTE C TAX
HacpeLLHM 3ab/KEHUS Ce crnumpa.

(6) He npeactaensiBa “Henpeogonuma cuna” CboWUTME, MPUUMHEHO MO HEOPEXHOCT WM upe3
YMULLNEHO [EeCTBUE Ha HAKOA OT CTPaHUTE WM TeXHW NPeAcTaBUTeNn UWAN CRyXXUTeNn, KakTo M
HefocTura Ha napuyHu cpeactea Ha W3MBAHWTENA n NEYEBHOTO 3ABEAEHUE
BB3TOXUTEN.

XIV. CINOPOBE

Un.14. (1) Bb3HUKHaIMTe Npe3 BPEMETPAEHETO Ha JOroBopa CNopoBe 1 pasHOriacus Mexzay ctpaHuTe
Ce pellaBaT 4pe3 Mperosopu mexay Tax. lMocTurHatute AOroBOPEHOCTU Ce OPOPMAT B NUCMEHa
(hopma 1 ce NpeBpbLUAT B HEpa3fesiHa 4acT OT A0roBopa.

(2) B cnyyain Ha HenocTUraHe Ha OrOBOPEHOCT MO MPeAXOAHUS YeH, BCUYKW CMOPOBE, NOPOAEHN OT
TO3W [10roBOP WM OTHACALLM Ce A0 HEero, BKIHOUUTENHO COPOBETE, MOPOAEHN OT UM OTHACALLM ce [0
HEroBoTO Tb/IKyBaHe, HeAeNCTBUTENHOCT, HEM3Mb/IHEHNE UM MPeKpaTsaBaHe LWe 6bAaT paspellaBaHu
cnopep 6b/IrapcknUTe MaTepuasIiHv 1 NPOLLECYasTHW 3aKOHM OT KOMMETEHTHMA CbA, Mo pefa Ha MK,

XV. CbOBWEHWNA

Un. 15. (1) Bcnukn cboObLLeHMs MeXay CTpaHUTe, CBbp3aHW C U3Mb/IHEHMETO Ha TO3M [JOroBoOp ca
Ba/IMAHW, aKO Ca HarpaBeHW B NMUCMeHa hopma 1 ca NoANMcaHn oT YNbIHOMOLLEHNUTE MpeaCcTaBuTenn
Ha U3MBJTHUTENA namn NEHEBHOTO 3ABEAEHWE - Bb3/TOXWUTE.

(2) 3apata Ha CbOGLLEHMETO Ce CMATa:

\Y fararta Ha npeAaBaHeTo - Mpy PbyYHO NpejaBaHe Ha CbOOLLEHMETO;

\ [arara Ha MoLLEeHCKOTO KNelMo Ha obpaTHaTa pasnucka - npy nu3npalaHe no nowara;



S filaTara Ha NpremMaHeTo - npwv m3npawiaHe no gakc uam e-mail.
(3) 3a Ba/mAHM agpecu 3a MpriemaHe Ha CbOOLEeHMS M 6aHKOBM CMETKM, CBbP3aHW C HacTOALMSA
[LOrOBOp Ce CMATAT:

3A N3IMNBIAHUTENA:

afpec: c. CeeToBpayeHe; yn. "Uasgap Boisoga" Ne 48, Ten: 02 4051924, takc 02 4051899, e-
mail: office@medex.bg

6aHkoBa cMeTka, noco4eHa ot 3Mb/IHNTENA: BIC koa: BNPABGSX

IBAN: BG25BNPA94401020015410

3AJIEUEBHOTO 3ABEAEHWVE- Bb3/TOXXUNTEN:

rp. Codwmsa, yn. ,,bano mope” Ne 8, otgen ,,bonHuyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpn nNpomMsiHa Ha NocoYeHust Mo a. 3 agpec uanM 6aHKOBa CMeTKa CbOTBETHATA CTpaHa e AJ/TbXKHa
[ia yBeloMW Apyrata B TPUAHEBEH CPOK OT NpoMsAHaTa.

XVI. OPYTW YC/ITOBUA

Yn. 16. (1) MNpaBata M 3aAb/DKEHMATA MO HACTOAWMA [OroBOP He Morar fja ce MpPexBbpasaT
elHOCTPAHHO Ha TpeTu nuua U Nofo6HM aKTOBe He MOopaxaaTr NpaBHO AelicTBUe 6e3 NMUCMEHOTO
Cbrnacue Ha fpyrara CTpaHa, OCBEH B C/lydauTe Ha 06e3neyaBaHe (rapaHTMpaHe) Ha 3afb/DKEHUS MO
6aHKOBM KpeauTu.
(20 3a HeypegeHuTe BBLMPOCK B HACTOAWMA [OroBOp ce npwunara AercTBawoTo 6barapcko
3aKOHOaTesNCTBO.

XVII. MOAVNIIMTBNAHUNTENW - HenpnnoXxnumo
(Npuno>knMo camo B cnyyanmTe, B KOUTO M30paHMs 3a U3NbAHUTEN yYacTHYUK € NMocoymn, Ye Lie
Mon3sa NoAU3MbAHUTENM, NPU CKIKYBaHe Ha PaMKOBOTO CrnopasyMeHue)

Un. 17. (1) NOAN3IMNBNHUNTENINTE Tpsa6sa fa 0TroBapsaT Ha CbOTBETHUTE KpuUTepumn 3a noabop
Cbo6pasHo BMAaA M fena OT NopbykaTa, KOUTO e U3NbHABAT, U 3a TAX [a He ca Ha/IuLe OCHOBaHUA 3a
OTCTpaHsaBaHe OT npoLenypara.

(20 NEYEBHOTO 3ABEAEHWE - BBb3J/TOXXWTEJ n3unckea 3amsaHa Ha NOAM3MNBJ/IHUATEN,
KOMTO He OTrosaps Ha ycnosusaTa no an. L

(3) Korato yacTTa OT nopbukara, KoATo ce m3nb/Hsea oT MOAN3MNBAHUTEN, moxe ga 6bae
npegageHa kato oraeneH obekt Ha U3MBbJIHUTENA wnm Ha JIEYEBHOTO 3ABEAEHUE -
BB3/TOXWNTEJ, nocnefHua 3annalla Bb3HarpaxkaeHue 3a tasun vact Ha MO AUN3MNbJ/IHUTEA.
(4) PasnnawaHuATa No an. 3 Ce OCbLeCTBABAT Bb3 OCHOBA Ha WCKaHe, OTNpaBeHO OT
NnoAN3MNBIHUTENA po NEYEBHOTO 3ABEAOEHUVE - BbB3/TOXWTEN  uypes
N3MBNTHNTENA, KONTO e AnbXeH fAa ro npepoctaBu Ha Bb3NOXKUTENA B 15-HEBEH CPOK OT
nonyyasaHeTo My.

(5) Kbm mckaHeto no an. 3 M3MBJIHUTENTAT npefoctass cTaHOBULLE, OT KOETO [a e BUAHO Aann
ocrnopsa nnallaHnaTa UAn YacT OT TAX KaTo Heb/HKUMN.

(6) TEUEBHOTO 3ABEAEHWE - BBb3/IOXKWTE/T nva npaBo fJa OTKae nnawjaHe no an. 3,
KOraTo MCKaHeTO 3a MNnatlaHe e OCMopeHo, 40 MOMEeHTa Ha OTCTpaHsaBaHe Ha NpuynHaTa 3a 0TKasa.

(7) Hesasucumo ot wm3anonssaHeto Ha MOAN3MB/IHATE/IA OTroBOpHOCTTa 3a WM3Mb/IHEHWE Ha
forosopa e Ha M3MbJTHNTEA.

XVIIl. SAKNMTKOYUNTENTHW PASIMOPELBIN

Un. 18. (1) MNpwn cbCTaBAHETO Ha HACTOALLMSA AOrOBOP Ce NpeAcTaBnxa CnefHNTe JOKYMEHTH:
Yy JokymeHTn no un. 112 ot 30IT;
X [Jeknapauusa no un. 55, an. 6 ot 3/ITMXM (Korarto e npuioXKnumo);

["apaHumMa 3a N3NbHEHME,

TexHn4yecko 1 LIeHOBO npeanoXkeHne, HepasaenHa yacT oT oroeopa,


mailto:office@medex.bg
mailto:apteka@isul.eu

S [Jeknapavymm no SMAI.
(2) HacToswmAT A0roBop ce CbCTaBy B TPU €HO0OPa3HM eK3eMnspa Ha ObArapcku e3vK - eavH
N3NBNHWNTENA n gga 3a TEYEBHOTO 3ABEAEHWE - Bb3/TOXXUNTEN.

BannyeHa nHdopmanus 3anuueHa nHpopManus
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MNpepnaraHn LEeHOBM napamMmeTpu

HauyunH Ha Heo6xoaum Ep.ueHa 6e3 Eg.ueHa ¢ Ob6uia uyeHa O6wa ueHa ¢
ATC INN 3abenexka Mspka Cratyc .
npunoxeHue 6poi MApKM aac nac 6e3 AAC aac
nepopaiHa
VO3AEQ2 Sevelamer mg BanmaeH 51840000 0,000810 0,000972 41990,40 50388,48
TBbpAda
V08ABO04 lopamidol napeHTepasiHa mgl BamgeH 37000000  0,000970 0,001164  35890,00 43068,00

77880,40 93456,48



ATC

VO3AEO02

VO8ABO04

Heobxoaun
. Msapka
NekapcTBeHa M 6poii
INN /mg,tabl
hopma MSAPKUN Ha
.ml/
no
nepopanHa
Sevelamer 51840000 mg
TBbpAa
wann

lopamidol napeHtepanHa 37000000 mg 1

s gelIed

O6ocobeHa nosnymsa 2

3abenex

Ka

Crartyc
nnc

BannpgeH

BanupeH

N36paH
Py

He

He

aa

He

aa

Genzyme Europe
B.V.,
HupepnaHgusa

Heaton k.s.,
Yewka penybnunka

Sandoz d.d.,
CnoBeHus

Bracco Imaging
S.p.A., Utanusa

Sanochemia
Pharmazeutika
AG, AscTpus

Tbproscko
HauMmeHoBaHue

Sevelamer
Sandoz

Jamnong 1

SCANLUX 370

SCANLUX 370

SCANLUX 300

SCAN LUX 300

SCANLUX 370

KonunyecTtso
aKTUBHO

BeuwecTtso

800

370 mg I/ml -
50 ml

370 mg I/m] -
100 ml
300 mg ¥ ml -
50 ml
300 mg ¥/ ml -
100 ml
370 mg I/ml -
200 ml

Mapka

mg

mg

OKOHyarte
NHa
onakoBKa

180

10

10

10

10

10

HanunuyeH
B MJIC

HanunuyeH
B [/1C

HannueH
B MNNC

HanunueH
B MN/C





