NOrOBOP N
3A JOCTABKA HA TEKAPCTBEHW MPOYKTU

.2021 r., B rp. Codhus, mexxay:

YMBAN"Uapuua MoaHHa-UCYN"EA/, cbC cejavilie W afpec Ha ynpasneHue B rp.
Cogms, painoH "O6opuile", yn. "bano mope” Ne 8, Ten. 9432215, thakc 9432180, EMK 831605806,
npeacTtasnasaHo o1 Jlrobomup lNeHeB - W3nbaHWUTENEH AMPEKTOP, HapuyaHO MOo-A0nYy 3a KPaTKoCT
LJJEYEBHO 3ABEAEHWE - Bb3J/TOXXWTEJT” oT egHa cTpaHa

n

MELEKC” OO/ cbc ceganvle v agpec Ha ynpasneHue obnact Cous-1252, ¢. CBeTOBpaYeHe;
yn. "Yaspap BoiiBoga" Ne 48, Ten: 02 4051924, dakc 02 4051899, EMK 131268894 npeacTtaBnsiBaHO
oT Emun [aHeB - ynpasuTen, HapuyaHo no-gony 3a kpatkocT ,, 3N bJIHUTEJT” oT gpyra cTtpaHa,

Ha OcHoBaHMe un. 112 oT 3akoHa 3a 06ulecTBeHUTe nopbuky (30M1), BLB Bpb3Ka C MPOBEAEH
BbTPELLEH KOHKYpPEeHTeH u360p no PamkoBo criopasymeHuve Ne P1-11-164 ce CKNHOUM HACTOALLMA
[LOroBOp 3a CNefHoTO:

I. MPEAMET 1 CPOK HA AOITOBOPA
Yn. 1 (1) TEUEBHO 3ABEAEHWVE - BDB3/TIOXKWNTEN Bb3nara, a N3MNBJIHUTENAT ce
3a/1b/KaBa [ja U3BbPLUM [JOCTaBKa Ha CNEAHWUTE NEKAPCTBEHW NPOAYKTM:

Hauw Ha 3abenexka Mspka
NpUoXeHve
MO1AC06 Meloxicam napeHTepasiHa mg BanngeH 150000
MO1AE17 Dexketoprofen napeHTepasHa mg BannpeH 500000

(2) OorosopbT BAM3a B CWa OT fgartata Ha MOANMCBAHETO My OT [BeTe CTpaHW M € CbC CPOK [0
31.12.2021 .
(3) 3anpogykr c ATC MO1AE17 pgorosopsT BAn3a B cuna ot 01.10.2021 .

1. LEHW N OBLWA CTOMHOCT HA JOCTABKWUTE MO AOMOBOPA
Yn. 2. (1) LeHata Ha CTOKMTe MO 4n.l e CbrnacHo LeHoBO npegnoxeHve Ha V3MbJIHUTENA,
HepasfenHa YacT OT [oroBopa.
(2) LleHaTa BKNtOYBa CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3acTpaxoBKa v TpaHcnopTt ago JIEYEBHOTO
SABEAEHWE - BBb3NNOXWTEJT npu MUHUMaNEH CPOK Ha rogHOCT He no-KpaTbK oT 40 % ot
065BeHMS OT NPOU3BOAMTENSA 3a IEKAPCTBEHUTE NPOLYKTM UM He NO-KpaTbK oT 20 % OT 065BeHUs OT
npou3BoAnTeNs 3a 6UONPOAYKTUTE UM BMONOA0OHMTE NPOAYKTU. MUHUMANHUAT CPOK Ha FOAHOCT ce
onpefens KbM AaTara Ha BCAKa 40CTaBKa Ha /1leKapCTBeH NPOAYKT.
(3) Obuiata CTOMHOCT Ha AocTaBkWTe No gorosopa e Ao 11 225.00 nesa 6e3 BkatoveH OAC v fo
13 470.00 neBa c BkntoyeH AA4C.
(4) LeHata no gorosopa e mKcupaHa, He MoA/IeXM Ha MPOMsiHa 3a CpOKa Ha [eiicTBMe Ha LOroBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyuait, ye npe3 BPeMETO Ha [ieiCTBUE Ha CbOTBETHWNA JOrOBOP CTOMHOCTTA, KOATO CfiefBa Aa ce
3annawa ¢ ny6svMyHM cpeacTea Ha IeKapcTBeHW NPOAYKTW OT MO3UTUBHUA NEKAapPCTBEH CMUCHK CTaHe
Nno-HMUCKa OT [0roBopeHarta, /le4e6HOTO 3aBefieHMe -  Bb3/IOXKUTEN 0Oe3yCnoBHO  3arnsaula
NeKapCTBEHUTE MPOAYKTM Ha NO-HMUCKaTa CTOMHOCT, CUUTAHO OT:

- fatata Ha B/M3aHe B CWla Ha peleHMeTo Ha HauuoHasHMA CbBeT MO LeHW U
pemmbypcmpaHe Ha nekapcteeHuTe npogyktn ( HCLUP/IM);

- [ararta Ha akTyanu3aumata Ha No3nT1BHUA NekapCTBeH CNMCHK NO pefa Ha yn. 57, an. 1oT
Hapepbata 3a ycnosusTa, npasuiaTa WM pefa 3a perynvpaHe M peructpupaHe Ha LEHWTE Ha
nekapcTBeHuTe npoayktn (HYTPPPLUIM) 3a nekapcTBeHWTE MPOAYKTW C HamaseHa CTOMHOCT 3a
OMaKoBKa, 134ncneHa Ha 6as3a pethepeHTHa CTOMHOCT.



B cnyyaute no npeaxoAHOTO WM3peyeHMe, CTOMHOCTTa ce onpedens KbM MOMEHTa Ha
[locTtaBkara (noAnuceaHe Ha npremo-npeaasaTenieH NpoToKon).

. ycnoemd n HAYMH HA NAAWAHE

Yn. 3 (1) MnawaHeTo Mo HacTosAWmMA [OroBOp Ce OCbLLECTBABA Ype3 6aHKOB NPeBOJ OT CTpaHa Ha
NEYEBHO 3ABELAEHUE - BBb3/TOXWMTEJ no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBbJTHUTENA.
(2) 3annawaHeTo Ha CTOKUTe MO A0roBopa Ce M3BbPLUBA OT/IOXKEHO B CPOK A0 60 /wectaeceTuns/ aeH,
cnep, npeAcTaBsHe Ha CnefiHUTE JOKYMEHTH:

1 [ocTaBHa (hakTypa, CbCTaBeHa CbriacHo nanckeaHmaTta Ha 344C v MMN344C;

2. [lpuematenHo-npenaBaTeiHA NPOTOKONN;
(3) B cnyuaid, 4e nocoyeHuTe B un. 3, an. 2 AOKYMEHTU Ca HEPEAOBHU UM HE Cca KOMMIEKTOBAHM,
cblmTe ce Bpbwar Ha U3MbJTHUTENA ¢ npuemaTenHo - npejasartesieH NPOTOKON 3a M3npassHe
Ha HepefHocTMTe. CPOKbBLT MO U3, an. 2. 3anoysa Aa Teye OT gaTarta Ha NpeacTaBAHeTo Ha NocnefHus
N3UCKYeM Ce JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA /IEKAPCTBEHWN MPOAYKTU, MO BCAKA OTAe/HA 3asBKa,
LleHaTa Ha OMakoBKa He cnefBa Aa HafBuLlaBa onpegeneHata B NO3NTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHve Ne 2, pedepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHWSA /IEKapCTBEH MPOAyKT. B
C/lyyail Ha M34MCnsiBaHe Ha CTOMHOCT MO-BMCOKa OT pediepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMS IEKAPCTBEH NPOAYKT, CTOMHOCTTa Ce HamasnsiBa M 3annawa 4o CTOMHOCTTa Ha OMakoBKa
onpeaeneHa B Mo3NTUBHNA NTEKAPCTBEH CNUCHK- MNpunoxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWMNTEJ 3as858a HEO6X0AUMUTE MY KONMYECTBa
c nucmeHa 3asBka fgo W3Mb/IHATEJIA. 3asBkata ce BpbyBa /IMYHO Cpelly MoAnuc Ha
N3MNBbTHNTENA unv ynbiHOMOLLEHO OT HEro nuue uam ce usnpatia ¢ npenopbyaHo MUCMO C
obpaTHa pa3numcka, No akc Uam No eNeKTPOHEH MbT.
(2) Bcsika oTgenHa poctaBka, credpa fa ObAe [foCTaBeHa B CPOK [0 7 KaleHAapHW [HW chep,
nonyyasaHe Ha 3aaskata oT JIEUEBEHOTO 3ABEAEHWE - Bb3J/TOXXWTEJ] 1 3a Konnyectsata u
OMakoBKMTe (CbOOpPa3HO KOHKPETHWUTE JIeKapCTBEHW MPOAYKTW, MOCOYEHW B  TEXHUYECKOTO
npessiokeHne Ha M3MbAHWUTENs), TOYHO OMpejeneHW B 3asBKaTa. B cnyyald, 4Ye ce npaBu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha NIekapcTBeH NPOAYKT, ce npefcrass CepTugmkar 3a 0CBOOOXjaBaHe
Ha napTugarta, u3fgageH OT KeamuumpaHo nvue no 3J/1MXM Ha eNneKTPOHeH HOCUTen WanM o
e/IEKTPOHEH MbT Ha efleKTPOHHATa MoLa, NoCoYeHa KaTo afpec 3a KOPeCrnoHAeHLUMs, NPUAPYXeH C
NnpeBof Ha 6bArapckn esvk oT upMa, CKIUMNa 4Orosop ¢ MMHUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbpPLUBaHE Ha omumaiHN NpeBoan. 36poeHNTe JOKYMEHTM Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Nie4yebHOTO 3aBefieHWe - Bb3NOXKUTeN. lMpu credBawin [OCTaBKM Ha NeKapCTBEHU
MPOAYKTM OT CbLUyaTa NapTnaa, CepTURPUKATLT He ce NpeacTaBs.
(3 B cnyuyair Ha HeobxoaMMocT OT crewHa poctaBka, JIEHUEBHOTO 3ABEAEHUE -
BB3/TOXWTE/T nocoysa M3pMYHO B 3asiBKaTa, Y€ € HeobxoAuMmo fAa ObAe M3BbPLUEHA CheLlHa
foctaBka. B To3u cnydai, focTaBKata crefiBa fa 6bAe M3BbpLUeHa [0 6 yaca OT MosiyyaBaHe Ha
3afBKaTa M 3a KO/IMYecTBaTta W OMakoBKWUTE (CbOOGPA3HO KOHKPETHWUTE JIeKapPCTBEHW MPOAYKTH,
MOCOYEHUN B TEXHUYECKOTO MPef1oXeHNe Ha U3NbIHUTENA), TOYHO ONpeAeneHun B 3aABKaTa.
4 NM3ANBNHUTENAT ce 3aab/mKaBa, B CPOK 0 1 paboTeH AeH, B cyyamTe Mo an. 2 U B CpoK Ao 1
yac, B C/lyyamTe Ha an. 3, Cfief MoslyvyaBaHeTO Ha BCAKA 3asiBKa Aa YBeAOMW MUCMEHO WM Mo (hakc
NNEYEBHOTO 3ABEAEHWVE - Bb3/TOXXWTEJ] B cnyyaii Ye He MOXeE Aja U3BbPLUM [OCTaBKa WUm
B C/lyyald, Ye He MOXe fa Crnasu CPOKbT 3a M3BbPLUBAHE Ha [JOCTaBKaTa, NpeAMeT Ha KOHKpeTHaTa
3aBKa.
(5) Kbvm paTata Ha BCAKa [OCTaBKa, OCTATbYHWUAT CPOK HA FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTH,
cnefBa fa 6bvae He no-manbk ot 40 % /ueTupuieceT Ha CTO/ OT 06BEHMS OT MPOU3BOAUTENS.
(6) Kbm paTarta Ha BCSKA AOCTaBKa OCTaTbYHUAT CPOK Ha FOAHOCT Ha 6MoNpoayKT unv 6ruonofobeH
NPOAYKT, crnedBa fa 6bae He nNo-manbk oT 20 % /gBajgeceT Ha CTO/ OT 065IBEHWS OT NPOU3BOAUTENS.
(7) 3a konmyecTBa AOCTaBeHM M3BbLH 3asBkarta no uyn. 4, an.l, NTEYEBHOTO 3ABEAEHWVE -
BB3/TOXXKWTEJ HAMaA 3a4b/KeHMe 3a NnnaLlaHe.



(8) B cnyuyamte no un. 10, an. 7 OT 4Orosopa, CPOKLT Mo &l1. 2 1M 3 3anoysa fa Teye OT faTara Ha
nucmeHoTo cwrnacue Ha IEYEBHOTO 3ABEOAEHWME - Bb3/IOXUTE.

V. MACTO HA JOCTABAHE
Yn. 5. (1) 3a MACTO Ha fOCTaBsAHe Ha CTOKMTe MO TO3W [OroBop Ce onpefens cnegHus agpec: Codus,
yn. ,,6ano mope” Ne 8, YMBAN ,Llapuua VMoaHHa-UCYN” EAJ - oTaen ,,6onHuyHa anteka”
(2) PvCKBLT OT cly4ailHOTO NOrvMBaHe WM NoBpeXaaHe Ha CTOKMTE npeMuHasa Bbpxy JIEUEBHOTO
SABEAEHVE - BB3/TOXWTEJT 0T MOMeHTa Ha MPUEMAHETO MM Ha MACTOTO Ha [OCTaBsAHe C
npuemMareniHo-npeaasaTesieH NPOTOKON.

VI. JATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha focTaBsHe ce cuMTa Aatarta, Ha KOATO CTOKWUTE ca AOCTaBeHM [0 afpeca MNOCOYeH B
yn. 5, an. 1, npu ycnosumaAta Ha yn. 9, an. 2.

VII.3AAB/IXEHUA HA N3N B/THUTENA
Un. 7. N3MBJTHNTENAT ce 3agb/kasa:
1 [la focTaBn CTOKUTe B JOrOBOPEHUS CPOK W da v npegage Ha IEMEBHOTO 3ABEAEHWE -
BB3/TOXNTEN.
2. [a npefane CTOKMTe, NMakeTUpaHU WU MapKuUpaHW B CLOTBETHUA BUA, KOMMYECTBO W KayeCTBO Ha
MACTOTO Ha AOCTaBsHe.
3. MNpn noanmnceaHeTo Ha [Orosopa Aa npeacTasu:
a) JOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHuUmsa 3a U3Mb/IHEHWE, B eAHa OT hopmuTe, onpeaeneHn B yn. 111, an. 5 ot 3001, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cref n3ThyaHe Cpoka Ha LOroBopa, KOATO ce 0CBO60XAaBa B CPOK A0 60 aHW cref
M3MbJIHEHME Ha JoroBopa. B cnyyaid, Ye BaIMAHOCTTA Ha rapaHumsTa nstuya npegmn 4oroesopa fa obae
n3nbvaHeH, U3MbHWNTENAT ce 3aab/mkasa fa YAL/MKA CPOKa Ha Ba/IMAHOCT Ha rapaHuusTa c
TO/IKOBA [lHM, TaKa 4e rapaHumaATa aa Nnokpuea o4akBaHUS CPOK 3a U3Mb/IHEHME Ha florosopa nac 60
AHW. TapaHumsaTa e B pasmep Ha 3% OT CTOMHOCTTA Ha gorosopa 6e3 4AC n Bb3nm3a Ha 336.75
neBa.
(4) Da poctaBA /fleKapCTBEHM MPOAYKTW, KOUTO OTroBapAT Ha W3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTWN B XyMaHHaTa MeauumHa (3/1MXM) - ga npuTexxasaT BIMAHO paspeLLeHue
3a ynotpeba B cTpaHara, u3gageHo no pega Ha 3/1MXM wnu PernameHT (EO) Ne 726/ 2004 1. Ha
EBponeickus napnameHT 1 CbeeTa /un. 23, an.l Ha 3/TMXM/.
(5) [a pocTaBsi NekapCTBeHW NPOAYKTM, KOUTO ca BKO4YeHU B [MpunoxeHne No 2 Ha [Mo3MTUBHUA
NNeKapCTBEH CMUCHK.
(6) B cnyyait, Ye ce npaBu Mbpsa A0CTaBKa Mo fafleHa napTnga Ha 1IekapcTBeH NPOoAYKT, Aa npeacTaBs
CepTudmkat 3a 0CBOOOXKJaBaHe Ha napTufaTa, M3fgageH OT KsasmguumpaHo nvue no 3/1MXM Ha
€NeKTPOHeH HOCUTeN WU MO eNEKTPOHEH NbT Ha eNEeKTPOHHAaTa MoLla, NMocoyeHa KaTto ajpec 3a
KOPECMNOHAEHUMS, NPUAPY>XEH C MNpeBoj Ha ObArapckM esuk OT (upMa, CKAKuMna [orosop €
MUWHNCTEPCTBO Ha BLHLUHWTE paboTy 3a U3BbPLLBAHE Ha OPULIMATHN NPEBOAN.

VIII. SAAB/TXEHNA HA TEYEBHOTO 3ABEAEHWE - Bb3/TOXWUTEN
Un. 8. TJTEHEEHOTO 3ABEAEHWE - Bb3/TOXWTE/ ce 3aabmkasa:
1 [a npueme foCTaBeHUTe B CPOK U Ha MACTO CTOKW, CbOTBETCTBALLM MO BMA, KOMMYECTBO U Ka4ecTBo
Ha ONUCaAHOTO B HACTOALLMSA [OroBop.
2. [la 3annatu 4ocTaBeHUTE CTOKM MO pefa Ha yn. 3 OT HacToAWMSA AOroBop.
3. Cnep npukntoYBaHe U3NbIHEHWETO Ha LOrOBOpa fa 0CBOOOAM rapaHuuATa 3a U3nbiHeHWe, 6e3 ga
[Ob/DKN IMXBM 33 CPOKA, Npe3 KOMTO cpefcTBaTta 3aKOHHO ca NPeCcTos/Iv Y Hero.

IX. TIPMEMAHE N NMPEJABAHE HA CTOKUTE
Un. 9. (1) NMpnemaHeTO Ha CTOKUTE Ce U3BBbPLLBA Ha MACTOTO Ha A0CTaBAHE MOCOYEHO B U/. 5, an. 1
@ WM3NBJIHWUTENAT wnn  ynbAHOMOLLEH OT Hero npefctaBuTen WM NpefcTaBuTeN  Ha
NEYEBHOTO SABEAOEHWE - BDB3NOXWTE/T noanucear npuvemaTenHo-npeaasaTesnieH
NPOTOKO/1, YA0CTOBEPABALL, NoNyYaBaHETO Ha CTOKUTE.



X. KAYECTBO, TrAPAHUMIN N CPOK HATOAHOCT

Yn. 10. (1) CtokuTe, NpefMeT Ha HaCTOALMA [OrOBOp, CNnefBa Aa OTroBapAT Ha U3UCKBAHUATA Ha Y.
7,an.4nb5.
(2) Kbm patata Ha gocTaBkarta, OCTATbYHUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHWUTE NPOAYKTW, Cnefsa
Aa 6bae He no-manbk oT 40 % /yeTUpUAECeT Ha CTO/ OT 06SBEHUSA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha fjocTaBKa Ha eKapCTBEHNA MPOAYKT € M0 - KpaTbK OT J0rOBOPEHUS CPOK Ha FOAHOCT,
Ab/DKMMaTa HeycToliKa fa 6be NPOMeHeHa, KakTo CrefBa:

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

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

oT 19,99% no 10% - 7 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha [0CTaBKara.
(4) OCTaTbYHMAT CPOK Ha rofHOCT Ha GuonpodyKT /6nonofobeH NPOAyKT, cnefsa fa 6bvae He no-
mManbk 0T 20 % /gBajeceT Ha cTo/ OT 065BEHUS OT NMPON3BOAUTENS KbM [aTaTa Ha BCSKa 40CTaBKa.
(5) B cnyyain Ha flocTaBka Ha 61uonpoayKT/6muonogo6eH NPoAyKT € NO - KPaTbK OT JOrOBOPEHUS CPOK
Ha rofjHOCT, Ab/HKMMaTa HeyCTOWKa e KaKTo Crefsa:

0T 19,99% a0 10% - 2 % BbpXY CTOMHOCTTA Ha [JOCTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpXY CTOMHOCTTA Ha A0CTaBKAaTa,;

nog 5% - 6 % BbPXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHUNE - BBH3NNOXWTEJT MmoXe fa OTKaXKe NMPUEMaHeTO Ha CTOKUTE,
aKo B [IeHSl Ha TAXHOTO MPUCTUraHe UM MprYeMaHe OCTaTbyHUA CPOK Ha FOAHOCT € MO - MajbK OT
onpegeneHna B un. 10, an. 2. v an. 4 MMUHUMANIEH CPOK Ha rOAHOCT.
(7) OocTaBKaTa Ha /fleKapcTBeH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT Mo-MasbK OT 10 Ha CTO OT
065BEHMA OT NPOM3BOAUTENS N Ha BMoNpoayKT/6nonofobeH NPOLYKT C OCTaTbYeH CPOK Ha rogHoCT
Nno-MabkK OT 5 Ha CTO OT 065BeHMS OT MPOU3BOAMTENA CE M3BBLPLLBA CaMO C NMUCMEHO Cbr/iacue Ha
NEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJT 3a KOHKPETHO KO/IMYeCTBO, ONpeAenieHo OT Hero.
bes m3pnyHo nucmeHo cwvrnacve Ha JIEHEBHOTO 3ABEAEHWME - BBb3/TOXXWNTEJ cTokute
HAMa fa 6baat 3annawaHu.
(8) NckaHeTo 3a NMUCMEHO cbriacue, B clyvauTe Ha an. 7, cnedsa ga noctonn B JIEUEBEHOTO
3ABELAEHWE - Bb3TOXWTE/ B Ccpok A0 1 (eanH) paboTeH fieH OT nosiyvaBaHe Ha 3asBKara.
(9) B cnyvanTe Ha cneLuHn A0CTaBKM NOCOYEHNUTE B an. 3 1 an. 5 HEYCTOMKM He ce npunarar.

XI. OTroBOPHOCT 3A HETOYHO U3MNbAHEHWE. PEKTAMALNIN
Un. 11. (1) TEYEBHOTO 3ABEAEHWE - BB3J/IOXKNTEJ1 MoXe Aa npefsdBsBa pexnamamm
npeg N3MNbTHNTENA 3a:
a) KO/IMYECTBO M HEKOMIMIEKTHOCT Ha CTOKUTE UK TEXHUYECKaTa JOKYMeHTauus (ABHWU HeoCTaTbLUy);
0) KayecTBO (CKPUTW HeAOCTaTbLM):
- PV JOCTaBAHE Ha CTOKW He OT JOrOBOPEHNS BN, NOCOYEH B un. 1
- NPU KOHCTaTMpaHe Ha fedekTy npu ynoTpeba Ha CTOKMUTE.,
(2) Peknamaumun 3a SBHW HepocTaTbUy Ha cTokuTe ce npasAaT or JIEYHEBHOTO 3ABEAEHUE -
BB3/TOXXWNTEJI, B MOMEHTa Ha NpefaBaHETO UM, 3a KOETO Ce CbCTaBdA MPOTOKO/, nojnucaH u ot
[IBETE CTpaHMW.
(3) Peknamaummn 3a CKpUTU HeOOCTaTbLM Ce NPaBAT Mpe3 LeNnsa CPOK Ha rOLHOCT Ha A0CTaBeHuTe
CTOKW, KaTo peknamauusaTa ce npuapyxasa 3aAb/DKUTENHO OT KOHCTATUMBEH MPOTOKOA, M3fafeH OT
M3nbnHWTENHATa areHLmMs 3a flekapcTeara.
(4 NEYEBHOTO 3ABEAEHWME - BDB3NIOXWTE/ e AibkHO fJa yBeAoMu MUCMEHO
N3MBb/THNTENA 3a yctaHoBeHUTE AedekT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce NocoYBa HOMEPHLT Ha LOrOBOPa, TOYHOTO KO/IMYECTBO Ha NOyYeHUTe CTOKM C
TEXHUS NapTuaeH HOMep, OCHOBAHMETO 3a peKnamauust U KOHKPETHOTO uckaHe Ha JIEUEBEHOTO
SABEAEHWE - Bb3/TOXXWNTE.
(6) B 5 (net) AgHeBeH CpoOK OT nonyyaBaHe Ha peknamauusta, N3MBbJIHUTENAT cnegsa fa
otrosopy Ha JIEHEEHOTO SABEAEHWE - BDB3/TOXKWTEJ/T nnCMEHO M KOHKPETHO Aanu
npuemMa peknamalmaTa v 9 OTXBLPAA.
(7) Mpwn peknamauus 3a aBHU HegocTaTbUy M3MBJTHUTENAT e AnbXKeH B CPOK OT 2 paboTHU AHM
OT MonyvyaBaHe Ha peknamauuaTa 3a CBOS CMETKa M PUCK Aa [0CTaBM Ha MACTOTO Ha AOCTaBsHe
KO/IMYECTBOTO /INNCBALLM B fOCTaBKaTa / HEKOMMIEKTHWU AOrOBOPEHN CTOKM.



(8) Mpw peknamaums 3a CKpUTU HegocTaTbun, B cnydain uve WIMBJIHUTENAT e npuen
peknamaumsTa, CbwuAT e anbkeH B 10 (geceT) [AHEBeH CPOK OT MOJy4yaBaHETO M Ja 3aMeHu
[OCTaBeHNTE HeAOroBOPEHN MO BUA / [e(eKTHN CTOKM 3a CBOA CMETKAa W PUCK MW MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BDB3/TOXWTEJ/T ga BbpHe CbOTBETHATa 4acT OT 3anjaTeHara
LieHa, BEAHO C Ab/DKMMUTE NINXBW.

(9) MN360pbT Ha NOCOYEHUTe NO-rope Bb3MOXKHOCTM [ja Ce BbPHE CbOTBETHATA YacT OT NJAaTEHOTO UK
[la ce AoCTaBAT HOBW CTOKM npuHagnexu Ha JIEYHEBHOTO SABEAEHWE - BBH3/TOXXUTEJ n ce
ynpaxHsBa 0T Hero nog opmara Ha nUcmeHo yeegomneHve o M3MNbJIHWUTENA, kato pasxoaute
N pUCKOBEeTe Mo HOBOTO JocCTaBsAHe ca 3a cMeTka Ha 3MBbJ/THUTENA.

(10) CrokuTe, npegmMeT Ha peknamaums ce cbxpaHssat ot JIEHEBHOTO 3ABEAEHWE -
BBb3NOXWTEJ] fo ypexaaHe Ha peknamauuunre.

XIl. OTTOBOPHOCT NP HEN3MBbTHEHNE
Un. 12. (1) 3a HeM3nb/IHEHME Ha 38 b/DKEHMATA CU MO HACTOALMA JOTOBOP C U3K/KOYEHME Ha Te3n Mo
un. 10, an. 2 n an. 4, N3NbJAHUTENAT abmkn HeycToika B pa3vep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He nosedve OT 10 % (geceT NpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTO M 00e3LleTeHVe 3a MpeTbprieHnTe AEWCTBUTENIHU Bpean B ClydauTe,
Korato Te HagxXBbpnAaT [OroBopeHaTa HeycToika. B cnyyamte no un. 4, an. 3, nocoyeHara B
Npeaxo4HOTO M3peyeHne HeycTolika B pasmep Ha 0.5 % ce HaumcnaBa 3a BCEKM Yac NPOCpouUne, HO He
noseye oT 10 % (geceT NpoLEHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KakTo 1 06e3LleTeHve 3a
npeTbpreHnTe AeiCTBUTE/IHW BPeAMW B C/lydanTe, KOraTto Te HaaxXBbpAT LOrOBOpeHaTa HeyCTonKa.
(2) Korato npu Hanmuve Ha peknamauun, NW3MBAHWUTENAT He n3nbaHM 3a4b/DKeHUATa cU No
pasgen Xl OT HacTOAWMSA [LOroBOp B CPOK, CbwmAT Abmku Ha JIEHEBHOTO 3ABEAEHWE-
BBb3/TOXKWTEJT HeycTolika B pasmep Ha 2 % OT LeHaTa Ha CTOKUTE, 3a KOWUTO Ca HanpaBeHu
peknaMauuunTe.
(3 NEYEBHOTO 3ABEAEHWE - BBb3/TOXWTEJT ynosnetsopsBa NpPeTeHUUUTE CU OTHOCHO
HEM3Mb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anjawaHe Ha HeyCcTOWKMTe OT CcTpaHa Ha
N3MNBAHWUTENSA kaTo 3aabpKa rapaHumsaTa 3a U3nb/HeHve no yn. 7, an. 3, byksa “6” oT 4Orosopa,
KaTo npegnpvema [eicTBUA 3a HEMHOTO YcBOsiBaHe. B cnywvald, Ye CTOMHOCTTa Ha rapaHuusTa 3a
M3MbHEHWE He MOKpMBa BCUMYKM AbmkuMu oT U3MBAHWUTENA Heyctoiikun, NEYEBHOTO
SABEAEHVE - BDB3/TOXXWTEJ/T npuxeawa AbMHKMMATE CYMW OT HACPeLHW nnaawaHus KbM
N3MbNHNTENA.
(4) Npwn Tpy NbTU BUHOBHA 3ab6aBa Ha MI3MBJIHWUTENA, npoagb/mkuia ¢ noseye oT nosoBuHaTa oT
CpOKa 3a M3Nb/IHEHME Ha CLOTBETHOTO 3aAb/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHWE - BB3/TOXWTEJ/T nma npaBo Aa npekpaTty Aorosopa e€4HOCTpaHHO C 15-AHeBHO
npeaunsBecTue.
(5) NEYEBEHOTO 3ABEAEHWNE - Bb3/TOXWNTE/ nma npaso fa npekpatu efHOCTPaHHO 1 6e3
NpeAn3BecTe HaCTOALLMSA AOroBOP B C/lyYalt Ha CUCTEMHO HETOUHO M3MbJIHEHME Ha 3afb/DKeHusATa oT
N3MBNHWTENTA n npepsseHn noseye OT TPU peknamauuMnm B paMKUTe Ha TpWU Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3J/TOXKWTEJ no pesa Ha rnasa Xl.
(6) B cnyuait, ye no oTHoweHne Ha M3MBbJTHUTENA HacTbnsaT obcTosTencreara no yn. 54, an. 1,
m un. 55, an. 1 oT 3akoHa 3a obuwectBeHWTe nopbyku, JIEYHEEHOTO 3ABEAEHUE-
BBb3/TOXKUTE/ZT uma npaBo fJa npekpatu efHOCTPaHHO HacToAWwMA [orosop, 6e3 NMCMeHo
npeausBecTue 1 6e3 ga 4b/MKN HEYCTOWKM.

X1, ®POPCMAXOPHW OBCTOATENICTBA
Yn. 13 (1) CtpaHuTe No HACTOALMSA AOrOBOP He Ab/KaT 06e3LleTeHre 3a NOHeCeHW Bpeamn 1 3aryoum,
aKo nocnefHUTe ca NPUUYMHEHM B pe3ynTaT Ha Henpeogomma cuna.
(2) Ako cTpaHaTta, KOATO € CcnefBano fa MU3Nb/HW CBOe 3afb/HKEHMe N0 A0rosopa e buna B 3abasa, T4
He MOXKe Aia ce Nno3oBaBa Ha HenpeogoMma cuna.
(3) “HenpeogonmMma cuna” Nno CMUCbIA Ha TO3WU [OroBOP € HenpeaBuAeHO W/MNN HenpefoTBpaTUMO
CbOUTME OT M3BBHPELEH XapaKTep, Bb3HUKHA/IO Cief CKNHOYBAHETO Ha JOroBopa.
(4) CrpaHata, 3acerHaTa OT HENpeodonMMa cwna, € ANbXHa Ja npeanpueMe BCUYKW [ENCTBUSA C
rpmxara Ha 4o6bp CToMaHwH, 3a Ja Hamanu A0 MUHUMYM MOHEeCeHWUTe Bpeau W 3arybm, KakTo v ga
yBeOMY MUCMEHO ApyraTa CTpaHa B 7-[IHEBEH CPOK OT HACTLMNBAHETO Ha HenpeofonumMara cuna. MNpu



HeyBefoOMsBaHe B MOCOYEHUS B MPEAXOLHOTO W3pPEYEHMEe CPOK Ce [Ab/KM 06e3lleTeHne 3a
HacTbNuWTE OT TOBa BpeAn. Henpeogonumara cuia ce [oKasea OT 3acerHarara crpaHa CbC
cepTudmkar 3a opcMakop, n3gageH Nno CbOTBETHUA pef OT KOMMETEHTHUSA OpraH B Abp)asarta, B
KOSITO Ca HaCTbNUAN (hOPCMaKOPHUTE 0BCTOATENCTBA.

(5 [okato Tpae Henpeogo/sMMaTa Cwna, W3MbAHEHWETO HA 3afb/DKEHMSATA W CBbP3aHUTE C THAX
HacpeLLHM 3ab/KEHNS Ce Crnmpa.

(6) He npeactaensiBa “Henpeogonuma cuna” CcboUTME, MPUUMHEHO MO HEOPEeXHOCT WM upes3
YMULLNEHO [EeCTBUE Ha HAKOS OT CTPaHUTE WM TeXHW NPeLCTaBUTeNn W/UAN CY>KUTENN, KaKTo U
HegocTura Ha napuyHu cpeactea Ha W3MBJIHWTENA v JIEHEBHOTO 3ABEAEHUE -
BB3TOXUTE.

XIV. CIMNOPOBE

Un.14. (1) Bu3HMKHaNMTE Npe3 BPEMETPAEHETO Ha A0roBopa CropoBe M pasHoriacus Mexzay ctpaHuTe
Ce peluaBaT 4pe3 NpPerosopy Mexay TaxX. [MocTurHatuTe AOroBOPEHOCTU ce OghopMAT B MUCMeHa
(hopma 1 ce NpeBpbLLUAT B HEPa3fe/iHa vyacT OT A0rosopa.

(2) B cnyyaii Ha HenocTUraHe Ha JOrOBOPEHOCT MO NPEeAXOAHNS YfleH, BCUYKK CMOPOBE, MOPOAEHN OT
TO3M [OrOBOP WX OTHACALM CE A0 HEro, BK/IOUUTENIHO CMOPOBETE, MOPOAEHN OT UK OTHAacALWM ce A0
HEroBOTO Tb/IKyBaHe, HeAEeNCTBUTENHOCT, HEM3Mb/IHEHNE WM NPEKpaTsaBaHe Le 6bAaT paspeLlaBaHm
cnopep 6bArapckMTe MaTepyasHn U NPOLECYasHN 3aKOHM OT KOMMETEHTHUSA CbA Mo peda Ha MK,

XV. CbOBLWEHWA

Yn. 15. (1) Bcuukn cbobLeHns MexXay CTpaHuTe, CBbp3aHu C U3Mb/JHEHWETO Ha TO3WM [0roBop ca
Ba/IMHK, aKO Cca HarnpaseHW B NMMCMeHa hopma 1 ca nognucaHn oT YNb/IHOMOLLEHNUTE MPeLCcTaBUTENN
Ha N3MBNHUNTENA wim NEYEBHOTO 3ABEOEHVE - Bb3/TOXXWTEN
(2) 3apaTaHa CbOOLLEHMETO Ce CMATa:
S [laTara Ha npefaBaHeTo - NpPU PbYHO NpejaBaHe Ha CbOOLLEHWETO;
\% farara Ha MOoLLEeHCKOTO K/ieiiMO Ha obpaTHaTta pasnucka - npy usnpawaHe no nowara;
) filatata Ha NpYemMaHeTo - Npu nsnpatlaHe no gakc uam e-mail.
(3) 3a BamgHW agpecy 3a npvemaHe Ha CbOOLLEHWA M GAHKOBWM CMETKWM, CBbP3aHM C HACTOALLMA
[LOroBop Ce cMATar:

3SA N3MBJIHUTENA:

agpec: c. CeetoBpayeHe; yn. "Yasgap Boieoga" Ne 48, Ten: 02 4051924, ¢hakc 02 4051899, e-
mail: otTice@medex.bg

6aHKoBa cMeTKa, nocoyeHa ot N3MbJIHATENA: BIC koa: BNPABGSX

IBAN: BG25BNPA94401020015410

3ATEUEBHOTO 3ABEOEHUNE- Bb3/TOXXWUTEJT:

rp. Cotusa, yn. ,.bano mope” Ne 8, otgen ,,bonHuyHa anteka”, Ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpun NpoMsiHa Ha NOcoYeHNs No an. 3 afpec UM 6aHKoBa CMeTKa CbOTBETHATA CTpaHa e A/TbXHa
[ia yBeloMy apyrara B TPUAHeBeH CPOK OT NpomsHaTa.

XVI. OPYTW YC/TOBUNA
Un. 16. (1) MNpaBaTa M 3aAb/DKEHWUATA MO HACTOALLMSA [OrOBOP He Morar fga Cce MpexBbpaar
elHOCTPAHHO Ha TPeTU Nuua WU MoAoOHM aKTOBE He MopaxaaT MpaBHO [eilcTBue 6e3 NUCMEHOTO
cbrnacue Ha fpyrata CTpaHa, OCBEH B C/yvamTe Ha obe3sneyaBaHe (rapaHTvMpaHe) Ha 3afb/DKeHUs Mo
6aHKOBU KpeauTu.
(20 3a HeypefeHuTe BBMNPOCUM B HACTOALLMSA [OroBOp Ce Mpwiara AercTBawoTo 6barapcko
3aKOHO/aTe/CTBO.

XVII. NOAN3MB/THUTENW - HenpunoXxumo
(NpUNo>KMMO camo B ClyvyanTe, B KOUTO U36paHns 3a U3MbHUTEN yHaCTHUK e Mocouuns, Ye Lue
Mnon3Bsa MoAM3MbAHUTENN, MPU CKIHOYBAHE HA PAMKOBOTO CropasyMeHue)
Un. 17. (1) NOAN3MNB/IHUTENNTE Tps6Ba fa OTroBapsAT Ha CbOTBETHUTE KPUTEPWUM 3a Noao6op
Cb06pa3Ho BMAa 1 fena OT MopbyKarta, KOMTO LLe U3Mb/IHABAT, 1 3a TAX [a He ca Ha/lLe OCHOBaHUA 3a
OTCTpaHsBaHe OT npoLeaypaTta.
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(2 NEYEBHOTO 3ABEAEHWVE - BBb3/TOXWMNTEJ nsnckea samaHa Ha NMOAN3MBJ/IHATE,
KOITO He 0TroBaps Ha ycnosusTa no an.l.

(3) Korato yacTta OT nopbykata, KosiTo ce u3nbaHsaea oT MOAU3MBAHUTEN, moxe ga 6bae
npefageHa kato otaeneH 06ekt Ha M3MbBAHWUTENA wim Ha IEYHEBHOTO 3ABELEHUE -
BBb3/TOXXWNTE/I, nocneaHua 3annatla Bb3HarpakaeHue 3a tasm vyact Ha MO AUN3MbJ/IHUTENA.
(4) PasnnawaHuaTa no an. 3 Cce OCbLecTBABAT Bb3 OCHOBA HA WCKaHe, OTMNpaBeHO OT
NnoAN3MNBIIHUTENA po JIEUHEBHOTO 3ABEAEHUWE - Bb3J/IOXKXWTE  uypes
N3MNBNHWNTENA, KoTO € AnbXeH Aa ro npeaoctaBM Ha Bb3NOXMTeNns B 15-AHEBEH CPOK OT
rnosly4yaBaHeTo Mmy.

(5) Kbm uckaHeto no an. 3 U3MbJIHUTENTAT npefoctaea CTaHOBMLLE, OT KOETO Aa € BUAHO Aann
0CropBsa nnaaHnATa UM YacT OT TAX KaTo HeAb/HKUMMU.

(6) NEYEBHOTO 3ABEAEHWE - BBH3/TOXWTEJT vma npaBo Aa OTKake nawiaHe no an. 3,
KOrarto MCKaHeTO 3a MnallaHe e OCropeHo, 40 MOMEHTa Ha OTCTpaHsABaHe Ha NpuymMHaTa 3a OTKasa.

(7) Hesaeucumo ot umsnonssaHeto Ha MOAMIIMTB/IHUATEJIA oTroBopHOCTTa 3a WM3Mb/IHEHME Ha
forosopa e Ha U3MbTHUTENA.

XVII. 3AK/TKOUNTENHW PA3MNOPEABU
Yn. 18. (1) MNMpu cbCTaBAHETO Ha HACTOALLMA LOrOBOP Ce NpeAcTaBmxa CnegHUTe LJOKYMEHTU:
L)) JokymeHTun no un. 112 ot 30r7,

S Jeknapauma no un. 55, an. 6 ot 3/IMXM (Korato e npuaIoXK1Umo);
S ["apaHumMA 3a U3Mb/HEHWE,;
S TexHn4Yecko 1 LIeHOBO Npef/ioKeHWe, Hepasae/iHa YacT OT 4OroBopa;

(2) HacTosAWWMAT 4OroBOP Ce CbCTaBM B TPW €HO0GPA3HN eK3eMN/APa Ha GbATapCKM e3VK - euH 3a
N3MNBTHUNTENA nasa3a JIEYHEEHOTO SABEAEHWME - Bb3/TOXUTE/.

3amiena HuQopMaLs 3anudena nHpopMaIus
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ATC INN

MO1ACO06 Meloxicam
MO1AE17 Dexketoprofen

MNpepnaraHn LEHOBM NapameTpu

HaunH Ha 3abenexk Heobxoamm  Ef.ueHa 6e3
Mspka Cratyc o
NpUIoXeHNe a 6poin MapKn nAac
napeHTepasiHa mg Basmpgen | 150000 0,031500
napeHTepasiHa mg BanngeH 500000 0,013000

En.ueHa ¢  O6uwa ueHa O6uwa LeHa
44cC 6e3 4A4C caac
0,037800 4725,00 5670,00
0,015600 6500,00 7800,00
11225,00 13470,00



O6ocobeHa nosuums 2

Heobxo
X 'f"” Msapka Toproecko  Konuyectso OkoHuate
NekapctBeH ™ 6poit 3abene Craryc 136paH HanmueH
ATC INN /mg,tabl, PY HavMEeHOBaHW  akTMBHO  Mspka NHa
agopma  MApPKM Ha nnc Py B [/1C
3 ml/ e BELLEeCTBO OMNakoBKa
Boehringer
Ingelheim
MOIACO6  Meloxicam 2PeeP 150000 mg BanmoeH  He gethel
International
GmbH, l'epmaHnus
OAHCOH-Br . HannueH
Ja 001, Buarapws Meloxicam DS 15 mg/1,5 ml 10 & TU1C
Ho6en ®apma 15mg/ 1,5 HannueH
ha EOQ[, bvnrapus MELBEK ml M >
MELBEK 15 mg/1,5m mg 3
e Cothapma AL,
Bwnrapus
AS KALCEKS : H
MO1AEL17 Dexketoprofen napenTepan 500000 mg BanngeH ba ’ Auxilen 50 mg/2 ml - 5 HEH
Ha Narsua B IJ/1C

Berlin-Chemie AG
He (Menarini Group),
lepmaHus

KRKA, d.d.,

He
CnoBeHus



S.C.Rompharm
He Company SR.L.,
PyMbHUA

Yaiikathapma
BucokokayecTBeH
nTe nekapcraa
AlLl, Bvarapus





