OOIrOBOP
3A AOCTABKA HA NEKAPCTBEHW MNMPOAYKTWU
Ja>

[Hec, . 2021 r., B rp. Cogpua, mexay:

YMBAN"Uapnuya MoaHHa-UCYT"EA/, CchwC Cefa/vilie M afpec Ha yrnpasneHue B rp.
Codusi, paioH "O6opulle"”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcTasnssaHo oT Jltobomup MeHeB.- N3NbAHWUTENEH AMPEKTOP, HapuyaHo MNo-40Ny 3a KPaTKoCT
~JIEHEBHO 3ABEOEHWE - Bb3J/TOXKWUTEJT” oT efHa cTpaHa

n

~MEOJOPAPMA” EOO/, cbCc cefanvuie 1 agpec Ha ynpasneHve rp.Codusa-1784, x.kK. Mnagoct 1
6n. 38 b, Bx. 3, et. 1, Ten: 02 9743709 , tpakc 02 9743708, EMIK 121578346; npeLCcTaBnsiBaHO OT
Axuneac LlaHrapuc - ynpasuten 4ype3 eopru KaTWMHOB C 3aBepeHO MbJHOMOLLHO C anoctui Ne
6904/22.06.2020 r., Hapu4yaHo no-gony 3a kpatkocT ,,MI3Mb/IHNTEJ” oT gpyra cTpaHa,

Ha ocHoBaHue un. 112 ot 3akoHa 3a o6uiecTeeHuTe nopbykn (30IMT), BbB Bpb3Ka C MPOBeAeH
BbTPELUEH KOHKYPEeHTeH n360p/gonbiHeHa otepta no PamkoBo cnopasymeHue Ne P-11-164 ce
CK/IH0YM HACTOALLMA LOrOBOP 3a CeAHOTO:

I. MIPEAMET U CPOK HA JOIrOBOPA
Yn. 1 (1) NEYEBHO 3ABEAEHWME - BbB3JIOXKWTEJ Bb3nara, a N3MBbJAHUTENAAT ce
3a/ib/KaBa Aja M3BbPLUM A0CTAaBKA Ha CNeAHNS NEKAPCTBEH NPOAYKT:

HaumH Ha HeobxoauMm
ATC INN MPUNOMKEHME 3abenexxka  Mspka Craryc B0V MADKA
MO01ABO05 Diclofenac napeHTepasiHa mg BanmpeH 450000

(2) OoroBopbT BAM3a B CWia OT faTaTa Ha NOAMWUCBAHETO My OT [BeTe CTPaHU W € CbC CPOK [0
31.12.2021 r.

Il. LEHW W OBLLA CTOMHOCT HA JOCTABKWTE MO AOrOBOPA
Un. 2. (1) LieHata Ha CTOKUTe Mo 4n.l e cbriacHo LeHoBO npeanoxeHve Ha N3MbJIHUTENA,
HepasfenHa 4acT OT 40roBopa.
(2) LleHaTa BK/tOYBa CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3acTpaxoBka 1 TpaHcnopT go JIEYEEHOTO
SABEAEHWE - BDB3/TOXWUTE/ npy MUHUMaNEH CPOK Ha rOAHOCT He Mno-kpatbk oT 40 % ot
065BeHMs OT NPOM3BOAUTENSA 3a IEKAPCTBEHUTE MPOAYKTM UM He NO-KpaTbK 0T 20 % OT 065BeHMs OT
npou3BoAMTeNs 3a OMONPOAYKTUTE UM BUOMNOA0OHMTE NPOLYKTU. MUHUMATHUAT CPOK Ha rO4HOCT ce
onpefens KbM JartaTa Ha BCAKa JOCTaBKa Ha /IEKAPCTBEH MPOAYKT.
(3) Obuiata CTOMHOCT Ha AocTaBKUTE Mo Aorosopa e Ao 2 902,95 nesa 6e3 BkatoueH AAC u go
3 483,54 neBa c BkntoyeH 44C.
(4) LleHaTta no gorosopa e rKcupaHa, He NoASIeXM Ha NPOMsiHa 3a CPOKa Ha [eiiCTBMe Ha [0roBopa,
0CBeH B cnyyamTe Ha 116 ot 30r1.
(5) B cnyuait, ye npe3 BpeMeTO Ha [eNCTBME Ha CbOTBETHMS [LOrOBOP CTOMHOCTTA, KOATO Cnefga fa ce
3annatla ¢ ny6/mMyHn cpeacTBa Ha IekapCTBeHU MPOAYKTU OT MNO3UTUBHMS NIEKapPCTBEH CMUCHK CTaHe
no-HUCKa OT [OroBopeHata, /fle4ebHOTO 3aBefeHMe -  Bb3/OXKUTEN 6e3yCcnoBHO  3annawa
NeKapCTBEHUTE NPOAYKTU Ha MO-HMCKaTa CTOMHOCT, CYMTaHO OT:

- [atata Ha B/M3aHe B CW/a Ha pelleHMeTo Ha HaumoHa/HMA CbBET MO LEHW U
pemmbypcmpaHe Ha nekapcteeHuTe npoayktn ( HCLPM);

- [ararta Ha akTyanusaumaTa Ha [No3MTUBHWUA NeKapcTBeH CNUCHK MO pefda Ha un. 57, an. 1ot
HapepbaTta 3a ycnosusaTta, npasuiaTa M pefa 3a perynvpaHe W perucTpupaHe Ha LEHWUTE Ha
nekapcTBeHuTe npoayktn (HYTPPPLJIM) 3a nekapcTBeHWTE MPOAYKTW C HamasieHa CTOMHOCT 3a
0nakoBKa, U34unceHa Ha 6asa pedpepeHTHa CTOMHOCT.



B cnyyanTe no npeaxogHOTO WM3peyeHue, CTOMHOCTTA Ce Onpeaenss KbM MOMEHTa Ha
[ocTaBKaTa (MofAnuceaHe Ha NpMemo-npeaaBaTeneH NPOTOKON).

. yCinoBmna Mn HAYMH HA NMJ1AWAHE

Un. 3 (1) MnawaHeTo No HacTOALWMSA [LOrOBOP Ce OCbLUeCTBsBA Ype3 6aHKOB MPeBOf OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/TOXXWUTEJ no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3N BJTHUTENA.
(2) 3annalwaHeTo Ha CTOKWUTE MO 4OrOBOPa Ce M3BbLPLLBA OT/IOXKEHO B CPOK A0 60 /wectaecetns/ feH,
cnep, nNpeAcTaBsHe Ha CnefHUTe JOKYMEHTU:

1. JloctaBHa (haKTypa, CbCTaBeHa CbrnacHo usnckBaHuaTa Ha 344C v MN34A4C;

2. [MpuematenHo-npenfasaTenH1 NPOTOKO/MN,
(3) B cnyyaid, 4e noco4veHWUTe B Un. 3, an. 2 AOKYMEHTW Ca HepefoBHM WM He ca KOMMJIEKTOBaHM,
cblmTe ce Bpblat Ha N3MBbJIHNTENA ¢ npuemaTenHo - npejasaTtesieH NPOTOKON 3a U3NpaBsaHe
Ha HepefHocTMTe. CPOKbT MO Y.3, an. 2. 3ano4sa Aa Teye OT JaTara Ha NPeAcTaBAHETO Ha nocneaHns
N3UCKYEM CE [JOKYMEHT.
(4) MNMpwn dakTypupaHe Ha 3asaBeHUTE KONMYECTBA /IEKAPCTBEHN MPOAYKTM, MO BCSAKa OTAENHA 3asBKa,
LleHaTa Ha OMakoBKa He cnefBa Aa HaABWLLABa onpeaeneHata B [M03UTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakOBKa 3a CbOTBETHWUSA /IEKapPCTBEH MPOAyKT. B
C/lydal Ha M34MCNfBaHe Ha CTOMHOCT MO-BMCOKa OT pefdiepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMSA /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMansBa M 3ansawia 40 CTOMHOCTTa Ha OMnakoBKa
onpeaeneHa B NMo3NTUBHNA NEKAPCTBEH CNUCHK- MpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
YUn. 4 (1) NEYEBEHOTO 3ABEAEHUE - Bb3/TOXWTE/ 3aaB51Ba HE0O6X0AMMUTE MYy KO/IMYECTBaA
c nucmeHa 3asBka Ao W3Mb/IHATEJIA. 3asBkata ce BpbyBa /NMYHO Cpelly MOANUC Ha
N3MB/THUTENA wvnM ynb/HOMOLLEHO OT HEro nuue Wan ce msnpatla ¢ npenopbyaHoO MUCMO C
obpaTHa pa3nucka, No akc NUax rno eNeKTPOHEH MbT.
(2) BcsAka otgenHa fgocTaBka, cnefiBa Aa ObAe [LOCTaBeHa B CPOK [0 7 KajleHAAPHW OHW Cchep
nonyyasaHe Ha 3aaskaTa oT JIEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ] 1 3a Konuyecteata 1
OnakoBKMTe (CbOOPa3HO KOHKPETHUTE JIeKApCTBEHU MPOAYKTM, TMOCOYEHUM B  TEXHWUYECKOTO
NpeLoKeHe Ha WU3MbAHUTENSA), TOYHO ONpefenieHV B 3asBKata. B cnyvail, Ye ce npasu nbpBa
[0CTaBKa OT fafeHa napTuia Ha NiekapcTBeH NPoAyKT, ce npefctaBa CepTudmKaT 3a 0CBOOOXKAaBaHe
Ha napTugarta, u3gageH OT KeamgumumpaHo nuue no 3/1MXM Ha enekTpoHeH HOCUTen uau o
e/IEKTPOHEH NbT Ha efIeKTPOHHATa MoLa, rMocoYeHa Karo afpec 3a KOPecrnoHAeHLUMs, NPUapyXeH C
npesog, Ha 6brapckn ek ot upma, CKIKYMa 4orosop ¢ MMHUCTEPCTBO Ha BLHLLUHUTE paboTu 3a
M3BbpPLUBaHE Ha O(hMUManHN NpeBoan. MN36poeHNTe JOKYMEHTU Ce NPeLCTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefieHWe - Bb3NOXMTeN. Mpu credsawy [OCTaBKM Ha NIeKapCTBEHU
MPOAYKTM OT CbLyaTa NapTnaa, CepTUMPUKATLT He ce NpeacTaBs.
(3 B cnyuyain Ha HeobxogumocT OT cnewHa foctaska, JIEYEBHOTO 3ABEAEHUE -
BB3/TOXXNTEJ/T nocoyBa M3PUYHO B 3asBKaTa, Ye € Heobxoaumo fa Obfe M3BbpLUEHA CreLlHa
foctaBka. B To3u cnydair, focTaBKata crefBa fa 6bAe M3BbplleHa 40 6 Yaca OT noslyvyaBaHe Ha
3adBKata W 3a Ko/MuMyectBata W OMakoBkMTe (CbOOGPa3HO KOHKPETHUTE JIEKAPCTBEHM MPOAYKTH,
MOCOYEHWN B TEXHUYECKOTO MPe1oXeHMe Ha U3MbIHUTENSA), TOYHO ONpejesieHn B 3asBKarta.
(4) N3MBNHWTENAT ce 3agb/mkaBa, B CPOK J0 1 pabOTeH AeH, B CyyanTe Mo an. 2 1 B Cpok o 1
yac, B c/lyyaute Ha an. 3, cfief rosly4yaBaHeTO Ha BCAKA 3afBKa [a YBeLOMMW MUCMEHO WM Mo (hakc
NEYEBHOTO 3ABEAEHUE - Bb3/TOXXWTEJ B ciyyail ye He MOXe Aa U3BbPLUN J0CTaBKa U
B C/lyyail, Ye He MOXe [a Crasn CPOKbT 3a U3BbpLUBaHE Ha [OCTaBKaTa, NpeAMeT Ha KOHKpeTHaTa
3asBKa.
(5) Kbm paTata Ha BCAKa [0OCTaBKa, OCTaTbYHUAT CPOK HA FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTH,
cneapa fa 6bvae He No-manbk o1 40 % /ueTupuaeceT Ha CTo/ OT 065BEHMS OT MPOM3BOANTENS.
(6) Kpm paTarta Ha BCSIKa A0OCTaBKa OCTaTbYHUAT CPOK Ha FOAHOCT Ha GMOMpPOAYKT munn 6ruonogobeH
NPOAYKT, cnefpa fa 6bae He no-mManbk oT 20 % /aBafeceT Ha CTo/ OT 065BEHUS OT NPON3BOAUTENS.
(7) 3a konmyecTBa AOCTaBeEHM M3BLH 3asBkarta no un. 4, anl, TEYEBHOTO 3ABEAEHWE -
BB3/TOXKWTEJ HAMaA 3a4b/KEHME 3a MaLlaHe.



(8) B cnyyaute no un. 10, an. 7 OT fOroBopa, CPOKbLT MO an. 2 M 3 3amoysa fa Teye OT Aarara Ha
nnucmeHoTo cwrnacue Ha JIEYEBHOTO 3SABEAEHWE - Bb3/TOXKNTE.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a MACTO Ha AOCTaBsAHE Ha CTOKMTE MO TO3M AOroBOp Ce onpeaens cnegHuns agpec: Cous,
yn. ,,bano mope” Ne 8, YMBA ,Llapuua MoaHHa-ICYN” EAL - otgen ,,6onHMuYHa anTeka”
(2) PvCKBT OT cyyqaiHOTO MOrmBaHe WUav NoBpeXxjaHe Ha CTOKUTe npeMuHasa BbpXy JIEUEBHOTO
SABEAEHWVE - BDB3/TOXXWTEJT oT MOMeHTa Ha npuemMaHeTo MM Ha MACTOTO Ha AOCTaBfAHE C
npuemarenHo-npesasartesieH NPOTOKO/.

VI. JATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a gata Ha [oCTaBsHe ce cuMTa [jaTtaTa, Ha KOATO CTOKMTE ca [JOCTaBeHU [0 ajpeca NOCOYEH B

un. 5, an. 1, npu ycnosmata Ha un. 9, an. 2.

VII.3AAB/IKEHUA HA N3MTBIHUNTENA
Un. 7. NSMBJIHUTENAT ce 3agbnkasa:
1 [la focTaBn CTOKMTE B [OrOBOPEHUS CPOK W Aa rn npefage Ha JIEUEBHOTO 3ABEAEHUE -
BB3/TOXXUNTEN.
2. [a npefage CTOKWTE, NMakeTUPaHW U MapKupaHW B CLOTBETHUA BUA, KONMYECTBO M KAayeCTBO Ha
MACTOTO Ha AOCTaBsHe.
3. lNpv noAnucBaHETO Ha [0rosopa Aa NpeacTaBu:
a) JOKYMeHTM no yn. 112, an. 1ot 30r1.
6) rapaHumsa 3a MU3MbAHEHWE, B eflHa OT hopmuTe, onpeaeneHy B un. 111, an. 5 ot 3001, cbC CPOK Ha
BanMAHOCT 60 AHW cnef M3TUYaHe CPOKa Ha A0roBopa, KOATO Ce 0CBOOOXAaBa B CPOK [0 60 AHWM cneq
M3MbJIHEHME Ha Aorosopa. B cnyyald, Ye BaMAHOCTTA Ha rapaHumsTa n3tmya npeaun 4oroeopa a obae
n3nvaHeH, U3MbAHWNTENAT ce 3agb/ikasa fa YAL/MKW CPOKa Ha Ba/IMAHOCT Ha rapaHuusTa C
TO/IKOBA [lHU, TaKa 4e rapaHumATa aa NnokprBa 0YakBaHUSA CPOK 3a M3Mb/IHEHWE Ha florosopa natoc 60
OHW. TapaHumaTa e B pasmep Ha 3% OT CTOMHOCTTA Ha gorosopa 6e3 AAC v Bb3nm3a Ha 87,09
nesa.
(4) [Oa poctaBA /fleKapCTBEHM MPOAYKTW, KOUTO OTroBapAT Ha WM3UCKBaAHMATA Ha 3akoHa 3a
NeKapcTBeHUTe NPOAYKTU B XyMaHHaTa mefmuunHa (3/1MXM) - aa nputexxasaT Ba/IMAHO paspeLleHune
3a ynotpeba B cTpaHata, u3gafeHo no pega Ha 3/1MXM wunn PernameHT (EO) No 726/ 2004 r. Ha
EBponerickua napnameHT 1 Cbeeta /un. 23, an.l Ha 3/TMXM/.
(5) Oa pocTaBs NeKapCTBEHU MPOAYKTU, KOMTO ca BKIHOYEHU B punoxeHne Ne 2 Ha [M0o3UTUBHUA
NeKapCTBeH CMMUCHK.
(6) B cnyyait, ye ce npaBu MbpBa JOCTaBKa Mo AafeHa napTuga Ha eKapcTBeH NPOAYKT, Aa NpeacTass
CepTugmkaT 3a 0CBOOOXAaBaHe Ha MapTuaata, u3fgadeH OT KaiuguumpaHo nuue no 3/1MXM Ha
eN1eKTPOHEeH HOCUTeN WAW MO eNEKTPOHEH MbT Ha eNEeKTPOHHAaTa MoLla, MocoYeHa KaTto ajpec 3a
KOPECMNOHAEHUMS, NPUAPY>XEH C NPeBOA Ha Ob/ArapckM esumk OT (upMma, CKAKuYMna [orosop C
MWHMCTEPCTBO Ha BbHLUHWTE paboTu 3a M3BbPLLBAHE HA OULMASTHA NPEBOAW.

VIII. SAAB/TKEHNA HA NEYEBEHOTO 3ABEAEHWE - BB3TOXXUNTE/
Un. 8. TEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ ce 3aabmkasa:
1 [la npueme AOCTaBEHMTE B CPOK 1 HA MSCTO CTOKW, CbOTBETCTBALLM MO BU, KOSIMUYECTBO M KaYecTBO
Ha OMICAHOTO B HACTOSLLIMSA 10rOBOp.
2. [la 3annaTu 40CTaBeHMTE CTOKM MO pefia Ha un. 3 0T HAcTOSLLMS A0roBop.
3. Cnep NpuKIHOYBaHe M3Mb/IHEHWMETO Ha [10roBOpa fla 0CBOGOAN rapaHLmMsTa 3a U3Mb/HeHVe, 6e3 1a
Ob/DKU IMXBU 33 CPOKaA, NPe3 KOWTo cpefcTBaTa 3aKOHHO ca MPeCTOosIN Y Hero.

IX. MIPMEMAHE /I NMPEAABAHE HA CTOKUTE
Un. 9. (1) MNMpremaHeTO Ha CTOKUTE Ce M3BbPLUBA Ha MACTOTO Ha [OCTaBAHe MOCOYEHO B Y. 5, an. 1
(2 W3INBJHUTENAT wan ynbaHOMOLWEH OT Hero npeacTaBuTen W MpefcTaBUTeNn Ha
NEYEBHOTO 3ABEAEHWE - BbB3/IOXXWTE/ noanuceaT npuemartenHo-npesaBaTenieH
NPOTOKON, YAOCTOBEPABALL, MO/Ty4aBaHETO Ha CTOKWUTE.



X. KAYECTBO, TAPAHUNN N CPOK HATOAHOCT

Yn. 10. (1) CtokuTte, NpeaMeT Ha HaCTOALLMA [OroBOp, CNnefBa Aa OTroBapAT Ha U3UCKBAHUATA Ha Y.
7,an.4mnb.
(2) Kbm patata Ha focTaBkarta, OCTATbYHUAT CPOK Ha FOAHOCT Ha /IEKapCTBEHWUTE MPOAYKTW, Cnefsa
fa 6bae He no-manbk oT 40 % /yeTmpraeceT Ha cTo/ OT 06ABEHUA OT MPOU3BOAUTENS.
(3) B cnyyaii Ha fjocTaBKa Ha lekapCTBEHNSA MPOAYKT C MO - KPaTbK OT JOrOBOPEHUS CPOK Ha rogHoOCT,
Ab/DKMMaTa HeycTolKa fa 6bie NpoMeHeHa, KakKTo CrefBa:

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

0T 29,99% 10 20% - 5 % BbpPXY CTOMHOCTTA Ha A0CTaBKaTa;

oT 19,99% a0 10% - 7 % BbpXY CTOMHOCTTa Ha A0CTaBKara,

nog 10% - 10 % BbpXy CTOMHOCTTa Ha JOCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha FOAHOCT Ha 6uonpodykT /6muonoaobeH NPoOAyKT, cneaga Aa 6bAe He no-
Manbk 0T 20 % /aBajeceT Ha CTO/ OT 00ABEHWUA OT MPOU3BOAMTENA KbM AaTarta Ha BCAKa AOCTaBKa.
(5) B cnyyaii Ha fjlocTaBka Ha 6uonpoayKT/6mMonofo6eH NPOAYKT € MO - KPaTbK OT JOrOBOPEHUS CPOK
Ha rogHoCT, Ab/HKMMaTa HeYCTOMKa e KakTo Ccrefsa:

0T 19,99% ao 10% - 2 % BbPXY CTOMHOCTTA Ha JOCTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTa Ha [A0CTaBKaTa;

nog 5% - 6 % BbpPXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NTEYEBHOTO 3ABELEHWME - BBb3/TOXXWUTEJT Moxe fa OTKaxe NMpPUemMaHeTo Ha CTOKUTE,
aKO B [leHSl Ha TAXHOTO MPUCTUraHe WM NpUemMaHe OCTaTbyHUA CPOK Ha FOAHOCT e MO - MalbK OT
onpegeneHns B un. 10, an. 2. n an. 4 MMHUMANEH CPOK Ha rOAHOCT.
(7) OocTaBKaTa Ha neKapcTBeH NPOAYKT C OCTaTbyeH CPOK Ha roAHOCT Mo-MasibkK OT 10 Ha cTo OT
065BeHMA OT MPOU3BOAUTENSA U HA GMONPOAYKT/61MonofobeH NPOAYKT C OCTaTbyeH CPOK Ha rofHOCT
Nno-MalbK OT 5 Ha CTO OT 065BeHMS OT MPOM3BOAMTENSA CE M3BBLPLLBA CaMO C NMUCMEHO Cbr/iacue Ha
NEYEBEHOTO 3ABEAEHWE - BB3/TOXXWUTEJ] 3a KOHKPETHO KONMYeCTBO, OMpesesieHo OT Hero.
be3 u3pnyHo nucmeHo cwvrnacve Ha JIEHEBHOTO 3ABEAEHWE - BB3JTOXKWTEJT cTokuTe
HAMa Aa 6bAaT 3annallaHu.
(8) NckaHeTo 3a NMMUCMEHO cbrfacue, B clyvauTte Ha an. 7, cnegga fga noctenu B JIEYHEBHOTO
3ABEAEHWE - Bb3/TOXWTE/ B cpok a0 1(eanH) paboTeH AeH OT rnosyyaBaHe Ha 3asiBKaTa.
(9) B cnyyanTe Ha CcrieLHn JOCTaBKM MOCOYeHUTe B /1. 3 M a/l. 5 HeYCTOMKM He ce npunarar.

XI. OTTOBOPHOCT 3A HETOYHO N3MbJIHEHVE. PEKJTAMALNN
Yn. 11. (1) NEYEBHOTO 3ABEAEHUE - BDB3/TIOXXWNTEJT MoXe fa npefsBsBa peknamaumm
npeg N3MbJIHNTEA 3a:
a) KO/IMYECTBO M HEKOMIM/IEKTHOCT Ha CTOKUTE W/IM TEXHUYECKaTa SOKYMeHTaunsa (ABHU HeaoCcTaTbLw);
6) Ka4yecTBO (CKpUTW HeaocTaTbLK):
- PV foCTaBAHE Ha CTOKW He OT JOrOBOPEHWNSA BUL, NOCOYEH B un. 1,
- NP KOHCTaTMpaHe Ha fedeKTn npu ynoTpeba Ha CTOKMUTE.
(2) Peknamaumm 3a BHM HefocTaTbUM Ha cTokuTe ce npasAT oT JIEUEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefaBaHETO UM, 33 KOETO Ce CbCTaBdA MPOTOKO/, nognucaH u ot
[\BeTe CTpaHu.
(3) Peknamaumun 3a CKpUTWU HefOCTaTbLM Ce NPaBAT Mpe3 Lenns CPOK Ha rofHOCT Ha [0oCTaBeHuTe
CTOKW, KaTto pekfamauusTa ce NpuApy>kasa 3afb/HKMTENHO OT KOHCTaTMBEH MPOTOKO/, M3AafeH OT
M3nbnHWTENHATA areHumns 3a fiekapcreara.
(4 NEYEBHOTO 3ABEAEHWME - BDB3NOXWUTE/T e anbXkHO Aa yBeaoMu  MUCMEHO
N3MBbNHNTENA 3a yctaHoBeHUTE aedpekTn B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce NocoYBa HOMEPHLT Ha [AOroBOPa, TOYHOTO KO/IMYECTBO Ha MOJTyYeHUTe CTOKM C
TEXHUS napTuaeH HOMep, OCHOBaHMETO 3a peKknamauus U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEAEHWE - Bb3/TOXXWUTE/I.
(6) B 5 (net) AgHeBeH CpoK OT nonyyaBaHe Ha peknamauusta, N3MbJIHUTENAT cnegsa fda
otroeopn Ha JIEUEBHOTO 3ABEAEHWE - BDB3/NTOXKXWMTEJT nucMeHO M KOHKPETHO [Janu
npuema peknamaumnaTa uam s OTXBbP/A.



(7) Mpwn peknamauus 3a sBHKU HegocTaTby M3MBTHUTENAT e gibxeH B CPOK OT 2 paboTHU LHU
OT Mo/lyyaBaHe Ha peknamauusaTa 3a CBOA CMETKa W PUCK Aa [OCTaBW Ha MACTOTO Ha [OCTaBsHe
KONMYeCTBOTO IMMCBALLN B OCTaBKaTa / HEKOMIMIEKTHN LOTOBOPEHWN CTOKW.

(8) Mpw peknamauus 3a CKpUTU HepocTaTbuM, B cnyyan 4ve WIMBJAHUTENAT e npuen
peknamaumsTa, CbWwMAT e anbkeH B 10 (geceT) [AHEBeH CPOK OT MO/y4YyaBaHETO M Ja 3aMeHu
[OCTaBeHNTE HeAOroBOPEHN NO BUA / fedeKTHU CTOKU 3a CBOA CMETKA W PUCK WM MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/IOXWTEJT ga BbpHe CbLOTBETHaTa 4yacT OT 3anjaTeHarta
LieHa, BeJHO C Ab/DKUMUTE NTINXBU.

(9) N1360pbT Ha MOCOYEHUTE NO-rope Bb3MOXKHOCTYM [ja Ce BbpHE CbOTBETHATa YacT OT M/aTeHOTO WK
[la ce oCTaBAT HOBKM CTOKM npuHaanexun Ha IEHEBEHOTO 3ABEAEHWE - Bb3/TOXWTES un ce
ynpaxHsBsa OT Hero nog opmara Ha nucMeHo ysegomeHne ao U3MNbIHUTEJIA, kato pasxogute
N PUCKOBETEe MO HOBOTO AocTaBsAHe ca 3a cMeTka Ha 3N bJTHUNTE/A.

(10) CrokuTte, npegmeT Ha peknamaums ce cbxpaHasat ot JIEUEBHOTO 3ABEAEHWE -
BB3/TOXKWTEJ po ypexaaHe Ha peknamauuumre.

XIl. OTTOBOPHOCT MNP HEN3MbJ/IHEHWE
Un. 12. (1) 3a HeM3Nb/IHEHWE HA 334b/DKEHUATA CM MO HACTOALLMA JOTOBOP C U3KNHOYEHME Ha Te3n Mo
un. 10, an. 2 n an. 4, UBNBJIHUTENAT gbmkn Heyctolika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noseye oT 10 % (meceT MpoueHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakTO M 06e3lleTeHVe 3a MnpeTbpreHuTe AeWCTBUTENHU BPeau B ClydauTe,
Korato Te HaAXBbLpAAT [OroBOpeHaTa HeyCTolka. B cnyyauTte no un. 4, an. 3, nocoyeHaTa B
NPeaxo4HOTO M3peyeHne HeycTolka B pasmep Ha 0.5 % ce HaumcnsABa 3a BCEKM Yac NpPocpoune, HO He
noseye oT 10 % (geceT MPOLEHTa) OT CTOMHOCTTA Ha KOHKpEeTHaTa 3asiBKa, KakTo U 06e3leTeHne 3a
npeTbpreHnTe LeiCTBUTENHM BPeaW B C/lydYauTe, KOraTto Te HaaXBbpsT LOrOBOpeHaTa HeyCTonKa.
(2) Korato npu Hannuve Ha peknamauun, N3MbJIHUTENAT He U3NbAHU 334b/DKEHMATA CU MO
pasgen Xl| OT HacToAWwus A0roBOp B CPOK, CbwmAT Abmku Ha JIEHEBHOTO 3ABEOEHWE-
BBH3/TOXXUMTEJ HeycToilka B pasmep Ha 2 % OT LeHaTa Ha CTOKMTE, 3a KOMTO Ca HamnpaBeHU
peknamauunTe.
(3) NEYEBHOTO 3ABEAEHWE - BDB3J/TOXXWNTEJ yposnetsopsBa NpeTeHUMUTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anfawaHe Ha HeyCcTOWKMTe OT CTpaHa Ha
N3MNB/THUTENA kaTo 3agbpXKa rapaHumsTa 3a U3nb/IHeHre no yn. 7, an. 3, 6ykea “6” oT Aorosopa,
KaTo npegnpvemMa AeNCTBMS 3a HEMHOTO YCBOsiBaHe. B cnyuvaid, Ye CTOMHOCTTA Ha rapaHumsaTa 3a
M3Mb/HEHWE He MOoKpuBa BCUYKM Abmkumu oT U3MBIHUTENA Heyctolikn, JIEUEBHOTO
SABEAEHVE - BDB3/TOXWTEJ/T npuxeawa AbMHKMMUATE CYMW OT HacpellHW nnawaHusa KbM
N3MbNAHNTENA.
(4) Mpw Tpn NbTK BMHOBHa 3a6aBa Ha M3MbJ/THUTENA, npoab/mkuna ¢ noseyve OT NOMOBMHATA OT
CpOKa 3a M3Mb/IHEHME Ha CbOTBETHOTO 3af4b/DKEHWE, B pamkute Ha Tpu Meceua JIEUEBHOTO
SABEAEHWE - BB3/TOXXWTEJ/T nma npaBo Aa npekpaty AOoroesopa e4HOCTpaHHO C 15-AHeBHO
npeansBecTue.
(5) NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJ/T nma npaBo fa npekpaTy eAHOCTPaHHO 1 6e3
Nnpegn3BecTe HaCTOALLMSA LOTOBOP B C/lyYal Ha CUCTEMHO HETOUHO M3MbJIHEHME Ha 3afb/DKeHusATa OT
N3MNBJIHWUTENA wn npeasseHn noseye OT TPWM peknaMauum B paMKUTE Ha TpuM Meceua oT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ no pena Ha rnasa Xl.
(6) B cnyyaii, ye no oTHoweHne Ha M3MBbIHUTEA HacTbnsaT obcTosTencTeara no yn. 54, an. 1,
m un. 55 an. 1 orT 3akoHa 3a o6ulecTBeHUTe nopbukn, JIEUEBHOTO 3ABEAEHUE-
BB3/TOXKWTE/T mma npaBo fAa nNpekpaTu eaHOCTPaHHO HacToAwmMs A0rosop, 6e3 MMcMeHo
npegmn3secTve 1 6e3 ga 4b/MKN HEYCTONKN.

XIIl. ®POPCMAXOPHW OBECTOATEJICTBA
Un. 13 (1) CTpaHnTe MO HACTOSALLMA OFOBOP HE Ab/KAT 06e3LeTeHMe 3a MOHECEHN Bpeaun U 3aryou,
aKo NOCNeAHNTE ca NPUYMHEHWN B Pe3yNTaT Ha HeMpPeoaonma cuna.
(2) AKo CTpaHaTa, KOSITO € CefiBano [a U3Nb/HK CBOe 3adb/HKEHME MO A0roBopa e 6una B 3a6asa, T
He MOXXe fla Ce NM030BaBa Ha HEMpPeoAoIMMa Cuna.



(3) “HenpeogonumMa cuia” no CMUCHA Ha TO3M [OroBOP € HenpeABMAEHO W/WIK HenpeLoTBPaTUMO
CbOWTUE OT U3BLHPEAEH XapaKTep, Bb3HUKHANO0 Crief CK/IFOYBAHETO Ha J0roBopa.

(4) CrpaHaTa, 3acerHara OT Henpeofo/MMa Cuna, e ANbXHa Aa npeanpueve BCUYKW [LeNCTBUS €
rpwxara Ha fo6bp CTOMaHWH, 3a fa Hamau [0 MUHUMYM MOHECEeHUTEe Bpeau 1 3arybu, Kakto v ga
yBeAoMM MUCMEHO Apyrarta cTpaHa B 7-4HeBeH CPOK OT HACTbLMBAHETO Ha HenpeogonumMara cuna. Mpu
HeyBeJOMsIBaHe B MOCOYEHMS B MPEAXOAHOTO W3pPEeYeHMe CPOK Ce [Ab/MKM  06e3leTeHne 3a
HacTbNUAIWTE OT TOBa Bpeau. Henpeogonvumarta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTuduKat 3a (opcMaxop, n3gageH Nno CbOTBETHUA pef OT KOMMETEHTHUSA OpraH B Abp)kasaTta, B
KOATO Ca HaCTbNUAN OPCMaXOpPHUTE 06CTOATENCTBA.

(5 [okato Tpae Henpeogonumara Cwuna, W3MbAHEHWETO Ha 3af4b/DKEHMATA U CBbp3aHUTE e TAX
HacpeLLHM 3ab/KEHNSA Ce crnmpa.

(6) He npeactaBnsiBa “HenpeofonMma cuna” CbOUTME, MPUUMHEHO MO HEOPEXHOCT WAM 4ype3
YMULLNEHO [EeNCTBME Ha HAKOS OT CTPaHUTE WM TeXHW NPeLCcTaBUTENN WU/MAN CNY)KUTENN, KaKTO U
Hegoctura Ha napuyHu cpeactea Ha W3MBJIHUTENA wn NEYEBHOTO 3ABEAEHUE -
BB3NTOXUTEN.

XIV. CIMOPOBE

Un.14. (1) Bb3HUKHaNMTe npe3 BpeMeTPaeHeTO Ha fOroBopa CropoBe 1 pa3Hornacua Mexxay CTpaHuTe
Ce peluaBaT upe3 Mperosopu Mexay TaX. [loCTUrHaTUTe LOrOBOPEHOCTU Ce O(OPMAT B NMUCMEHa
(hopMa 1 ce NpeBpbLLAT B HepasjesiHa YacT OT [A0rosopa.

(2) B cnyyaii Ha HerocTUraHe Ha JOroBOPEHOCT MO MPeAXOAHUS Y/ieH, BCUYKX CNOPOBE, NOPOAEHN OT
TO3M [OrOBOP WX OTHACALLM Ce A0 HEro, BKIKUNTEIHO CMOPOBETE, MOPOAEHN OT UK OTHAaCcALWM ce A0
HEroBOTO Tb/IKyBaHe, HeAeCTBUTENHOCT, HEU3Mb/IHEHME WX NpeKpaTaBaHe Lie 6baaT paspeLlaBaHm
cnopep 6b/IrapcknTe MaTepuasiHv 1 NPOLLECYasTHN 3aKOHW OT KOMMNETEHTHUA Cbf, No pefa Ha IMK.

XV. CbOBLWEHWA
Un. 15. (1) Bcuukn cbobLeHns MeXay CTpaHWTe, CBbp3aHW C U3Mb/HEHWETO Ha TO3W [OroBop ca
Ba/IMAHM, aKO Cca HanpaseHW B MMCMeHa (hopmMa 1 ca NoAnmcaHn OT YMb/IHOMOLLEHWUTE NpeAcTaBUTENN
Ha N3N BTHUTENA vam TEYEBHOTO 3ABEAEHUVE - Bb3/TOXNTEJ.
(2) 3a pata Ha CbOOLLEHMETO Ce cMATa:

A [ataTa Ha NpefaBaHeTo - MpW PbUHO NpefaBaHe Ha CbOOGLLEHNETO;
S [aTaTa Ha MOLLEHCKOTO KNeliMo Ha 0BpaTHaTa pasmicKa - MpY U3npaLaHe no nowaTa;
S [aTaTa Ha NpreMaHeTo - Mpy 13npataHe no gakc uny e-mail.

(3) 3a BampHW agpecy 3a NpueMaHe Ha CbOOLLEHMS M 6aHKOBM CMETKM, CBbp3aHW C HaCTOALLMSA
[LOroBop Ce cMATar:

3A 3NBNHUTENA:

rp.Codms, .K. Mnagoct 16n. 38 b, Bx. 3, eT. 1, Ten: 02 9743709 , dhakc 02 9743708
e-mail: ivailo.ganev(o medochemie.com
0aHKoBa  CMeTKa, nocoyeHa ot  W3MbIHUTENA: BIC: UNCRBGSF, IBAN:
BG95UNCR70001523780090
3AJIEHEBHOTO 3ABEAEHWE- Bb3/TOXXWNTE:

rp. Codumsa, yn. ,.bano mope” Ne 8, otgen ,bonHnyHa anteka”, ten 02 9432429, (akc 02
9432117, e-mail: apteka@isul.eu.
(4) NMpun NpomsHa Ha NocoveHns No an. 3 agpec UM 6aHKoBa CMeTKa CbOTBETHATa CTpaHa € JJTbXHa
[la yBefloMy apyrata B TPUAHEBEH CPOK OT NMpoMaAHaTa.

XVI. OPYTWN YC/OBUNA
Un. 16. (1) MNpaBata u 3agb/HKeHWATa MO HACTOAWMA [OrOBOP He MoraT fa ce MNPexBbpnaTt
elHOCTPaHHO Ha TPeTU NnLa W MoAOOHM aKTOBE He Mopaxpjar MpaBHO [eilcTBue 6e3 MUCMEHOTO
Cbrnacue Ha gpyrafa CTpaHa, OCBEH B CiyyamTe Ha 06e3neyaBaHe (rapaHTuMpaHe) Ha 3afb/KeHus Mo
6aHKOBW KpeauTu.
(20 3a HeypefeHMTe BBNPOCK B HACTOALLMA [AOrOBOP Ce Mpwuiara AencTBawoTo GbArapcko
3aKOHO/aTesCTBO.
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XVII. NOAN3MB/THUTEJIN - HenprunoXxummo
(Npuno>KMMO camo B CllyvyanTe, B KOUTO U36paHus 3a U3Mb/HATEN y4acTHUK € MoCoUmni, Ye Lue
non3ea noAM3NbIHUTENN, NPY CKN0YBAHE HA PAMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3NBNIHNTENNTE Tpsibea fa 0TroBapaT Ha CbOTBETHWUTE KpuUTepuu 3a nogoop
Cb00pa3HO BMAA 1 fiena OT Nnopbykata, KOWTO LLe U3Mb/IHABAT, M 3a TAX Aa He ca Ha/iMLe OCHOBaHMA 3a
OTCTpaHsABaHe OT npoLeaypara.
(20 NEYEBHOTO 3ABELEHUE - BBb3NOXWTEJ nsmnckea samaHa Ha MOAN3MBJ/IHATE,
KOWTO He 0Troeaps Ha ycnosmsTa no an.l.
(3) Korato yacTTa OT mopbykarta, KoATO ce u3nbaHasa oT MOAN3MBb/IHUTEN, moxe ga 6bae
npegageHa kato otaeneH obekt Ha M3MBJHUTENA wnim Ha IEYEBHOTO 3ABELEHUE -
BBb3/TOXWMTE/, nocneaHna 3annallia Bb3HarpaxaeHue 3a 1asm vyact Ha MO AN3MbJ/IHUTENA.
(4) PasnnawaHuaTa no an. 3 Ce OCbLECTBABAT Bb3 OCHOBA HA WCKaHe, OTMNpaBeHO OT
nogn3NbAHUTENA po JIEMEBHOTO 3ABEOEHVE - BB3J/IOXKWUTEN  uypes
N3MNBHUTENA, KOWTO e AnbXeH Aa ro NpeaoctaBM Ha Bb3NOXKUTENs B 15-AHEBEH CPOK OT
nosly4yaBaHeTo Mmy.
(5) Kbm unckaHeto no an. 3 U3MNBbJ/IHUTEJTAT npefoctasa CTaHOBMLIE, OT KOETO Aa € BUAHO [au
0CropBa naLlaHnAaTa UM YacT OT TAX KaTo HELb/HKUMU.
(6) NEYEBHOTO 3ABEAEHWME - BB3/TOXKWMTE/T nma npaBo Aa OTKaxe nawiaHe no an. 3,
KOrarto MCKaHeTo 3a NnalliaHe e 0CrnopeHo, 0 MOMeHTa Ha OTCTpaHABaHe Ha NpuyMHaTa 3a 0TKa3sa.
(7) Hesasucumo ot usnonssaHeto Ha MOAVI3ITB/IHUATEJIA oTroBopHOCTTa 3a W3Mb/IHEHUE Ha
pgorosopa e Ha U3MBJTHUTENA.

XVII. 3AKNHOYUTENHW PA3MNOPEAOBN
Un. 18. (1) Mpu cbCTaBAHETO Ha HACTOALLMA LOrOBOP Ce NpeAcTaBuxa cnefHuUTe JOKYMEHTH:
S JokymeHTuy no un. 112 ot 30IT,
S [Jeknapauusa no yn. 55, an. 6 ot 3/IMXM (korato e NpuIoK1MmO);
S ["apaHLmMA 3a U3Mb/IHEHWE,;
S TexHnyecko 1 LleHOBO npenoXxeHWe, HepasaenHa vyacT OoT A40roBopa;
S [Jeknapaumn no AMUIT.
(2) HactoAawmaT foroBop ce CbCTaBu B TpU e4HO06pa3HM ek3eMnisipa Ha 6barapcku e3vik - efiMH 3a
N3MbNHWNTENA v gga3a IEHEBEHOTO 3ABEAEHWVE - Bb3/TOXXWUTE/I.
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3anuyeHa nHpopmanus



UserX
Textbox
Заличена информация

UserX
Textbox
Заличена информация


[lpepnaraHn LLEHOBKU NapamMmeTpu

ATC INN HaumH Ha  3abenexm Mspka  Craryc Heof)XO,CI,I/IM En.LeHa 6e3 En,Leva ¢ AIC Obuia LeHa 6es  ObLuUa LeHa ¢
NPUNOXeHNe a 6poin MsApKN nnac anc aac

MO1ABO5  Diclofenac napeHTepaiHa mg BanvpaeH 450000 0,006451 0,0077412 2902,95 3483,54
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