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OJOIrOBOP
JA JOCTABKA HANEKAPCTBEHW MNMPOAYKTW

[JHec, D |. ||. «xns .. 20?7kP.T., B rp. Cohus, Mexay:

YMBAN"apuua MoaHHa-UCYN"EA/, CwC Ceflanvlle W apec Ha yrnpasneHue B rp.
Codusi, paitoH "O6opule"”, yn. "bsano mope™ Ne 8, Ten. 9432215, takc 9432180, ENK 831605806,
npegcrasnsBaHo oT npod. A-p boiko Meoprves Kopykos, 4.M - M3NbaHWUTENEH AMPEKTOP, HapU4yaHo
no-gony 3a kparkoct ,,JIEHEBEHO 3ABEAEHUNE - Bb3/TOXXNTEJT” 0T efHa cTpaHa

n

,EKODPAPM” EOQO/], cbCc cefanuile 1 aapec Ha ynpasneHue rp. Cotunsa-1421, 6yn. "HepHn BpbX™
Ne 14, 6n. 3, naptep, Ten: 02 9631596, thakc 02 9631561, EMK 130390055 npeactaBnsisaHo OT MeTbp
"puropos Benes ype3 MbAHOMOLLHMK AnekcaHabp Tep3nes ¢ MbaHOMOLWHO per. Ne 2408/04.07.2019
r., HapuyaHo no-gony 3a Kpatkoct ,,3MNBbJ/IHUTEJT” ot gpyra cTpaHa,

Ha OCHOBaHMe un. 112 oT 3akoHa 3a o06LiecTBeHUTE nopbukn (30U), BbB Bpb3Ka C MPOBEAEH
BbTPELLEH KOHKYPEHTEH M360p no PamkoBo crnopasymeHue Ne PJ1-11-277 ce CKAKOUM HACTOSLLMS
[lOroBop 3a CnefHoTOo:

I. MPEOMET N CPOK HA 4O OBOPA
Un. 1 (1) NIEYEBHO 3ABEAEHWE - BB3/IOXKWUTEJT Bbv3nara, a N3MBJIHUTENAT ce
3ab/KaBa [ja U3BbPLUM [JOCTABKA Ha CNeHNTE NeKapCTBEHM NPOoAyKTK oT O60cobeHa no3mums Ne 2:

(2) [OoroBopbT BAM3a B CWia OT AaTaTa Ha MOANMWCBAHETO My OT [BETe CTPaHW W € CbC CPOK 10
31.12.2021 r.

Il. UEHW 1 OBLLA CTONHOCT HA JOCTABKUTE MO JOrOBOPA
Un. 2. (1) LUeHata Ha CTOKMTe MO 4.l e cbrnacHO UeHoBO npefnoxeHne Ha U3MBbJIHUTENA,
HepasfenHa 4acT OT A0roBopa.
(2) LleHaTa BKNHOYBA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3acTpaxoBKa v TpaHcnopT ago JIEUEBHOTO
3ABEAEHWE - BbB3J/IOXKWTEJT npu MUHUMaNEH CPOK Ha FOAHOCT He no-kpatbK oT 40 % ot
065BeHMS OT NPOM3BOANTENS 3a IEKAPCTBEHUTE MPOLAYKTM UK He NOo-KpaTbK OT 20 % OT 065BeHUs OT
npou3BoAMTeNs 3a 6UONPoOAYKTUTE NN BUONOA0OHMTE NPOAYKTU. MUHUMANHUAT CPOK Ha FOAHOCT ce
onpefens KbM JartaTta Ha BCAKa [JOCTaBKa Ha /IeKapCTBEH NMPOAYKT.
(3) Obuwiarta CTOMHOCT Ha gocTaBkMTe No gorosopa e Ao 50 976.00 nesa 6e3 BkIoYveH OAC um o
61 171.20 neBa c BkawoYeH 44C.
(4) LlenaTta no gorosopa e rKcupaHa, He MoA/IeXmM Ha NPoMsiHa 3a CpOKa Ha [eiiCTBMe Ha [0roBopa,
OCBeH B cnyyamTe Ha 116 ot 30I1.
(5) B cnyuait, ye npe3 BpemMeTO Ha [eCTBME Ha CbOTBETHMS [OrOBOP CTOMHOCTTA, KOATO Cnefga Aa ce
3annatla ¢ ny6/M4yHn cpeacTsa Ha 1eKapCcTBeHU MPOAYKTU OT MO3UTUBHUSA NIEKAPCTBEH CMUCHK CTaHe
Nno-HUCKa OT [J0roBopeHata, /le4ebHOTO 3aBefeHMe -  Bb3/IOXKUTEN 6e3yCNoBHO  3annawa
NeKapCTBEHUTE NPOAYKTW Ha MO-HMCKaTa CTOMHOCT, CYMTaHO OT:

- farata Ha B/M3aHe B CWla Ha pelleHVeTo Ha HauuoHanHWA CbBET MO LUeHU W
pemmbypcupaHe Ha nekapcteeHute npogyktu ( HCLPIM);

- [fiaTara Ha akTyanuMsaumsTta Ha No3nTMBHUA NeKapcTBeH CMUCHK MO pefa Ha un. 57, an. 10T
Hapenbata 3a ycnosusaTa, npasuiata WM pefa 3a peryivupaHe W peructpupaHe Ha LEHWTe Ha
nekapcTBeHuTe npogyktn (HYTIPPPLIIM) 3a nekapcTBeHWTE MPOAYKTW C HamaleHa CTOMHOCT 3a
0rMakoBKa, M34ncneHa Ha 6asa pedepeHTHa CTOMHOCT.



B cnyyauTte no nNpeaxoAHOTO W3peyeHue, CTOWHOCTTA Ce Onpeaens KbM MOMEHTa Ha
[ocTaBKaTa (NoAnucBaHe Ha NpMemo-npeaaBaTeneH NPOTOKoN).

. YCnoBmna 1 HAYMH HA MJ1IALLAHE

Un. 3 (1) MnawaHeTo no HacToALLMSA AOrOBOP CE OCbLUECTBSABA Ype3 6aHKOB MPEBOJ OT CTpaHa Ha
JIEHEBHO 3ABEAEHWE - BBb3/IOXKNTEJ] no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MbJ/IHUTEA.
(2) 3annawaHeTo Ha CTOKUTe MO A0roBopa Ce M3BbpLUBA OT/IOXKEHO B CPOK A0 60 /wectaecetns/ feH,
cnep, nNpeAcraBsHe Ha CnefHUTe JOKYMEHTU:

1. [ocTtaBHa (hakTypa, CbCTaBeHa CbrnacHo nnckeaHmata Ha 344C v MNMN3ALC;

2. [MpuemaTenHo-npesasaTenHN NPOTOKO/MN,
(3) B cnyuaid, ye nocoyeHnTe B Yn. 3, an. 2 AOKYMEHTU Ca HEpeloBHWU MM HE Ca KOMMIEKTOBaHM,
cblmTe ce Bpbwat Ha SN bJTHNTETA ¢ npuemartenHo - npefasartesieH NPOTOKO/ 3a M3npaBsHe
Ha HepegHocTMTe. CPOoKbT MO 4.3, an. 2. 3anoysa fa Teye OT Agatara Ha NPeACTaBAHETO Ha Noc/eqHUs
N3UCKYEM Ce JOKYMEHT.
(4) Mpwn dakTypupaHe Ha 3asaBeHUTE KONMYECTBA /IEKAPCTBEHN MPOAYKTU, MO BCSAKA OTAENHA 3asBKa,
LileHaTa Ha OMakoBKa He cfnefBa fa HafBuLlaBa onpegeneHaTta B [M03UTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakKOBKa 3a CbOTBETHMSI IEKAPCTBEH MNPOAYKT. B
Clyyai Ha M3YMCNsBaHe Ha CTOMHOCT MO-BMCOKAa OT pelepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMSA IEKAPCTBEH MPOAYKT, CTOMHOCTTA Ce HaMas/siBa M 3ansalla A0 CTOMHOCTTa Ha OnakoBKa
onpefeneHa B No3sMTUBHUA NEKAPCTBEH CMNCHK- MNpunoxkeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) TIEYEBHOTO 3ABELEHWE - Bb3/TOXKUNTEJ 3a184Ba HEO6X0AUMUTE MY KOIMYECTBa
c nucmeHa 3asBka Ao W3MBbJ/IHUTE/IA. 3asBkata ce BpbyBa /NMYHO Cpelly MoAnuc Ha
N3MBb/THATESTA naM ynbIHOMOLLEHO OT HEro fivue uam ce usnpala ¢ npenopsvyaHo MmMcmo C
obpaTHa pa3nucka, No akc Uau rno eNeKTPOHeH MbT.
(2) Bcsaka otgenHa fgoctaBka, cnefiBa Aa Obde [LOCTaBeHa B CPOK [0 7 KajleHAAPHW [HW Chep
nonyyasaHe Ha 3aaskaTa oT JIEHUEBHOTO 3ABEAEHWE - Bb3J/TIOXKNTEJ] 1 3a Konnyecteata U
OnakoBKMUTe (CbOOPa3HO KOHKPETHUTE JIeKApCTBEHU MPOAYKTM, TMOCOYEHUM B  TEXHWUYECKOTO
NpeLoKeHe Ha M3NbAHWUTENS), TOYHO OnpefefieHV B 3asBKata. B cnydail, ye ce npasu nbpsa
[OCTaBKa OT fajeHa napTua Ha fiekapcTBeH NpPoAyKT, ce npefctasd CepTudmkaT 3a 0CBOO0XKAaBaHe
Ha napTugarta, usgageH OT KeaamduumpaHo nuue no 3/1MXM Ha eneKTPoHeH HOCUTeNn Wnu o
eNIEKTPOHEH MbT Ha eNIeKTPOHHATA MOLLa, NMOCOYEHa KaTo afpec 3a KOPeCMOoHAEHLMS, NPULPYXKEH C
npesog, Ha 6bArapckn esvk oT mpma, CKIoYmia 4Orosop ¢ MMHUCTEPCTBO Ha BLHLLUHMTE paboTu 3a
M3BbpPLUBaHE Ha ouumaiHN NpeBoan. MN36poeHnTe JOKYMEHTM Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT NevyebHOTO 3aBefeHWe - Bb3NOXWTeN. lMpy credBawiy LOCTaBKM Ha NIeKapCTBEHU
MPOAYKTK OT CbLyaTa NapTnaa, CEpTUPUKATLT He ce NpeacTaBs.
(3 B cnyyain Ha HeobxogMmocT OT crewHa fgoctaska, JIEHEBHOTO 3ABEAEHUE -
BBb3/TOXKNTEJT nocoyBa M3pUYHO B 3asBKaTa, Ye € Heobxoaumo fa 6bfe M3BbPLUEHa CheLlHa
focTaBka. B To3u cnydair, focTaBKaTa crefBa fa 6bAe M3BbplUeHa [0 6 yaca OT nosyvyaBaHe Ha
3afBKaTa M 3a KO/MYecTBaTa M OMakoBKWTE (CbOOPa3sHO KOHKPETHWUTE JIEKAPCTBEHW MPOAYKTH,
MOCOYEHU B TEXHUYECKOTO MPeioXeHMe Ha U3MbIHUTENSA), TOYHO OMpefenieHn B 3asBKarta.
(4) N3MBNTHNTENAT ce 3aab/mkasa, B CPOK A0 1 paboTeH [eH, B cny4vamTe no an. 2 1 B CPOK A0 1
yac, B C/lyyauTe Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3asBKa [a YBeAOMW MUCMEHO WM MO (hakc
NEYEBHOTO 3ABEAEHVE - BB3/TOXKUTEJ B ciyyaii Ye He MOXe fia M3BbPLUM J0CTaBKa WUm
B C/lyyald, Ye He MOXe f[a Crasn CPOKbT 3a U3BbPLUBAHE Ha [JOCTaBKaTa, NpeAMeT Ha KOHKpeTHaTa
3aBKa.
(5) Kbm patata Ha BCAKa [0OCTaBKa, OCTaTbYHUAT CPOK HA FOAHOCT Ha /IEKAPCTBEHUTE MPOAYKTH,
cnefsa ga 6bvae He no-manbk oT 40 % /4eTupuaeceT Ha cTo/ OT 005BEHMS OT NPOU3BOAUTENS.
(6) Kbm pataTta Ha BCAKa AOCTaBKa OCTaTbYHMAT CPOK HA rOAHOCT Ha 6MOMpPoAyKT van 6ruonofobeH
NPOAYKT, cnefpa fja 6bae He no-manbk oT 20 % /aBajeceT Ha CTo/ OT 06SBEHUS OT NPOU3BOAUTENS.



(7) 3a konuuecTBa [AOCTaBeHM WM3BBLH 3asdBKaTta no un. 4, an.l, JIEUEBHOTO 3ABEOEHUE -
BB3/TOXXKUNTEJT HaMa 3aab/KeHWe 3a naLlaHe.

(8) B cnyyaute no un. 10, an. 7 OT [OroBopa, CPOKbT MO al. 2 1 3 3anoysa fa Teye OT jaTara Ha
nucmeHoTo cwvrnacne Ha JIEHEBHOTO 3ABEAEHWVE - Bb3/TOXXNTE/.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a macTo Ha AOCTaBsAHe Ha CTOKUTE MO TO3W [OroBOP Ce Onpefens CnefHWs agpec: rp.
Codms, yn. ,,bano mope” Ne 8, YMBAJ ,,Llapuua MoanHa-UCY1” EAJL - oTgen ,,BonHnyHa
anTeka”
(2) PuCKbBT OT cny4yaitHOTO NOrvMBaHe MW NoBpeXaaHe Ha CTOKMTe nNpeMuHaea Bbpxy JIEHEEHOTO
3ABEJEHWVE - BDB3J/TOXKNTEJ1 0T MOMeHTa Ha MPUMEMAHETO MM Ha MACTOTO Ha [0CTaBsHe e
npuemarenHo-npefaBaTesieH NPOTOKON.

VI. JATA HA JOCTABAHE HA CTOKUTE
Yn. 6. 3a gata Ha JocTaBAHE Ce cuMTa JaTaTa, Ha KOATO CTOKUTE ca [JOCTaBEHWN [0 ajpeca NnocoyeH B
yn. 5, an. 1, npyn ycnoemaTa Ha un. 9, an. 2.

VI1l. SAOb/DKEHNA HA N3MNMBJTHATENA
Un. 7. USMbJIHNTENAT ce 3agbnkasa:
1 [a poctaBu CTOKUTE B AOrOBOPEHUA CPOK M Aa v npegage Ha JIEHEBHOTO 3ABEOJEHUE -
BB3JTOXKUNTEJ.
2. [la npefage CTOKWTE, MakeTMpaHW U MapKMpaHW B CLOTBETHUS BMA, KOMYECTBO M KauyeCTBO Ha
MSACTOTO Ha OCTaBAHE.
3. Mpu noanncBaHeTo Ha JOroeopa Aa npeacTasu:
a) JOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a U3Nb/IHEHWE, B efHa OT hopmuTe, onpegeneHn B un. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW Cref U3TUYaHe CpOKa Ha [0roBopa, KOATO Ce 0CBO60XAaBa B CPOK A0 60 aHW cnef
M3MbJIHEHME Ha Jorosopa. B cnyyaid, Ye BaIMAHOCTTA Ha rapaHumaTa n3tuya npeav Aorosopa ga 6bae
n3nviHeH, N3Mb/THUNTEJTAT ce 3aabmkaBa Aa YAL/MKU CpOKa Ha Ba/IMAHOCT Ha rapaHumaTta c
TO/IKOBA [HK, TaKa Ye rapaHumaTa a nokpmea o4akBaHWA CPOK 3a U3Mb/IHEHME Ha Aorosopa natc 60
AHW. TapaHumaTa e B pasmep Ha 3% OT cToiHOCTTa Ha gorosopa 6e3 A4C v Bb3nunsa Ha 1 529.28
neBa.
(4) [Oa poctaBA flekapCTBeHW TMPOAYKTM, KOMTO OTroBapAT Ha MW3WCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTU B XyMaHHaTa mefauuunHa (3/TMXM) - fa nputexasar Ba/IMAHO paspeLleHve
3a ynotpeba B cTpaHaTa, u3gageHo no pega Ha 3/1MMXM wnu PernameHTt (EO) Ne 726/ 2004 r. Ha
EBponelickms napnameHT n CbBeta /un. 23, an.l Ha 3/TNXM/.
(5) Oa pocTass NekapCTBEHU MPOAYKTU, KOUTO ca BKIKOYeHU B lMpunoxkeHne Ne 2 Ha [M03MTUBHUA
NeKapCTBEH CMUCHK.
(6) B cnyuyait, ye ce npasu NbpBa AOCTaBKa No AaZeHa napTuia Ha NeKapcTBEH NPOAYKT, Aa NPeLcTass
CepTudmkat 3a 0CBOOOX/AaBaHe Ha napTuaaTta, u3gageH oT KeaauduuupaHo nuue no 3/1MXM Ha
e/IEKTPOHEH HOCWUTE/N WM MO efIeKTPOHEeH MbT Ha eNeKTPOHHATa Moula, NocoYeHa Kato afpec 3a
KOPECNOHAEHUMSA, NPUAPY>XXEH e MpeBoj Ha ObaArapcku esvk OT (Mpma, CK/YuIa [orosop C
MMWHUCTEPCTBO Ha BbHLUHMUTE PaboTK 3a U3BbPLLUBaAHE HA O(hULMaNHN NPEBOAN.

VIIL. SAAB/DKEHNA HA TEYEBHOTO 3ABEAEHWE - Bb3J/TOXXUNTE
Un. 8. IEUEBHOTO 3ABEAEHWE - Bb3/1IOXKNTEJT ce 3agb/kaBa:
1 [a npueme foCTaBeHUTE B CPOK M HA MACTO CTOKM, CbOTBETCTBALLM MO BUA, KOMYECTBO M KayeCTBO
Ha ONUCaHOTO B HACTOALLMSA AOTr0BOp.
2. [la 3annaTn fOCTaBEHUTE CTOKW MO pefia Ha Y. 3 OT HacToALLMSA LOroBop.
3. Crief, NpuKOYBaHe U3Mb/HEHNETO HA A0OroBopa Aa 0CBOOOAW rapaHuusTa 3a U3Mb/HeHVe, 6e3 aa
[Ob/DKN IMXBM 32 CPOKA, Mpe3 KOWTO CpefcTBaTa 3aKOHHO ca NPecTos/IN Y Hero.



IX. MPMEMAHE U NMPEAABAHE HA CTOKNTE
Un. 9. (1) NMpremaHeTo Ha CTOKMTE Ce M3BbPLLUBA Ha MACTOTO Ha JOCTaBAHE NOCOYEHO B ufl. 5, an. 1
2 WM3IMBNMHUTENAT wunmM ynbJHOMOWEH OT Hero npeacTtaBuTen W NpeacTaBuMTen Ha
JIEUEBHOTO 3ABEAEHVE - BDB3/IOXXNTEJ/T nognuceat npuemMarteHo-npeaasartesieH
NPOTOKO/, Y0CTOBEpsABALL, NOMyYaBaHETO Ha CTOKUTE.

X. KAUECTBO, TrAPAHUNN N CPOK HATOAHOCT

Un. 10. (1) CtokuTe, NpeAMeT Ha HACTOALLMA LOrOBOp, CefBa Aa OTroBapAT Ha U3MCKBAHMATA Ha Y/l
7,an.4n5.
(2) Kbm patarta Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE NPOAYKTW, Cnefsa
fa 6bae He no-manbk oT 40 % /4yeTUpUAEceT Ha CTO/ OT 06SBEHUA OT NPOU3BOANUTENS.
(3) B cnyyaii Ha focTaBKa Ha NeKapCTBEHNA MPOAYKT C M0 - KPaTbK OT JOrOBOPEHUS CPOK Ha rofgHoOCT,
Ob/DKMMaTa HeyCcTolKa fa 6bie NpoMeHeHa, KakTo CrefiBa:

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

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

oT 19,99% no 10% - 7 % BbpPXY CTOMHOCTTA Ha [AOCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha JoCTaBKaTa.
(4) OCTaTbUYHMAT CPOK Ha rofHOCT Ha GMonpoAyKT /6nonofobeH NPOAyKT, cnefsa fa 6bae He no-
mMabk 0T 20 % /fBajieceT Ha cTo/ OT 06siIBEHMS OT NMPOU3BOANTENSA KbM aTaTa Ha BCsKa 40CTaBKa.
(5) B cnyyaii Ha focTaBka Ha 6uonpoayKT/61onofobeH NPOAYKT C Mo - KPaTbK OT [O0r0BOPEHNS CPOK
Ha rogHoCT, Ab/HKMMATa HeYyCTONKa e KaKTo Crefsa:

oT 19,99% no 10% - 2 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 9,99% 10 5 % - 4 % BbpPXY CTOMHOCTTA Ha JOCTaBKaTa;

nop 5% - 6 % BbPXY CTOMHOCTTa Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABELAEHWE - BB3JTOXXNTEJT Moxe fa OTKaXke MpuemMaHeTo Ha CTOKWUTE,
aKO B [leHsl Ha TAXHOTO MPUCTUraHe WM NPUEMaHe OCTaTbYyHMA CPOK Ha FOAHOCT e Mo - Ma/bK OT
onpegeneHns B un. 10, an. 2. v an. 4 MUHUMANEH CPOK Ha rOAHOCT.
(7) OocTaBkaTta Ha neKapCTBeH MPOAYKT C OCTaTbyeH CPOK Ha roAHOCT Mo-mManbk oT 10 Ha cTo ot
065BeHNA OT MPOU3BOAUTENS N HA BUONPOAYKT/61MonoLo6eH NPOAYKT C OCTaTbyeH CPOK Ha rogHoCT
no-Maibk OT 5 Ha CTO OT 0051BEHMS OT NPOM3BOAMTENS Ce M3BBLPLUBA CaMO C MUCMEHO Cbriacue Ha
NNEYHEBHOTO 3ABEAEHVIE - Bb3J/TIOXKNTEJ] 3a KOHKPETHO KOMMYECTBO, ONPEAENeHo OT Hero.
bes u3puyHo nucmeHo cwvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXWTEJ ctokuTe
HAMa fa 6baat 3annatiaHu.
(8) VckaHeTo 3a MMUCMeHO cbrfiacue, B cinydauTe Ha an. 7, cnefsa fa noctenv B JIEHEBHOTO
3ABEAEHUVE - Bb3/TOXXNTEJ1 B cpok Ao 1 (eauH) paboTeH AeH OT NnoslyyaBaHe Ha 3asiBKaTta.
(9) B cnyyanTe Ha crneLHW 4OCTaBKM NOCOYeHMTE B a/l. 3 U a/l. 5 HeYCTOWKM He ce npunarar.

Xl. OTFOBOPHOCT 3A HETOYHO UM3MNbJ/IHEHUME. PEKTAMALINIA
Un. 11. (1) JIEHEBHOTO 3ABEAEHWVE - Bb3J/IOXKTEJ1 Moxe fa npefsBsBa peknamauumm
npeg N3MbJIHATEJA 3a:
a) KO/IMYECTBO M HEKOMIM/EKTHOCT Ha CTOKUTE UM TeXHUYEeCKaTa JOKYMeHTauus (ABHWU HeoCcTaTbLu);
0) Ka4ecTBO (CKpUTW HeaoCTaTbLUM):
- NPV OCTaBAHE Ha CTOKW He OT LJOrOBOPEHUS BUL, MOCOYEH B un. 1;
- NPU KOHCTaTMpaHe Ha fedeKTy npu ynotpeba Ha CTOKMUTE.,
(2) Peknamaumm 3a SBHW HepocTaTbUM Ha CTOKUTe ce npassaT oT JIEHEBHOTO 3ABEAEHUE -
BB3/TOXKUTE/], B MOMeHTa Ha npejaBaHeTO MM, 3a KOETO Ce CbCTaBA MPOTOKOA, MOAMUCAaH U OT
[\BETe CTpaHu.
(3) Peknamaumm 3a CKpUTU HeAOCTaTbUM Ce NpaBAT Mpe3 Lefns CPOK Ha rOAHOCT Ha [LOCTaBeHWUTe
CTOKW, KaTo pekfamauusTa ce Npuapy>kasa 3afb/DKUTENHO OT KOHCTaTVMBEH MPOTOKON, MU3L4afeH OT
M3nbnHWTENHATA areHLms 3a iekapcreara.
(4 NEYEBHOTO 3ABEAJEHUWE - BDB3J/IOXKWNTEJ/T e p[abXkHO fa YyBeAOMM MUCMEHO
MN3MBbJTHATEJIA 3a yctaHoBeHUTE aedekT B 5 (NeT) AHEBEH CPOK OT KOHCTATMPAHETO UM.



(5) B peknamauunTe ce nocoysa HOMepPbLT Ha LOroBOpa, TOYHOTO KO/IMYECTBO Ha MOSyYeHUTE CTOKU C
TEXHUA NapTUAeH HOMep, OCHOBaHMETO 3a peknamauua U KOHKPETHOTO uckaHe Ha JIEHEBHOTO
3ABEAEHWE - Bb3/TOXKNTEJI.

(6) B 5 (net) gHeBeH CpPOK OT nonyyaBaHe Ha peknamaumsata, V3MNBJIHUTENAT cneasa fa
otroBopu Ha JIEHEBEHOTO 3ABELEHWE - BDbB3/IOXKNTEJ/T NUCMEHO W KOHKPETHO Jain
npvemMa peknamauuata Uim 9 0TXBbPAS.

(7) NMpw peknamaums 3a sBHU HepgocTaTbU M3MBJTHUTESIAT e AnbXeH B CPOK OT 2 paboTHM AHK
OT MNONyYyaBaHe Ha peknamaumaTa 3a CBOA CMeTKa W pUCK [a A0CTaBM Ha MACTOTO Ha [OCTaBsHe
KO/MYEeCTBOTO IMMCBALLM B fOCTaBKaTa / HEKOMIMIEKTHU OrOBOPEHW CTOKW.

(8) Mpu peknamauus 3a CKpUTKM HepocTaTbuu, B cnyyad ye WSMBJIHUTENAT e npuen
peknamaumsTa, CbWmAT e AnbxeH B 10 (geceT) [AHeBeH CPOK OT MO/y4aBaHETO M Ja 3aMeHu
[OCTaBeHWNTE HeAOroBOPEHN MO BUA / AedeKTHN CTOKM 3a CBOA CMETKAa U PUCK MW MO MpeueHKa Ha
JIEHEBHOTO 3ABEAEHWE - Bb3J/IOXKWTEJT fa BbpHe CbOTBETHATa YacT OT 3ansareHaTa
LieHa, BeHO C Ab/MDKUMUTE JINXBU.

(9) MN360pbT Ha MOCOYEHUTE MO-rope Bb3MOXHOCTY [a Ce BbPHE CbOTBETHATa YacT OT MNaTeHOTO UK
[la ce JOCTaBAT HOBU CTOKM NpuHaanexu Ha JIEHEBHOTO 3ABEAEHWE - Bb3/1I0KUTEJ u ce
ynpaXkHsBa OT Hero nog opmara Ha nucmeHo yeegomneHne o M3MNbJ/IHUTENA, kato pasxoanTte
N PUCKOBETE MO HOBOTO A0CTaBsAHE ca 3a cMeTKa Ha SMbJ/TIHUTE/A.

(10) CrtokuTe, npeAMeT Ha peknamaums ce cbxpaHseat ot JIEUEBHOTO 3ABEAEHUE -
BB3JTOXKUTEJ] go ypexaaHe Ha peknamauuunTe.

XIl. OTFOBOPHOCT NP HEN3IMbJ/IHEHUWNE
Un. 12. (1) 3a Hen3nb/IHEHME Ha 3a4b/DKEHUATA CU MO HACTOALLMA LOroBOP C U3KNHOYEHME Ha Te3n Mo
yn. 10, an. 2 n an. 4, UAMNBJTHUTENAT gbmkn HeycToika B pasmep Ha 0.5 % Ha aeH BbpXxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noBeuve OT 10 % (AeceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakKTO M 06e3leTeHVe 3a MNpeTbpreHuTe OeiCTBUTENIHW BPeau B ClyvauTe,
Korato Te HagXBbpnAT [OroBopeHaTa HeycToika. B cnyyaute no un. 4, an. 3, noco4yeHata B
NPeAX04HOTO M3peyeHre HeycToiKa B pasmep Ha 0.5 % ce HauMcnsABa 3a BCEKU Yac NpPoCpoUne, HO He
noseye oT 10 % (geceT NpoLEeHTa) OT CTOMHOCTTa Ha KOHKPeTHaTa 3asBKa, KakTo M 06e3leTeHne 3a
npeTbpreHnTe AeiCTBUTENIHW BPeAW B C/lyYanTe, KOraTto Te HagXBbpAAT LOrOBOpeHaTa HeyCTOoKa.
(2) Korato npu Hannuve Ha peknamaumu, N3MbJIHUTESTAT He u3Nb/HM 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToALMA [OroBOp B CPOK, CuwmAT Abmkn Ha JIEHEBHOTO 3ABEAEHWUE-
BBb3/TOXKUNTEJT HeycToilka B pasmMep Ha 2 % OT LeHaTa Ha CTOKUTE, 3a KOWUTO Ca HanpaBeHwu
peknamauunTe.
(3) NEHEBHOTO 3ABEAEHWE - BDB3JTOXXUNTEJ] yaosneTBopsBa MPeTeHUUNTE CU OTHOCHO
HEM3Mb/IHEHMETO Ha [O0roBopa, KakTo W 3a 3annallaHe Ha HeycToWkMTe OT CTpaHa Ha
MN3MBbJTHNTEJTA kaTo 3aabpXka rapaHumaTa 3a U3nb/iHeHue Mo Y. 7, an. 3, byksa “6” oT LOroBopa,
KaTo npegnpvema [eicTBUA 3a HEMHOTO YyCBOsiBaHe. B cryyaid, Ye CTOMHOCTTa Ha rapaHumsiTa 3a
M3MbJIHEHWE He MOKpMBA BCUYKM AbKuMU 0T U3MBIHWUTENA Heyctoliku, JIEHUEBHOTO
SABEOEHUVE - BDB3/TOXKUTEJT npuxsawia Ab/HKAMUTE CYyMU OT HaCpeliHW nnawlaHna KbMm
N3MbJIHATENA.
(4) Mpwn Tpn NbTK BMHOBHa 3a6aBa Ha M3MbJTIHUTENA, npoabmkuna ¢ noseyve OT NOMOBUHATA OT
CpOKa 3a W3MNb/IHEHME Ha CHLOTBETHOTO 3af4b/DKEHMe, B pamMkuTe Ha Tpu Meceua JIEHEBHOTO
SABEJEHWVE - BB3J/TIOXKUTEJ] nma npaBo fAa npekpaty Aoroesopa efHOCTpaHHO C 15-AHeBHO
npeausBecTye.
(5) NEYEBHOTO 3ABEAEHWE - Bb3J/TOXXNTEJ1 uma npaso Aa npekpaTn eHOCTPaHHO 1 6e3
npen3BecTe HaCTOALLMSA AOroBOP B C/lyYalh Ha CUCTEMHO HETOYHO M3Mb/IHEHWE Ha 3afb/DKEHUATA OT
N3MBJTHNTENTA n npeasseHn noseye OT TPWU peKnaMauum B paMKWUTE Ha TpuU Meceua oT
JNNEYUEBHOTO 3ABEAEHWVE - Bb3/TOXXNTEJT no peaa Ha rnasa Xl.
(6) B cnyyaii, ye no otHoweHue Ha N3MBJTHUTEJIA HacTbnAT o6cToATeNncTBaTa no un. 54, an. 1,
m un. 55, an. 1 oT 3akoHa 3a o6ulectBeHUTEe nopbykn, JIEHEBHOTO 3ABEOEHWUE-
BBb3/TOXKNTEJT vma npaBo fa npekpaTy eAHOCTPaHHO HacTosAwmMs [orosop, 6e3 MnMcMeHo
npegn3BecTve 1 6e3 fa Ab/HKN HEYCTONKM.



(7) Mpu HemsnbiHeHWe Ha 3a4b/KeHweTo cu no un.3, an.2, JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXXUNTEN gbmkun Ha U3MbJTHNTESA HeycToiika B pasmep Ha 0.1% (Hyna usio v eauH Ha
CTO) OT LleHaTa Ha M3BbpLUEHATa A0CTaBKa 3a BCEKM AeH 3abaBa, HO He noBeye oT 5 % (neT Ha CTo) OT
CTOMHOCTTa Ha AoCcTaBKara.

X, POPCMAXXOPHW OBCTOATEJICTBA
Un. 13 (1) CTtpaHnTe NO HaCTOAWMA [OrOBOP He Ab/KaT 006esLleTeHMe 3a NOHECEHN Bpean W 3aryowm,
aKo rnocnefHuTe ca NPUYMHEHWN B pe3y/TaT Ha HempeoLoMMa cuna.
(2) AKo cTpaHata, KoATO e Cc/iefiBasio [a U3Nb/HW CBOe 3afb/HKEHNE MO Aorosopa e 6una B 3abasa, T4
He MOXe Aia Ce M030BaBa Ha HemnpeoLoMMa cuna.
(3) “Henpeogonuma cuia” no CMUCHIA Ha TO3WM [OroBOp e HenpeaBUAeHO W/unn HenpeaoTBPATUMO
CbOWTUE OT N3BBHPEAEH XapakKTep, Bb3HNKHAMO CNef, CKNHOYBAHETO Ha 40roBopa.
(4) CrpaHata, 3acerHata OT HenpeodonMMa Cuna, € ATbXHa fAa Mpeanpueme BCUYKU AEWCTBUS C
rpwxara Ha fo6bp CTOMaHWH, 3a fa Hamanu A0 MUHUMYM MOHECeHWUTe Bpean 1 3arybu, Kakto v ga
yBeLoMY MUCMEHO Apyrarta CTpaHa B 7-AHEeBeH CPOK OT HaCTbNBAHETO Ha Henpeogonvmara cuna. Mpu
HeyBeJOMsiBaHe B TMOCOYEHUS| B MPEAXOLHOTO W3pEYeHMe CPOK Ce [Ab/MKM  06e3leTeHne 3a
HacTbNWUIUTE OT TOBa BpeAn. Henpeogonumara cuia ce [okKasea OT 3acerHarara crpaHa CbC
cepTudumkar 3a opcMaxkop, n3gageH No CbOTBETHUA pef OT KOMMETEHTHUSA OpraH B AbpykaBaTta, B
KOSATO Ca HaCTbNUAN JOPCMaXKOpPHUTE 06CTOATENCTBA.
(5 [okato Tpae HenpeogonMmara Cwuna, W3MbAHEHWETO Ha 3af4b/DKEHMATA U CBbp3aHUTE C TAX
HacpeLLHM 3ab/HKEHNS Cce crmpa.
(6) He npeactaensiBa “Henpeogonuma cuna” CboOUTME, MPUUMHEHO MO HEOPEXHOCT WM upes
YMULLNEHO [EeNCTBUE Ha HAKOA OT CTPaHUTE WX TeXHW MPeLCTaBUTENN WU CRYXUTENN, KaKTO U
HegoctMra Ha napuyHu cpeactea Ha W3MNBJ/IHATENA wn JIEUEBHOTO SABEAEHVUE -
Bb3/TOXKUTE/.

XIV. CINOPOBE

Un.14. (1) Bb3HUKHaNMTe npe3 BpemMeTPaeHeTO Ha 10roBopa CrnopoBe 1 pa3Hornacua Mexay CTpaHuTe
Ce peluaBaTr upe3 NpPerosBopu mexay Tax. lMocTurHatuTe LOrOBOPEHOCTW Ce OhOpMAT B MMUCMeEHa
(hopMa 1 ce NpeBpbLLAT B HepasaeHa vyacT OT [A0roBopa.

(2) B cnyyaii Ha HerocTUraHe Ha OroBOPEHOCT MO NPeAXOAHUSA YfieH, BCUYKM CMOPOoBe, MOPOAEHN OT
TO3M JOr0BOP WM OTHAaCALLM Ce A0 HEro, BKIKOUYUTENIHO CNOPOBETE, NMOPOAEHM OT UM OTHacALWM ce A0
HEroBOTO Tb/IKyBaHe, HeAeCTBUTENHOCT, HEU3Mb/IHEHME UK NpeKpaTsBaHe Lie 6baaT paspeLlaBaHm
crniopef, 6barapcknTe MaTepuaiHy 1 NPOLIECYaSTHN 3aKOHW OT KOMMETEHTHUA Cbf, No pesa Ha K.

XV. CbOBLWEHWNA

Un. 15. (1) BCuukM CHOGLLEHNSA MeXAY CTpaHWUTe, CBbp3aHW C U3Mb/HEHWETO Ha TO3M [0OroBop ca
Ba/IMAHW, aKO Ca HampaseHW B NMCMeHa (hopma 1 ca NoAnucaHu OT YMb/IHOMOLLEHUTE NpeACTaBUTeNn
Ha N3MBJTHNTENA nnn IEYEBHOTO 3ABEAEHVE - BB3/TOXKUATE/.
(2) 3a pata Ha CbOGLLEHMETO Ce CMATa:
) fararta Ha npejaBaHeTo - Mpy PbYHO NpejaBaHe Ha CbOOLLEHMETO;
S fararta Ha MOoLLEeHCKOTO K/ieiiMO Ha obpaTHaTta pa3nucka - npy usnpataHe no nowara;
S filaTara Ha nprYemMaHeTo - npu nsnpatlaHe no gakc uam e-mail.
(3) 3a BanmgHM agpecy 3a NpueMaHe Ha CbOOLLEHWA M 6aHKOBM CMETKM, CBbP3aHW C HACTOALLUS
[LOrOBOp Ce cMATar:

3A N3MBbJIHNTENA:

afpec: agpec: ceno JloseH, yn. JlozeH Ne 6, Ten: 02 9631596, dhakc: 02 9631561, e-mail:
ecopharm@ecopharm.b2

6aHkoBa cMeTKa, nocoyeHa ot VIBMb/IHUTENA: BIC kog BNPABGSX
IBAN BGO8BNPA94401021703710

3A TEYUEBHOTO 3ABEAEHWE- BBb3/TOXKUNTEJ/T:

rp. Codwma, yn. ,bano mope” Ne 8, otgen ,,bonHuyHa anteka”, Ten 02 9432429, takc 02
9432117, e-mail: apteka@isul.eu.
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(4) Mpwv NpoMsiHa Ha NOCOYeHMs MO an. 3 aApec UM GaHKOBa CMeTKA CbOTBETHATA CTPaHa € A/TbXHa
[a yBe[oM apyraTta B TPUHEBEH CPOK OT MPOMSsIHaTA.

XVI. OPYT W YCNOBUA
Un. 16. (1) MNpaBata M 3agb/DKEHMsATA MO HACTOAWMS AOroBOpP He Morar ga ce MNpPexBbpasT
eIHOCTPaHHO Ha TPETU NMuUa U NOACOHM aKTOBE He MopaxaaT NpaBHO AelCTBUE 6e3 MUCMEHOTO
Cbrnacue Ha gpyrara cTpaHa, OCBeH B Ciny4vamTe Ha obesneyaBaHe (rapaHTupaHe) Ha 3a4b/DKEHNUS MO
6aHKOBM KpeauTw.
(20 3a HeypefeHWTe BbBMPOCU B HACTOALMS [OrOBOP Ce npwuiara [eicTBawoTo 6barapcko
3aKOHO/aTesCTBO.

XVII. NOAN3MBb/IHNTE/TN-HenpunoXXnmo
(NpUno>K1Mo camo B ClyvyanTe, B KOMTO M30paHus 3a U3MbAHATEN y4aCTHUK € MOCoYnn, Ye Le
rnos3sa NOAUMbLAHUTENN, MPU CKIHOYBAHE HA PaMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3MBNHUTENNTE Tpabsa fa 0TroBapsaT Ha CbOTBETHUTE KpUTEpUM 3a Noaoop
Cb00pasHo BMAA M [iena OT Nnopbykata, KOWTO LLe U3Mb/IHABAT, M 3a TAX Aa He ca Ha/lnue OCHOBaHMS 3a
OTCTpaHABaHe OT npoueaypara.
(20 NEYEBHOTO 3ABEAEHVE - Bb3/TOXXNTEJ1 nsncksa 3amsaHa Ha NMOAVN3MB/IHUTEN,
KOMTO He 0Troeaps Ha ycnosusTa no an.l.
(3) KoraTto yacTtTa OT nopbykarta, KosTo ce m3nbaHasa ot MOAV3MB/IHUNTES, moxe ga 6bae
npegageHa kato otgeneH 06ekt Ha V3MbJ/IHUTENA wim Ha JIEHEBHOTO 3ABEAEHUE -
BB3/TOXXNTEJ], nocnefHua 3annatla Bb3HarpaxaeHuve 3a 1as3m yact Ha NMOAUNIIMTb/IHUATENA.
(4) PasnnawaHmaTa no an. 3 Ce OCbLIeCTBABAT Bb3 OCHOBA HAa WCKaHe, OTNpPaBeHO OT
NnognN3NbNMHUTENA po JIEHEBHOTO 3ABEAEHUVE - BbB3J/IOXKUTE/T  upes
N3MB/THNTEJIA, KOWTO e AbXeH fa ro npefocTaBuM Ha Bb3NOXKUTENS B 15-AHEBEH CPOK OT
nosly4yaBaHeTo my.
(5) Kbm unckaHeto no an. 3 U3MbJTIHUATEJTAT npefocTaBs CTaHOBULLE, OT KOETO Aa € BUAHO Janu
0CropBsa naaLaHnAaTa UM YacT OT TAX KaTo HeAB/HKUMU.
(6) NEYEBHOTO 3ABELEHVE - BBb3/IOXKUTEJT va npaBo fa OTKake niawaHe no an. 3,
KOraTto MCKaHeTo 3a NnatlaHe e oCropeHo, 0 MOMEHTa Ha OTCTPaHABaHe Ha NpuymnHaTa 3a OTKasa.
(7) Hesasucumo ot usnonssaHeto Ha NMOAUVIIMB/IHATE/IM oTroBopHOCTTa 3a U3Nb/IHEHME Ha
pforosopa e Ha N3MbJ/TIHUTENA.

XVII. 3AK/TKOHNTEJTHW PA3MNOPEABU

Un. 18. (1) MNpu cbCTaBAHETO Ha HACTOSALWMA AOroBOpP Ce NpeAcTaBuxa cnefHuTe JOKYMEHTHU:

JokymeHTr no un. 112 ot 30IT,

Jeknapauua no yn. 55, an. 6 ot 3/IMXM (Korato e nNpuioXKmMmo);

["apaHuMA 3a U3NbHEHWE,;

TexHn4yecko 1 LIeHOBO npen/ioXeHWe, HepaszeiHa yacT OT 0roeopa,;

[Jeknapauyum no 3MAIT.
(2) HacToAwmaT JOroBop ce CbCTaBM B TPW eHO06pa3HN eK3eMnispa Ha Ob/irapcku esnk - eaviH 3a
N3MNBb/THNTENA v aa 3a JIEHEBHOTO 3ABEAEHUE - Bb3JTOXKUTE/.

NEYEBHO 3ABEJAEHVE
3anudeHa UHGOpMaLUs 3anuueHa

uHpopMaLus

3anuueHa nHpopmanus
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MNpeanaraHn LEeHOBU napameTpu



VO3AF0O1 Mesna

JlekapcrBeHa
thopma

napeHTepaHa

I_—ieo6xo,u,|/|M Msipka
6poit msapku/mg,tab

2880000,00 mg

O6ocobeHa nosuums 2

3aben Craryc 136paH
exka [/C PY

BanupgeH pa

Exkodpapm Ipyn
All, bvnrapus

UROMITEXAN

Konnuyectso

Mspk

aKTMBHO BELLIECTBO a

100 mg/ml - 4 ml

mg

OkoHuate ,,
HannueH
NHa

B /1C
OMNaKoBKa

HannueH

15 B [/1C





