NOrOBOP it
3A JOCTABKA HA JIEKAPCTBEHW MPOLYKTU

LHec, . 2021 r., B rp. Cothms, mexay:

YMBAN"Uapuua MoaHHa-UCYNT”EA][], CbC cefjanuiie M afpec Ha ynpasfieHue B rp.
Cotms, paioH ""Obopue™, yn. “"Bsano mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcraBnsABaHo oT Jllo6omup TMeHeB - M3Nb/HUTENEH AUPEKTOP, HapuyaHo Mo-40NYy 3a KPaTKoCT
»JIEHEBHO 3ABEAEHWE - BBb3/TOXXWTEJ oT efHa cTpaHa

n

~PAPKOJ” AJl, cbC ceganuule N agpec Ha ynpasneHue rp. byprac, n.k. 8000, yn. ”"CaH CTtethaHo*
Ne 28, Ten: 056 851721, cpakc 056 851721, EMK 102227154, npefcrtaBnsAsaHo oT TaHa MuH4eBa
MuHueBa - BasoTteBa n [leopru [lMleTkoB bBasoTes - ynpaBuTenn, Hapu4yaHo MO-40Y 3a KpPaTKOCT
HSASMNBIHWTEN” oT gpyra cTpaHa,

Ha ocHoBaHMe u4n. 112 ot 3akoHa 3a obuwiecTBeHUTe nopbyky (30I1), BbLB Bpb3Ka C MpPoOBeAeH
BbTpeLleH KOHKYpPeHTeH M360p no PamkoBo cnopasymeHue Ne PJ1-11-158 ce CKAWOUM HacTOSLLMS
[LOroBOp 3a C/efHOTO:

I. NIPEAMET U CPOK HA JOITOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BbB3J/IOXKWTEJ BBb3nara, a U3MBbJIHUTENAT ce
3afb/kaBa fla U3BbPLUM I0CTaBKa Ha CliefAHNTE IEKAPCTBEHN NMPOAYKTU:

HeobxooMMm
Mspka Craryc 60 MIDKA
JOIMAO02 Ciprofloxacin nepopasiHa TBbpaa mg BanngeH 2000000
JO1IMA12 Levofloxacin nepopasiHa Tebpaa mg BanngeH 150000
JO1XDO01 Metronidazole napeHTepaiHa mg BannpgeH 20000000

(2) OoroBopbT BAM3a B cuia OT AaTaTa Ha MOAMNUCBAHETO My OT [BeTe CTPaHW M € CbC CPOK [0
31.12.2021 r.
(3) 3a npogykT ¢ ATC JO1XDO01 gorosBopsT BAM3a B cuna ot 01.10.2021 r.

Il. LEHW N OBWA CTONHOCT HA JOCTABKUTE MO JOTOBOPA
Un. 2. (1) LeHaTa Ha cTOKMTe Mo 4il e cbrnacHo UeHOBO npefnoxeHne Ha N3MbJIHUTENA,
HepasjeniHa 4acT OT Jorosopa.
(2) LieHaTa BK/IOYBa CTOMHOCTTA Ha CTOKaTa, OMakoBKa, 3acTpaxoBKa 1 TpaHcnopT go JIEYUEBHOTO
SABEAEHWE - BDB3/TOXKWUTEJT npy MUHUMa/IEH CPOK Ha rofHOCT He no-Kpatbk oT 40 % oT
0651BEHMA OT NPON3BOAMTENSA 3a JIEKAPCTBEHUTE MPOLYKTU UMM He MOo-KpaTbK 0T 20 % OT 065BeHUA OT
NPou3BOANTENSA 3a 6UONPOAYKTUTE NN 6MONOLOOGHUTE NPOLYKTU. MUHUMa/THUAT CPOK Ha rOAHOCT ce
onpefens KbM faraTa Ha BCAKa JOCTaBKa Ha JIeKapCTBEH MPOAYKT.
(3) O6buwiara CTOMHOCT Ha gocTaBkuUTe Mo gorosopa e fo 49 901,35 nesa 6e3 BkaoyeH A4AC n go
59 881,62 neBa c BktoyeH 4C.
(4) UeHaTa no goroeopa € hukcupaHa, He MOASIEXM Ha NPOMSHA 3a CPOKa Ha eNCTBME Ha A0roBopa,
OCBEH B c/iydanTe Ha 116 ot 30r1.
(5) B cnyuaii, 4ye npe3 BPemMeTO Ha eCTBME HA CbOTBETHUS 4Or0BOP CTOMHOCTTA, KOATO Cejga fa ce
3annawa ¢ ny6/iM4HN CpeacTBa Ha IeKapCTBEHU NPOAYKTU OT MO3NTUBHUA NeKapCTBEH CMUCHK CTaHe
no-HUCKa OT [OoroBopeHarta, J/ie4ebHOTO 3aBefeHMe - Bb3IOXKUTEN 6e3yCc/oBHO  3an/jaila
NeKapCcTBEHUTE NPOAYKTU Ha No-HUCKaTa CTOMHOCT, CYMTaHO OT:



- jJatata Ha B/M3aHe B CWla Ha peweHMeTo Ha HaumoHa/IHMA CbBET MO LUeHW U
penmbypcupaHe Ha fiekapcTBeHUTe npoaykTy ( HCLP/IM);

- [aTaTa Ha akTyanmsaumaTa Ha NMo3nTUBHUA NeKapcTBeH CNUCHLK NO peda Ha Y. 57, an. 1ot
Hapegbata 3a ycnoBusTa, npaBwiata W pefa 3a peryivpaHe W perucTpypaHe Ha LEHUTe Ha
nekapcTBeHuTe npogyktn (HYTIPPPLJIM) 3a nekapcTBeHWTe MNPOAYKTM C HamasieHa CTOMHOCT 3a
0MakoBKa, M34uncrieHa Ha 6asa peepeHTHa CTOMHOCT.

B cnyyauTe no npeaxofHOTO W3pedeHWe, CTOMHOCTTA ce OMnpefens KbM MOMEHTa Ha
JocTaBkara (MoAnuceaHe Ha NpUemMo-rnpefasaTesieH NMPOTOKO).

. ycnosmnda n HAYMH HA NMNALWLAHE

Un. 3 (1) MnawaHeTo No HacTosALWMSA LOroBOP Ce OCbLLUECTBSABA Ype3 6aHKOB MPeBOj OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/TOXXWMTEJI no nocoyeHata B un. 15, an. 3 6aHKoBa cMeTKa Ha
N3MNBbJTIHUTENA.
(2) 3annawaHeTo Ha CTOKUTE MO LOroBopa ce M3BbPLUBA OT/IOXKEHO B CPOK A0 60 /lwecTaeceTuns/ feH,
cnef npeacrtaBsHe Ha CnefgHUTe AOKYMEHTU:

1. [octaBHa (hakTypa, CbCTaBeHa CbI/lacHO U3ncKkBaHuATa Ha 344C v MNMN344C;

2. TlpuemartenHo-npeaasaTesiHX MPOTOKOIN;
(3) B cnyuyait, ye nocoveHUTe B un. 3, an. 2 AOKYMEHTU Ca HepefOBHU UMW He ca KOMM/IEKTOBaHM,
cbnte ce Bpoiat Ha N3MbJIHUTENA ¢ npuematenHo - npejasaTesieH NPOTOKON 3a U3npaBsHe
Ha HepefHocTMTe. CPOKBT MO Y1.3, /1. 2. 3ano4ysa Aa Teye OT jaTaTta Ha NpeAcTaBAHETO Ha NocnegHuA
N3NCKYEM Ce JOKYMEHT.
(4) Mpwn (akTypUpaHe Ha 3asBEHUTE KOSIMYECTBA JIEKAPCTBEHM NPOAYKTU, MO BCAKA OTAeNHa 3asBKa,
LeHaTa Ha ornakoBKa He crfiefBa fa HajBuvllaBa onpegeneHarta B NMO3NTUBHUA NEKapCTBEH CMUCHK-
MpunoxeHne Ne 2, peepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHWUSA NEKAPCTBEH MPOAYKT. B
cnyyalh Ha u3vucisBaHe Ha CTOMHOCT MO-BMCOKa OT peepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMUA IEKAPCTBEH MPOAYKT, CTOMHOCTTA Ce HamasisiBa M 3anfaiia o CTOMHOCTTa Ha OnakoBKa
onpegeneHa B No3UTUBHUA NTIEKAPCTBEH CNUCHLK- [punoxkeHue Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NTEYUEBHOTO 3ABELEHWE - Bb3J/TOXKWNTEJI 3aaBaBa Heob6Xo4MMUTe My KONMYeCTBa
¢ nucmeHa 3asBka fo W3MBbJ/IHUTEJ/IA. 3asBkata ce BpbyBa /IMYHO Cpewly rMognuc Ha
N3MBJTHATENA van ynbAHOMOWEHO OT HEro sinue uav ce msnpawa ¢ npenopbyaHo NMCMo C
obpaTHa pasnucka, rno Makc nam No eNeKTPOHEH MbT.
(2) Bcsika oTaenHa gocTaBKa, criedBa ga 6bje AocTaBeHa B CPOK A0 7 KaneHAapHW AHW crnej
nony4vasaHe Ha 3asBkarta oT JIEUEBHOTO 3ABEAEHWVE - Bb3J/IOXKWTEJ] 1 3a KonM4yecTearta 1
OMakoBKUTe (CbO6pPasHO KOHKPETHUTE JIEKAPCTBEHW MPOAYKTWU, MOCOYEHW B  TEXHUYECKOTO
npeanoXeHve Ha M3NbAHUTENA), TOYHO OMNpejesieHN B 3asBKata. B cnyyai, 4ye ce npasu MbpsBa
JocTaBKa OT fafieHa napTujia Ha /leKapCTBeH NPOLYKT, ce npeactaBa CepTuuKar 3a 0CBO60XjaBaHe
Ha napTugarta, msfafeH OT KeampuuupaHo nunue no 3J/IMXM Ha eNneKTPOHeH HOCUTEN WM Mo
e/IeKTPOHEH MbT Ha efleKTPOHHAaTa nowja, NocoyeHa Karto ajpec 3a KOPeCrnoHAeHUWUA, NPUAPY>KeH C
npeBoj Ha 6bArapcky ek oT (rpma, CKAKYUNa 4orosop ¢ MMHUCTEPCTBO Ha BbHLUHUTE paboTu 3a
N3BbPLLBAHE Ha omuManHN NpeBoan. 36poeHnTe JOKYMEHTU ce NpeacTaBAT B CbOTBETHOTO 3BEHO,
onpejeneHo OT NeyebHOTO 3aBefleHWe - Bb3NOXKUTeN. [pu cnefsaliy [OCTaBKU Ha JIeKapCTBEHU
NPOAYKTM OT CcbLyaTa NapTuia, cepTUMKaTbLT He ce NnpeacTass.
(3 B cnyyah Ha HeobxogummocT OT cnewHa pfoctaBka, JIEHEBHOTO 3ABEAEHWE -
BBb3/TOXXWNTEJ1 nocoyBa U3PUYHO B 3asiBKaTa, yYe e Heob6xoammo ga ObAe M3BbPLUEHA CheLlHa
fjocTaBka. B To3M cnyyain, goctaBkaTa cnefga ga Obfe M3BbpLUeHa A0 6 4vaca OT MoslyyaBaHe Ha
3afABKara M 3a KO/MYecTBata M OMaKoBKUTE (CbOOPa3sHO KOHKPETHUTE JIEKAPCTBEHW MPOAYKTU,
MOCOYEHN B TEXHUYECKOTO MPefsioKeHNe Ha U3Mb/IHUTENSA), TOUHO OMpeaesieHn B 3asBKata.
(4) N3ANBJIHUNTEJIAT ce 3agb/mkaBa, B CPOK A0 1 paboTeH feH, B cyyamTe no an. 2 U B CPOK fo 1
yac, B C/lyyamTe Ha an. 3, cnej nosyvdaBaHeTO Ha BCAKA 3asBKa [a YBeLOMW MUCMEHO UMW MO hakc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ B cnyyali Ye He MOXe Aa U3BbpLUM JOCTaBKa WUin
B C/Nyyald, 4Ye He MOXKe Aa Crasu CPOKbT 3a M3BbpLUBAHE Ha JoCTaBKaTta, NpeiMeT Ha KOHKpeTHaTta
3asBKa.



(5) Kbm paTata Ha BCsKa [0CTaBKa, OCTAaTbYHUAT CPOK Ha FOAHOCT Ha /leKapCTBEHUTe MPOAYKTW,
cneaBa fa 6bae He no-ManbK oT 40 % /yeTupuaeceT Ha CTO/ OT 06s1BEHUS OT NPOM3BOAUTENS.

(6) KbMm pataTa Ha BCAIKa focTaBKa OCTaTbYHUAT CPOK Ha FOAHOCT Ha 6UOnpoayKT nam 6uonofobeH
NPOAYKT, cnejga Aa 6be He No-manbK oT 20 % /aBafeceT Ha CTO/ OT 068BEHMS OT MPOU3BOANTENS.
(7) 3a konmnuecTBa fOCTaBeHW U3BbLH 3asdBKarta no un. 4, anl, JEYEBHOTO 3ABEJAEHWE -
BBb3/TOXXWUTEJT Hama 3agb/KeHMe 3a nuiatlaHe.

(8) B cnyuamTte no un. 10, an. 7 OT forosopa, CPOKbLT Mo an. 2 1 3 3anoysa ja Tede OT gaTaTa Ha
nMcmMeHoTo cbrnacve Ha IEHEBEHOTO 3ABEAEHWE - Bb3/TOXKUTEN.

V. MACTO HA JOCTABAHE
Un. 5. (1) 3a MACTO Ha foCTaBAHE Ha CTOKWUTE MO TO3W LOroBop ce onpefens cnegHua agpec: Cogus,
yn. ,,bano mope” Ne 8, YMBAJ ,,Uapuuya MoaHHa-NCYN” EA/L - otgen ,,bonHn4yHa anteka”
(2) PuUCKBLT OT cny4vaiHOTO MOrmBaHe UAv NOBpeXAaHe Ha CTOKUTe npeMmnHasa Bbpxy JIEHEBEHOTO
SABEAEHUWE - BB3/TOXXWTEJT oT MOMEHTa Ha npueMaHeTo MM Ha MACTOTO Ha [OCTaBsAHE C
npvemartenHo-npefasaTesieH NPOTOKO/.

VI. AATA HA JOCTABAHE HA CTOKWNTE
Un. 6. 3a faTa Ha JocTaBAHe Ce cUMTa Jarara, Ha KOATO CTOKWUTE ca JOCTaBeHW [0 ajpeca NMoCOYeH B
un. 5, an. 1, npu ycnosudarta Ha yn. 9, an. 2.

VIl 3A0BJIKEHNA HA U3NBJTHNTENA
Un. 7. NSMbJIHNTEJNTAT ce 3agb/mkasa:
1 [a poctaBu CTOKWUTE B JOrOBOPEHUA CPOK M ga rm npepage Ha JIEHEBHOTO 3ABEAEHWE -
BB3/TOXKUNTEN.
2. Oa npepfafe CTOKMTe, MakeTMpaHU WU MapKUpPaHW B CbOTBETHWA BWA, KO/IMYECTBO W KayeCTBO Ha
MACTOTO Ha JOCTaBsHE.
3. INpn nognuceaHeTo Ha AOroBopa Aa npeacTaBu:
a) JOKYMeHTW no un. 112, an. 1ot 30r1.
6) rapaHums 3a M3Nb/HeHWe, B efHa OT hopMuTe, onpegeneHn B un. 111, an. 5 ot 301, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cnef U3TMYaHe CpoKa Ha [oroBopa, KoATo ce 0CBO60XKjaBa B CPOK A0 60 gHW cnep
M3Nb/IHEHWE Ha Jorosopa. B cnyyald, ye Ba/iMAHOCTTA Ha rapaHumaTa n3tuya npegm gorosopa fa 6bae
n3nbvnHeH, NW3MbJ/IHUTEJTAT ce 3agb/mkaBa fa YAb/DKM CPOKa Ha Ba/IMGHOCT Ha rapaHumsara c
TO/IKOBA [IHW, TakKa 4e rapaHuuATa fa NoKpmBa o4akKBaHWA CPOK 3a U3MbJIHEHWE Ha forosopa ntoc 60
AHW. TapaHumATa e B pa3mep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 4AC v Bb3nn3a Ha 1497,04
neB.a.
(4) Oa poctaBsA neKapCTBeHW MPOAYKTW, KOUTO OTroBapAT Ha WU3UCKBaHMATA Ha 3akoHa 3a
NeKapCcTBEHNTE MPOAYKTN B XymaHHaTa MmegnumHa (3/IMXM) - aa nputexaBaT Ba/IMAHO paspeLleHune
3a ynoTtpeba B cTpaHata, u3gageHo no pega Ha 3J/IMXM wnu PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeickns napnameHT n Coeeta /un. 23, an.l Ha 3/ITMXM/.
(5) Oa poctaBs fleKapCTBEHW MPOAYKTWU, KOUTO ca BK/4YeHW B MNpunoxeHne Ne 2 Ha M03UTUBHUA
NeKapCcTBeH CNUCHK.
(6) B cnyyaii, 4e ce npaBu NbpBa focTaBKa Mo fafeHa napTujia Ha leKapcTBeH NPOAYKT, fa NpeacTaBs
CepTudmkat 3a ocBoboXjaBaHe Ha naptugaTta, vM3gajeH oT KBanuduuupaHo nuvue no 3/IMXM Ha
eNeKTPOHEH HOCUTEN WAN MO eNeKTPOHEH NbT Ha efeKTPOoHHaTa MoLla, MocoYeHa KaTo afpec 3a
KOPEeCrnoHAeHUMS, NPUAPY>XEH C NpeBOS Ha ObArapcku ek OoT (upma, CKI4Yuia [Jorosop C
MWHMCTEPCTBO Ha BLHLUHMTE paboTu 3a N3BbPLLBAHE Ha O(OMLINATHU NPEBOAW.

VIII. SAAB/IKEHNA HA TEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWUTEJ
Un. 8. TEHEBHOTO 3ABEOEHUWE - Bb3J/TOXXUNTEJ ce 3agb/kasa:
1. [a npveme LOCTaBEHMTE B CPOK U HA MACTO CTOKW, CbOTBETCTBALLW MO BU[, KOJIMYECTBO U KavyeCcTBO
Ha ONMCaHOTO B HACTOALLMA AOTOBOP.
2. [la 3annatn foctaBeHUTe CTOKM MO pefa Ha un. 3 0T HaCTOALLMSA LOroBop.
3. Crneg npuknoyBaHe M3Mb/IHEHMETO Ha A0rosopa Aa 0csBobofu rapaHumaTa 3a u3nb/iHeHue, 6e3 aa
Ob/DKM NINXBU 32 CPOKa, Mpe3 KOWTO cpefcTBaTa 3aKOHHO ca MPecTos/IN Y Hero.



IX. MTPMEMAHE N NMPEAOABAHE HA CTOKWUTE
Un. 9. (1) NMpuemaHeTo Ha CTOKUTE Ce M3BBPLUBA HA MACTOTO Ha JOCTaBAHE MOCOYEHO B Y. 5, an. 1.
(2) MANBNHUNTENAT wwm ynb/HOMOLWEH OT Hero npeicTaBuTesl U MpeacTaBuTen  Ha
NEYEBEHOTO 3ABEAEHUWE - BBbB3/TOXKWTEJT nognuceatr npuemaTenHo-npeaBsaTesieH
NPOTOKO/1, YA0CTOBEPSABALL, NMo/ly4aBaHeTo Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN N CPOK HATOOHOCT

Un. 10. (1) CTokuTe, NpefMeT Ha HacCTOALLMA LOrOBOP, CneABa Aa 0TroBapsAT Ha M3UCKBaHMATA Ha ufl.
7,an.4nb.
(2) Kbm gaTaTa Ha focTaBkaTta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha JIeKapCTBEHUTE MPOAYKTU, crejsa
fa 6bae He no-manbK oT 40 % /yeTupugeceT Ha cTO/ OT 0651BEHUSA OT NPOU3BOANTENS.
(3) B cnyuai Ha gocTaBKa Ha fleKapcTBEHMS MPOAYKT C MO - KpPaTbK OT 40r0BOPEHUS CPOK Ha rogHOCT,
Ob/mKuMaTta HeycTorKa fa 6be NpoOMeHeHa, KakKTo crefsa:

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

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha I0CTaBKaTa,;

0T 19,99% fo 10% - 7 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha JocTaBKaTta.
(4) OcTaTbYHMAT CPOK Ha rofHOCT Ha 6uonpoayKT /6uonogobeH NPOAYKT, cnefsa ga 6bae He Mo-
MasTbK 0T 20 %/gBajeceT Ha cTo/ OT 065IBEHUSA OT NPOM3BOAMTENA KbM [JaTaTa Ha BCsiKa JoCTaBKa.
(5) B cnyuaii Ha gocTaBka Ha 6MonpoayKT/61Monofo6eH NPOAYKT € MO - KpaTbK OT JOrOBOPEHUS CPOK
Ha rogHoCT, Ab/DKMMaTa HeyCTOMKa e KakTo cneaBa:

0T 19,99% fno 10% - 2 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa;

oT 9,99% a0 5 % - 4 % BbPXY CTOMHOCTTA Ha 10CTaBKaTa;

nog 5% - 6 % BbpXy CTOMHOCTTA Ha JocTaBKaTa.
(6) TEHEBHOTO 3ABEAEHWME - BB3/TOXXKWMNTEJ MoXe fa OTKaXke NMpuemMaHeTo Ha CTOKUTE,
aK0 B [eHA1 Ha TAXHOTO MNPUCTUraHe WM NpuemMaHe OCTATbUHUA CPOK Ha FOAHOCT € MO - MaTbK OT
onpegenexnund B un. 10, an. 2. 1 an. 4 MUHUMAaJIEH CPOK Ha rOLHOCT.
(7) OoctaBKaTa Ha NeKkapcTBeH MPOAYKT C OCTaTb4eH CPOK Ha rogHoCT Mno-masibK oT 10 Ha cTo oT
0651BEHNS OT MPOM3BOAUTENS M Ha OMONPOAYKT/6MONOA06EH MPOAYKT C OCTaTbyeH CPOK Ha FOAHOCT
Nno-mMasilbK OT 5 Ha CTO OT 00ABEHWS OT MPOU3BOANTENSA CE W3BbPLUBA CaMO C MUCMEHO Cbr/lacue Ha
NNEYEBHOTO 3ABEOEHWE - Bb3/TOXKWTEJ] 3a KOHKPETHO KOIMYECTBO, OMpefesnieHo OT Hero.
be3 n3pnyHo nmucmeHo cwvrnacve Ha JIEUEBHOTO 3ABEAEHWE - BDB3/TOXKWTEJ cToknute
HAMa Aa 6bAaT 3annallaHu.
(8) ckaHeTo 3a MMUCMEHO Ccbr/lacuve, B clydauTe Ha an. 7, cnegsa fa noctbnn B JIEUEBHOTO
3SABEAEHWE - Bb3J/TOXXWNTE/ B cpok a0 1 (eanH) paboTeH AeH OT NosyyaBaHe Ha 3asiBKaTa.
(9) B cnyyanTe Ha cnewH JOCTaBKM NOCOYeHUTe B 1. 3 U a/l. 5 HEYCTOMKM He ce npunarar.

X1l. OTTOBOPHOCT 3A HETOYUHO MN3MBb/IHEHUWE. PEKJTAMALLNI
Un. 11. (1) NEYEBHOTO 3ABEAEHWVE - BB3J/IOXKWTEJT mMoxXe fa npefassBa pekiamaluu
npeg N3MNBbJIHUTENA 3a:
@) KOJINYECTBO M HEKOMI/IEKTHOCT Ha CTOKUTE WIN TEXHUYecKaTa JOKyMeHTauus (ABHM HegocTaTbLym);
6) Ka4ecTBO (CKPMUTWN HeaoCTaTbLM):
- NpW gocTaBsAHe Ha CTOKM He OT A0r0BOPEHUSA BUA, NOCOYEH B un. 1;
- NPV KOHCTaTMpaHe Ha AeeKTn npu ynotpebda Ha CTOKUTE.
(2) Peknamaumn 3a SBHW HepocTaTbUM Ha CTOKUTe ce npasaT oT JIEHEBHOTO 3ABEAEHWE -
BBb3/TOXKWNTEJ], B MOMEHTA Ha NpefaBaHeTO MM, 38 KOETO Ce CbCTaBf MPOTOKO/, nognucaH n ot
[IBETE CTpaHu.
(3) Peknamaumu 3a CKpUTW HejocTaTbUM Ce NPaBAT Mpes3 Lenns CPOK Ha FOAHOCT Ha AOCTaBeHUTe
CTOKW, KaTo peknamauuaTa ce npujpyxasa 3afb/DKUTENIHO OT KOHCTaTMBEH MPOTOKON, U3AafeH oT
M3nbiiHUTeNHaTa areHUms 3a Jiekapcreara.
() NEYEBHOTO 3ABEAEHWE - BDB3JTIOXKWUTEJ/T e anbXHO jJa yBeaoMW MUCMEHO
N3MBHWNTEA 3a ycTtaHOBeHUTe aedheKTU B 5 (MeT) AHEBEeH CPOK OT KOHCTATUPAHETO UM.



(5) B peknamaumunTe ce rnocovsa HOMepbT Ha JOroBopa, TOUHOTO KOJIMYECTBO Ha MOyyYeHUTe CTOKU C
TexXHUs napTuieH HOMep, OCHOBAHWETO 3a peknamauua U KOHKPETHOTO McKaHe Ha JIEHUEBHOTO
3SABEAEHWVE - Bb3/TOXXKWUTEJI.

(6) B 5 (net) gHeBeH CPOK OT nosiydaBaHe Ha peknamaumaTa, NW3MBbJIHUTENAT cneasa ga
otroBopn Ha JIEHEBHOTO 3ABEAEHWE - BDB3/TIOXKWTEJlT nNMCMEHO N KOHKPETHO [Janu
npvema peknamaumsaTa uiv g 0TXBbP/IA.

(7) Mpu peknamaunsa 3a aBHM HepgocTaTbun M3MBJTHUTENTAT e agnbXeH B CPOK OT 2 paboTHU fHU
OT nosiyyaBaHe Ha peknamauuATa 3a CBOSA CMeTKa W PUCK fa A0CTaBM Ha MACTOTO Ha [JoCTaBsiHe
KO/INYeCTBOTO /INMNCBALLM B focTaBKaTa / HEeKOMMIEKTHU AOr0BOPEHU CTOKM.

(8) Mpw peknamaums 3a CKpPUTW HejocTaTbuu, B ciyydard 4de W3MNBAHUTENAT e npuen
peknamaumsta, CbWMAT e AnbkeH B 10 (geceT) AHEBEH CPOK OT MoslyyaBaHeTO M fJa 3aMeHu
[JOCTaBeHUTe HeforoBOpeHn Mo BUf / fedheKTHU CTOKM 3a CBOSA CMETKa M PUCK WW MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWVE - BDB3J/IOXKWTEJ1 ga BbpHe CLOTBETHAaTa 4YacT OT 3annareHara
LeHa, BefHO C Ab/MHKMMUTE JINXBU.

(9) N360pbT Ha NOCOYEHNTE NO-FOPe Bb3MOXXHOCTY Aa Ce BbPHe CbOTBETHATa YacT OT MNaTeHOTO WUn
[la ce OOCTaBAT HOBU CTOKWU npuHaanexun Ha JIEUEBHOTO 3ABEAEHUE - Bb3/TOXKWTEJ] n ce
yrpaxHsiBa 0T Hero noj gopmara Ha nucMeHo yBegomneHne 0o N3MbJIHUTEJA, KaTo pasxogmTe
M PUCKOBETE MO HOBOTO foCTaBsHe ca 3a cmeTKa Ha N3N bJIHUTENA.

(10) CTtokuTe, npegMeT Ha peknamauyusi ce cbxpaHsasatr ot JIEUHEBHOTO 3ABEAEHWE -
Bb3/TOXXWTEJ] oo ypexaaHe Ha peksiamMauuunre.

XIl. OTFrOBOPHOCT MNPV HEN3MNB/IHEHUWE
Un. 12. (1) 3a Hens3nb/IHEHME HA 33 b/DKEHNATA CU MO HACTOALLMNA LOroBOP C U3KJIHOYEHME Ha Te3n Mo
un. 10, an. 2 n an. 4, USMODBNHUTENAT abmkn HeycToliKa B pasmep Ha 0.5 % Ha fgeH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBka, HO He nosedye oT 10 % (geceT npoueHTa) OT CTOMHOCTTa Ha
KOHKpEeTHaTa 3asBKa, KakKTo W 06e3lieTeHue 3a MpeTbprieHnTe [eACTBUTE/IHA BPeAU B ClyvauTe,
Korato Te HaAXBBbPAAT [OroBopeHaTa HeycTolka. B cnydamte no un. 4, an. 3, nocoyeHata B
NpeaxXo4HOTO U3peyeHre HeycToKa B pa3Mep Ha 0.5 % ce HauMcnsBa 3a BCEKM Yac MPocpoYne, HO He
noeeye oT 10 % (geceT npoueHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asiBKa, KaKTo U 06e3lieTeHne 3a
NpeTbpreHnTe AeCTBUTENTHN BPEAM B C/lydanTe, KOraTto Te HaAXBbP/IAT LOroBOpeHaTa HeyCcTolMKa.
(2) Korato npu Hanuume Ha peknamauunun, M3MbJIHUTENAT He n3anbNHU 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAWMA [Or0BOP B CPOK, CbWMAT ab/mkn Ha JIEHEBHOTO 3ABEAEHWE-
BBH3TOXWTEJT HeycToilka B pasmep Ha 2 % OT LeHaTa Ha CTOKWTe, 3a KOMTO Ca HanpaBeHU
peknamaummnTe.
(3) NEHEBHOTO 3ABEAEHWE - BB3/TOXXWTEJ] ygoBneTBopsBa MNPETEHUUNTE CU OTHOCHO
HeM3Nb/IHEHWETO Ha [0roBopa, KakTo M 3a 3anjawjaHe Ha HeycTOMKMTe OT CcTpaHa Ha
N3MBTHNTEJIA Kato 3aabp)Ka rapaHumaTa 3a usnb/iHeHWe no yn. 7, an. 3, 6yksa “6” oT forosopa,
KaTo npeanpuemMa fAeiiCTBMS 3a HEMHOTO ycBosiBaHe. B cnydaid, 4e CTOMHOCTTa Ha rapaHuusta 3a
M3Nb/IHEHME He MOoKpMBa BCUMYKU Abmxkumu oT USMBAHWTENA Heyctolikn, TEUEBHOTO
SABEAEHUWE - BbB3NNOXWMTEJT npuxBawia Ab/HKUMUTE CYMM OT HAaCPEeLLHW nnawaHua KbMm
N3MNBAHUTENA.
(4) Mpwn Tpn NbTM BUHOBHA 3abaBa Ha N3MbJ/TIHUTE/A, npoabmkuia ¢ noBe4ve OT No0BMHaTa OT
CpOKa 3a M3MbJ/IHEHVE Ha CbOTBETHOTO 3a4b/KEHWe, B pamkute Ha Tpu meceuya JIEHEBHOTO
SABEAEHWE - BBb3/TOXXWTEJT vma npaso fa npekpaTtu Jorosopa egHOCTPaHHO € 15-gHeBHO
npeausBecTue.
(5) TEYEBHOTO 3ABELEHWE - Bb3/TOXXWNTEJ1 nma npaBo Aa npekparn eaHOCTPaHHO 1 6e3
npesn3BecTve HaCTOALWMA JOTOBOP B C/lyyald Ha CUCTEMHO HETOYHO M3MbJ/IHEHME Ha 38 b/DKEHUATA OT
N3MBNAHNTENA »n npegsseHW MoBeye OT TpW peKnamauuvM B pamMKuTe Ha TpW Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJI no peaa Ha rnasa X|.
(6) B cnyuai, ye no oTHoweHne Ha U3MBbHUTEA HacTbnaT obcTosATencTeara no yn. 54, an. 1,
m un 55 an. 1 ot 3akoHa 3a obuwecTtBeHuTe nopbvukn, JIEUEBHOTO 3ABEAEHWUE-
BBH3NOXWTE/T vma npaBo fa MpekpaTtyu efHOCTPaHHO HacToAwms foroBop, 6e3 MNUCMEHO
npeansBecTre 1 6e3 ga Ab/HKU HEYCTOMKMN.



X1, POPCMAXOPHW OBCTOATEJICTBA
Un. 13 (1) CtpaHnTe N0 HaCTOALLMA LOrOBOP He Ab/KAT 06e3LleTeHMe 3a NMOHEeCeH Bpeau U 3aryou,
aKo rocnefHNTe ca NPUUYNHEHN B Pe3yNITaT Ha Henmpeogomma cuna.
(2) AKko cTpaHaTa, KOATO € Cc/eABasio Aa M3Mb/HW CBOE 3a4b/DKEHME N0 forosopa e 6una B 3abaBa, TA
He MOXXe [la Ce Nno30BaBa Ha HernpeoLoIMMa cuna.
(3) “Henpeoponuma cuna” no cMMUCbHA Ha TO3W [LOroBOpP € HenpeaBUAEHO U/MNN HEMpPeaoTBPaTuMo
CbOVTUE OT U3BBHPELEH XapaKTep, Bb3HWKHASIO C/ef, CK/TI0YBAHETO Ha LOrosopa.
(4) CrpaHaTa, 3acerHata OT HenpeofosiMMa CWUna, e AbXHa fa npejnpuemMe BCUYKW LeNACTBUSA C
rpmxarta Ha f06bp CTOMaHWH, 3a ja HaMan 40 MUHUMYM MOHECEHUTE BPEeAn W 3arybu, Kakto v ga
yBeLoMU MUCMEHO Apyrarta CTpaHa B 7-4HEBEH CPOK OT HAaCTbMNBAHETO Ha Hernpeogonvmara cuna. Mpu
HeyBeIOMSIBAHE B T0COYEHUS B TMPeAxXOLHOTO M3peyeHne CPOK Ce [Ab/DKM  0beslieTeHne 3a
HacTbMWIWTEe OT TOBa Bpean. Henpeogonvmara cuia Ce [0KasBa OT 3acerHarara CTpaHa CbC
cepTudmKart 3a (opcMaxkop, M3fafeH Nno CbOTBETHUA Pef OT KOMMETEHTHWS OpraH B bp)kasarta, B
KOSITO Ca HaCTbNUAN (hOPCMaXKOPHUTE 06CTOATENCTBA.
(5) Aokato Tpae HenpeogosMmarta Cwuaa, W3Mb/IHEHWETO Ha 33Ab/DKEHMSATA U CBbp3aHUTe C TAX
HacpeLLHN 3ab/IKEHNS Ce crnvpa.
(6) He npeactaBnsBa ‘“Henpeofonnma cuia” CcbOMTUE, MPUUUHEHO MO HEOPEeXHOCT WM 4pes
YMULLMEHO [eNCTBUE Ha HAKOA OT CTPaHWTe UMW TeXHU MpeLcTaBUTenv U/Mnn CnyXuTenun, Kakto u
HejocTura Ha napudHu cpeactea Ha W3MNBJAHUTENA v JIEUEBHOTO 3ABEAEHWE -
BB3/TOXXUTEN.

X1V. CINOPOBE

Un.14. (1) Bb3HMKHaINTE NMpe3 BpeMeTPaeHETO Ha OroBopa CropoBe 1 pasHorjiacnsa Mexxay cTpaHuTe
Ce peLuaBaT uype3 MPeroBopwv Mmexay TaxX. [MocTurHatuTe LOrOBOPEHOCTW Cce OPOPMAT B MUCMEHA
thopma 1 ce NpeBpbLLAT B HepasAesiHa yacT 0T 4orosopa.

(2) B cnyyaii Ha HenocTUraHe Ha 4OroBOPEHOCT MO MPeAXOoAHUA Y/eH, BCUYKM CNOPOBe, MOPOLEHN OT
TO3U JOTOBOP WM OTHACALLM Ce [0 HEro, BK/IKOUMUTE/IHO CMOPOBETE, NMOPOLEHN OT UM OTHACALLM ce A0
HEroBOTO Tb/IKyBaHe, HeEeMNCTBUTENIHOCT, HEM3MbJHEHNE UN MpPeKpaTsBaHe Wwe 6bAaT paspeLlaBaHu
crnopef 6bArapcKNTe MaTepuasHN 1 NMPOLECYasTHN 3aKOHW 0T KOMMETEHTHMS Cb No peda Ha MK,

XV. CbOBLWEHWNA
Un. 15. (1) Beuukn cboo6LLeHMsT MexXay CTpaHUTe, CBbP3aHW C M3Nb/AHEHMETO Ha TO3M [0roBoOp ca

Ba/IMAHW, aKo ca HanpaBeHW B NMCMeHa (hopMa 1 ca noAnucaHn oT YMb/IHOMOLLEHUTE NpPecTaBUTe N
Ha U3MB/THUTENA win TIEHEBHOTO 3ABEAEHWE - Bb3/TOXXUTE/.
(2) 3apaTa Ha CbO6LLEHMETO Ce cMATa:

Vv jararta Ha npefiaBaHeTo - NP PbYHO NpejaBaHe Ha CbOOLLIEHUNETO;
L) jararta Ha MOoLLEeHCKOTO K/eliMo Ha obpaTHaTa pasnucka - Mnpy u3npaiiaHe no nowaTa;
3} jataTa Ha npuemMaHeTo - Npwv M3npallaHe no gakc nam e-mail.

(3) 3a BasagHU agpecy 3a NpuemaHe Ha CbOOLLEHUA U GAHKOBW CMETKM, CBbP3aHM C HacTOALLMSA
[JOroBOp ce cMATaT:

3A N3MNBNTHUNTENSA:

agpec: : rp. byprac , yn. ,CaH CrtedaHo” Ne 28, Ten./dakc: 056 851721, e-mail:
farkoira farkol.bg 6aHkoBa cmeTka, nocoveHa ot M3Mb/IHNTENA: BIC: UBBSBGSF, IBAN: BG
50UBBS80021023524540

3SAJIEHEBEHOTO 3ABEAEHWE- Bb3/TOXKUNTEN:

rp. Codgwmsa, yn. ,,bano mope” Ne 8, oTgen ,,bonHn4dHa anteka”, Ten 02 9432429, takc 02
9432117, e-mail: apteka(5)isul.eu.
(4) Mpu npomMsHa Ha noco4veHUA No an. 3 agpec WM baHKoBa CMeTKa CbOTBETHATa CTpaHa e A/TbXHa
Ja yBefoMu pyraTa B TPUAHEBEH CPOK OT NMpoMsiHaTa.

XVI. APYTWN YC/TOBUA
Un. 16. (1) MpaBata ¥ 3agb/mKeHWsATa MO HACTOALWMA [OTOBOP HE Morar Aa Ce NPexBbpasATr
eJHOCTPaAHHO Ha TPeTW AMua M NoJo6HM akToBe He MopaXaaT NpaBHO feiicTBMe 6e3 MUCMEHOTO



cbrnacve Ha gpyraTa CTpaHa, OCBeH B C/lyqauTe Ha obesnevasBaHe (rapaHTUpaHe) Ha 3a4b/DKeHUs no
6aHKOBWN KpeauTu.
(2) 3a HeypegeHWTe BBMAPOCW B HACTOALLMA [OFOBOP Ce Mpwunara AercTBalWoTO ObArapcko
3aKOoHOAaTeNncTBo.

XVIIL. MOANIMTBIHWNTENN - Henpunoxumo
(NpNO>KMMO caMo B C/lydauTe, B KOUTO M36paHnsa 3a M3MbIHUTEN YHaCTHUK € NOCoYuns, Ye Lue
non3sa MogU3NbAHUTENN, MPU CKI0YBAHE HA PAMKOBOTO CriopasyMeHue)
Un. 17. (1) NOAN3MNBNIHUTEJINTE Tpsabsa ga 0TroBapsAT Ha CbOTBETHUTE KPUTEpUK 3a Nogoop
cbobpasHo BMAa 1 AieN1a OT rnopbykarta, KOUTO Le U3Nb/HABAT, M 3a TSAX [a He ca Ha/lMLe OCHOBaHMSA 3a
OTCTpaHsABaHe OT npoueaypaTa.
(2) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWTEJ] nsuckea 3amsaHa Ha NMOAN3MNbJIHNTEN,
KOWTO He 0TroBaps Ha ycsioBusaTa no an.l.
(3) Korato yacTta OT nopbykaTa, KoATo ce m3nbaHasa oT MOAN3MB/AHUTEN, moxe ga 6bae
npegafeHa karto otgeneH o6ekt Ha N3MBIHWUTENA wnm Ha TIEUEBHOTO 3ABEAJEHUE -
Bb3/TOXXWNTEJI, nocnefHusa 3ansaila Bb3HarpaxaeHue 3a tasu yact Ha NOAN3MNbAHUNTENA.
(4) PasnnawaHuATa No an. 3 Ce OCbLUeCTBABAT Bb3 OCHOBA Ha WCKaHe, OTNPaBeHO OT
NOAN3MNB/IHUTENA pao NEYEBHOTO 3ABEAEHWE - BB3/TOXKWTEMN  uypes
N3MNBNHUTENA, KOWTO e ANbXeH fa ro npefoctaBym Ha Bb3NOXUTens B 15-AHeBEH CPOK OT
nosily4aBaHeTo Mmy.
(5) KbM mckaneto no an. 3 U3MbJ/THUNTENAT npegocTtaBs CTaHOBULLE, OT KOETO fa € BUAHO Jan
ocrnopsa nialaHuATa UWav 4acT 0T TAX KaTo HEAB/IHKUMN.
(6) TEYUEBHOTO 3ABEAEHWE - BB3J/IOXKWMTEJT nma npaBo fa OTKaxKe nawjaHe no an. 3,
KOraTo MCKaHeTo 3a nsalliaHe e OCNopeHo, 0 MOMEHTA Ha OTCTPaHsABaHE Ha NpuyMHaTa 3a 0TKasa.
(7) HesaBucumo ot umsnonssaHeto Ha MOAUSIMB/IHUATE/IN oTroBopHoCTTa 33 WM3MbJ/IHEHME Ha
forosopa e Ha U3MbJIHUTENA.

XVII. 3AKJTKOUNTENHW PA3IMOPEABWU
Un. 18. (1) Mpwn cbCTaBAHETO Ha HACTOALLNA [OTOBOP Ce NpeAcTaBmMXa CNefHUTe JOKYMEHTU:
S JokymeHTuM no yn. 112 ot 30r7,
S Jeknapauymsa rno un. 55, an. 6 ot 3/IMNXM (KoraTto e npuaoXnmo);
S [MapaHuusa 3a N3NbAHEHNE;
S TexHuyecko 1 LleHOBO npeanoxeHne, HepasfesiHa yacT OT LoroBopa;
n Jeknapaunn no SMUAI.
(2) HacTtoawmAT oroBop ce CbCTaBu B TpY €4HO06pa3HN eK3eMnispa Ha 6barapcky esuk - eivH 3a
N3MBbJIHNTENA v gea 3a IEUEEHOTO 3ABEAEHWE - Bb3/TOXKUTE.

3anuuena uHbopManus

3anuueHa nHpopMarus N3MNBHNT
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ATC
JOIMAO2 ]

JOIMA12
JO1XD01

INN
Ciprofloxacin

Levofloxacin

Metronidazole

1

H341MHBa
MPUIOXKEHWe

ne Ha
TBbPAA
nepopanHa
TBbpaa
napeHTepasiHa

[lpepnaraHn LLeHOBW NapameTpu

3abenexmu

a Mspk
mg BannpgeH
mg BanvgeH
mg

2000000

150000

0,000574

0,002889

0,0006888

0,0034668
0,0028992

1148,00

433,35

49901,35

1377,60

520,02

57984,00
59881,62



O6ocobeHa no3nums 2

Heobxoam Konunyect
. Msapka Tbproscko OkoHuare
NexkapctBeH ™ 6poit 3abenexk  Cratyc N36paH BO HannyeH
ATC INN /mg,tabl, Py HaMMEeHOB Msapka nHa
a popma MAPKN Ha a nnc Py aKTUBHO B [M/1C
ml/ aHue onakoBKa
n3 BeLecTBo
Hikma S N
. . nepopaniHa Farmaceutica
JOIMAOQO2  Ciprofloxacin hop 2000000 mg BannpgeH He
TBLPAA (Portugal),5.A., i
4 Moptyranus
Axtasuc EAl,  Ciprofloxa HannueH
. . 500 m 10
Aa bvarapus cin Actavis g B [/1C
0IMA12  Levofloxacin PP 450000 m Banmzen a Hoen apma 4 500 m Hanien
TBbpAa g A A EOO/, Buarapus g B M/1C
Yaikadapma
He BucokokayecTBeH
] ute nexkapctea Afl,
It w Bbnrapus '
napeHTepan B. Braun
J01XD01  Metronidazole P i P 20000000 mg - Banugex He Melsungen AG, 11
F'epmaHua
. . . 500
Fresenius Kabi  Metronida
mg/100 HannueH
na Deutschland zole mg 10
. ml - 100 g MNJC
GmbH, l'epmaHns  Fresenius -
KRKA, d.d.,
He
CnoseHus
Briothapm Yy r A~y
He ViHXkeHepuHr AL, -0 W\
bArapus Wol 7 A%





