OOroBOP
3A IOCTABKA HAJIEKAPCTBEHW MNMPOAYKTWU

[Hec, . 2021 r., B rp. Codmst, Mexay:

YMBAN"Uapuua WMoaHHa-UCYNI"EA[, cbC cefaiMile W aApec Ha ynpasneHue B rp.
Codusi, paitoH "O6opuie”, yn. "bsno mope" Ne 8, Ten. 9432215, hakc 9432180, EMK 831605806,
npeacTtasnasaHo ot Jlrobomup lNeHeB.- VI3NbaHUTENEH AMPEKTOP, HapuyaHo Mo-4o/y 3a KpaTKocT
~JIEHEBHO 3ABEAEHWE - Bb3/IOXKWNTEJ” oT egHa cTpaHa

n

»[TIPO ®APMALNA” EOO/[ cbc cefanuile v agpec Ha ynpasneHve rp.Cogpua-1303, 6yn.”VIHx.
VMBaH MBaHOB” Ne70 b, eT.3, Ten: 02 9718005, hakc 02 9718007, EMK 131249698; npeacTaBnsBaHO
ot leopru [MackoB - ynpaBuTen, HapuyaHo no-gony 3a kpatkoct ,,M3MBJ/IHUATEN” ot gpyra
CTpaHa,

Ha OcHoBaHMe un. 112 ot 3akoHa 3a o6ulecTBeHUTE MopbyuknM (30M1), BLB Bpb3Ka C MPOBEAEH
BbTPELIEH KOHKYpPeHTeH n36op/gonbiHeHa odepta no PamkoBo cnopasymeHve Ne P[-11-158 ce
CK/HOUM HaCTOALLMA [OT0BOp 3a CNeHOTO:

I. MIPEAMET N CPOK HA IOFOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWVE - BB3/TIOXWTE/ Bb3nara, a USMNBJIHUTENAT ce
3ab/KaBa a U3BbPLUY JOCTaBKa Ha CNeAHUTE NEKAPCTBEHW NPOAYKTU:

Heo6xo4MM
ATC INN Haumn Ha 3abenexka  Mapka Cratyc N A
npunoXXeHne 6poli Mapku
JO1FFO1 Clindamycin napeHTepasnHa mg BanunaeH 3600000
JO1XX08 Linezolid napeHTepanHa mg BanngeH 600000

(2) [LoroBopbT BAM3a B CUMa OT AaTaTa Ha MOAMMCBAHETO My OT [BeTe CTPaHM M € CbC CPOK [0
31.12.2021 r.

II. UEHW W OBLLA CTOMHOCT HA JOCTABKWTE MO JIOrOBOPA

Un. 2. (1) LeHata Ha cTokuTe Mo 4n.l e cbrnacHo LEeHOBO npep/ioxeHve Ha 3MbJIHUTEA,
Hepa3sfje/niHa YacT OT 40orosopa.
(2) LleHaTa BKNHOYBA CTOMHOCTTA Ha CTOKATa, OMaKOBKa, 3acTpaxoBka 1 TpaHcnopT Ao JIEUEBHOTO
SABEAEHWE - BBb3NOXWTE/T npu MUHMMaNEH CPOK Ha FOAHOCT He No-kpaTtbK OT 40 % ot
065BeHMS OT NPOM3BOANTENS 3a IEKAPCTBEHNUTE NPOAYKTU UM He NO-KpaTbK OT 20 % OT 005BEHMS OT
npou3BoAMTENs 38 BLMONPOAYKTUTE UK BMONoLOOHUTE NPOAYKTU. MWUHUMATTHUAT CPOK Ha rOAHOCT Cce
ornpefens KoM gararta Ha BCAKa [JOCTaBKa Ha /IEKAPCTBEH MPOAYKT.
(3) O6bulaTa CTOMHOCT Ha AOCTaBKMTE NO Aorosopa e Ao 27 601.20 nesa 6e3 BkntoueH AAOC n ao
33 121.44 nesa c Bknto4veH 44C.
(4) UeHaTa no gorosopa e mKcupaHa, He MoA/IeXmn Ha NMPoMsHa 3a CpoKa Ha AelCTBMEe Ha LOroBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyyaid, Ye npe3 BpPeMeTO Ha [eicTBME Ha CbOTBETHUA [OrOBOP CTOMHOCTTA, KOATO cfiefBa fa ce
3annatla ¢ ny6/MyHn cpeacTsa Ha 1IeKapCTBEHN NPOAYKTW OT MO3UTUBHUA NTEKAPCTBEH CMUCHK CTaHe
Mo-HUCKa OT [OroBopeHara, /le4eOHOTO 3aBefleHVe -  Bb3NOXWTEN  6e3ycnoBHO  3ansala
NeKapCTBEHUTE NPOAYKTW Ha Mo-HUCKaTa CTOMHOCT, CYATAHO OT:

- [artata Ha BAM3aHe B CW/a Ha pelleHneTo Ha HauuoHanHMA CbBET N0 LUeHU w”
pemmbypcmpaHe Ha nekapcteeHuTe npoayktn ( HCLP/M);

- [aTaTta Ha akTyanmsaumata Ha Mo3snTUBHMUA NeKapCcTBeH CMUCHK MO pefa Ha un. 57, an. 1ot
Hapepbata 3a ycnosusiTa, npasBwnata W pefa 3a peryavpaHe W perucTpupaHe Ha LEHUTE Ha



nekapcTBeHuUTe npoayktn (HYTIPPPLJIM) 3a NeKapcTBeHMTE MNPOAYKTW C HaMasieHa CTOMHOCT 3a
OMaKoBKa, 134mcneHa Ha 6a3a pepepeHTHa CTOMHOCT.

B cnyyvante no npeaxoAHOTO M3peyeHWe, CTOMHOCTTa Ce onpedens KbM MOMEHTa Ha
[loCcTaBKara (no4nuceaHe Ha Npuemo-npesasartesieH NPOTOKON).

. Yycnoema n HAYMNH HA NNAWAHE

Un. 3 (1) MnawaHeTo MO HacTOALWMA AOroBOP Ce OCbLLUECTBSIBA Ype3 6aHKOB MpPeBof OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BB3/IOXKWTEJT no nocoyeHata B yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3N BJTHUTENA.
(2) 3annawiaHeTo Ha CTOKUTe MO [0roBopa Ce M3BbpPLLBA OT/IOKEHO B CPOK A0 60 /wiectaecetus/ AeH,
cnep, npeAcTaBsHe Ha CnefHUTe JOKYMEHTU:

1 JocTtaBHa (paKTypa, CbCTaBeHa CbracHo n3nckeaHuaTa Ha 344C v MN344C;

2. [MpuematenHo-npenaBaTeiHX NPOTOKONN;
(3) B cnyuait, Ye nocoyeHWTe B Un. 3, an. 2 AOKYMEHTU Ca HEPeAOBHW WM He Ca KOMIM/IEKTOBAHW,
cowmTe ce Bpbwat Ha U3MbJIHUTENA ¢ npuematenHo - npefasaTefieH NMPOTOKO/N 3a U3NpaBaHe
Ha HepefHocTMTe. CPOKbBT NO U.3, aN. 2. 3anoysa a Teye OT JaTarta Ha NpeAcTaBAHeTo Ha NocneaHus
N3NCKYeM Ce JOKYMEHT.
(4) MNpwn dakTypupaHe Ha 3asBeHNTE KONNMYECTBA JIEKAPCTBEHN NPOAYKTW, MO BCAKA OTAe/Ha 3asBKa,
LleHaTa Ha OMakoBKa He cfnefBa fa HajBullasa onpegeneHata B [MO3UTUBHUA NEeKapCTBEH CMMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMaKOBKa 3a CbOTBETHUSA NIEKAPCTBEH MPOAYKT. B
C/lydal Ha M34MCNsBaHe Ha CTOMHOCT MO-BMCOKa OT peepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMS /IEKAPCTBEH MPOLYKT, CTOMHOCTTa Ce Hama/sBa M 3annawa Ao CTOMHOCTTa Ha OrMakoBKa
onpegeneHa B N0o3UTUBHNA NeKAPCTBEH CMUCHK- MNpunoxkeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEUEBHOTO 3ABEAEHWVE - Bb3/TOXXWTEJI 3asB5Ba HEOOX0AMMUTE MYy KONMYeCTBa
c nucmeHa 3aaBka o W3MNBIHWTENIA. 3adBkata ce BpbyBa J/IMYHO Cpewly MoAnuc Ha
N3MB/THATENTA naM ynb/HOMOLLEHO OT HEro Auue Wan ce m3npawia ¢ npenopbyaHO NUCMO C
obpaTHa pa3nucka, no akc UK rno efeKTPOHeH MbT.
(2) Bcska oTpenHa [focTtaBka, cnefga fa Obfe [4OCTaBeHa B CPOK A0 7 KaleH4apHW [HW Crefg
nosnyyasaHe Ha 3asBkata oT IEMEBHOTO 3ABEAEHWE - Bb3/IOXKWNTEJT 1 3a konuyecTsaTta u
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE JfIEKAPCTBEHW MPOAYKTK, MOCOYEHN B  TEXHUYECKOTO
NnpeLioKeHe Ha M3MbAHWUTENs), TOYHO OnpefenieHW B 3asBKaTa. B cnyyald, 4Ye ce npaBu Mbpsa
[0CTaBKa OT fJajieHa napTuia Ha IekapcTBeH NPOAYKT, ce npeactass CepTUgmKat 3a 0CBOOOXJaBaHe
Ha napTugaTa, u3gafeH OT KeamguumpaHo nuue no 3/IMXM Ha enekKTpoHeH HOCUTeN WAn no
eNIEKTPOHEH MbT Ha eNIeKTPOHHATA MoLla, MOocCoYeHa Kato afpec 3a KOPECMOHAEHUNA, NPUAPYXKEH C
NpeBoj, Ha GBbArapcky esnk OT (mpMa, CKIrYmnIa Lorosop ¢ MUHMCTEPCTBO Ha BbHLUHUTE paboTy 3a
N3BbPLUBaHE Ha ouLMaNHN NpeBoan. N36poeHnTe JOKYMEHTU Ce NPeAcTaBAT B CbOTBETHOTO 3BEHO,
ornpefenieHo OT /le4eOHOTO 3aBefleHWe - Bb3NOXMTeN. [pu credsaliy AOCTaBKM Ha N1eKapCTBEHM
NMPOAYKTM OT CbLyaTa NnapTuaa, CEPTUMMKATLT He Ce NpeLCcTass.
(3 B cnyuyail Ha HeobxogMMOCT OT cnewHa pgoctaBka, JIEYEBHOTO 3ABEAEHUE -
BBH3/TOXKNTEJ/T nocoyBa M3pUYHO B 3asBKaTa, 4Ye € HeobxoaMMo Aa ObAe M3BbPLUEHA ChellHa
focTaBka. B To3u cnydai, focTaBkata criefBa fa 6be M3BbpLleHa J0 6 yaca OT MosyyaBaHe Ha
3afBKaTa M 3a KO/M4YecTBaTa M OMaKOBKWTE (CbOOPasHO KOHKPETHWUTE JIeKapCTBEHW MPOAYKTY,
MOCOYEHN B TEXHUYECKOTO MPeL/IOKEHNEe Ha U3Mb/IHWUTENA), TOYHO OMNpesesieHn B 3asBKara.
(4 N3MBNHNTENAT ce 3aab/mkasa, B CPOK A0 1 paboTeH AeH, B CnyyanTe no an. 2 U B Cpok ao 1
yac, B clyvyaute Ha an. 3, cfief MosiyvyaBaHeTO Ha BCAKA 3aiBKa Aa YBeAOMW MUCMEHO WM MO (Pakc
NEYEBHOTO 3ABELEHWVE - BBb3/TOXWNTEJ B cnyyald Ye He MOXKe [la U3BbPLUX AOCTaBKa Un
B C/lyyald, Ye He MOXe [a Crasn CPOKbT 3a M3BbPLUBAHE Ha [OCTaBKaTa, NMpPeAMET Ha KOHKpeTHaTa
3aBKa.
(5) Kbvm paTtata Ha BCAKa [0OCTaBKa, OCTaTbYyHMAT CPOK HAa FOAHOCT Ha /IeKapCTBEHWUTE MPOAYKTY,
cnefBa fa 6bvae He no-manbk oT 40 % /yeTupueceT Ha cTo/ OT 065BEHUS OT NPOU3BOAUTENS.



(6) Kbm paTata Ha BCsiKa 4OCTaBKa OCTATbUYHMAT CPOK Ha rOAHOCT Ha BMONPOAYKT uam 6ruonogobeH
NPOAYKT, cneaga Aa 6bae He No-Manbk oT 20 % /aBafeceT Ha CTO/ OT 06siIBEHWUS OT NPOU3BOAUTENS.
(7) 3a konunyecTBa [AOCTaBeHM WM3BBLH 3adBKaTa no un. 4, an.l, TJIEYEBHOTO 3ABELEHUE -
BBb3/TOXWTEJ] Hama 3aab/mKeHMe 3a nnatlaHe.

(8 B cnyyante no un. 10, an. 7 OoT AOroBopa, CPOKbT MO an. 2 1 3 3ano4ysa fAa Teye OT garaTta Ha
nnucmeHoTo cwvrnacne Ha JIEYUEBHOTO 3ABEAEHWE - BB3/TOXUTE.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a MACTO Ha foCTaBsAHe Ha CTOKWUTE MO TO3M JOroBOp ce onpeaens cneaHus agpec: Cous,
yn. ,.bsno mope” Ne 8, YMBA ,Lapuua MoanHa-UCYN” EALl - otgen ,,bonHnYHa anTeka”
(2) PMCKBT OT Cny4aiiHOTO MOrvBaHe WM MOBpeXaHe Ha CTOKWUTe npeMuHasa Bbpxy JIEYEBHOTO
SABEAEHWE - BDB3J/TOXKXWTEJT oT MOMeHTa Ha npvemMaHeTo MM Ha MACTOTO Ha AOCTaBsiHE C
npuemarenHo-npesaBaTesieH NPOTOKO.

VI. BATA HA AOCTABAHE HA CTOKWTE
Un. 6. 3a gata Ha JocTaBsHE Ce cuMTa JaTarta, Ha KOATO CTOKWTE ca JOCTaBeHW A0 afpeca MOCOYEH B
un. 5, an. 1, npu ycnosuata Ha un. 9, an. 2.

VI1l.3AAB/IKEHUNA HA N3MBNHNTENA
Un. 7. N3MBJTHUNTENAT ce 3agb/kaBa:
1 [a poctaBu CTOKWUTE B [OrOBOPeHUs CpoK U da rv npegage Ha IEHEBHOTO 3ABEAEHWUE -
BB3/TOXUNTE.
2. [a npefage CTOKWTE, NMaKeTUpPaHW U MapKupaHW B CLOTBETHUA BWA, KONNYECTBO W KayeCTBO Ha
MSACTOTO Ha AOCTaBsHe.
3. lNpv noanucBaHETO Ha [0rosopa Aa NpefcTaBu:
a) AOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a M3nb/HeHVe, B efHa OT hopMuTe, onpeaeneHn B un. 111, an. 5 ot 30r1, cbC CPOK Ha
BaMAHOCT 60 AHW Cnef M3TUYaHe CPOKa Ha A0roBopa, KOATO ce 0CBOO0XKAaBa B CPOK A0 60 AHW cref
M3Mb/IHEHWE Ha Aorosopa. B cnyyaid, Ye BaIMAHOCTTa Ha rapaHumaTa u3Tnya npeay Aorosopa aa 6vae
n3nvaHeH, N3MNbJIHUTENAT ce 3agbmkasa fa YAL/DKM CPOKa Ha Ba/IMAHOCT Ha rapaHuumsarta c
TO/IKOBA [lHM, TaKa 4e rapaHumaATa fa NoKpMBa 04YaKBaHWA CPOK 3a MU3Mb/HEHME Ha Aorosopa nntoc 60
OHW. TapaHuusaTa e B pasmep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 44C n Bb3nu3a Ha 828.04
ne.a.
(4) Da poctaBA NeKapCTBEHW MPOAYKTW, KOWUTO OTrOBapAT Ha W3NCKBaHWATA Ha 3akoHa 3a
NeKapcTBeHUTE NPOAYKTU B XyMaHHaTa meguumHa (3/1MXM) - ga nputexkasaT Ba/IMAHO paspeLleHre
3a ynotpeba B cTpaHarta, u3gafeHo no pega Ha 3/1MXM unm PernameHT (EO) No 726/ 2004 r. Ha
EBponeiickusi napnameHT 1 CbBeTa /un. 23, an.l Ha 3/IMXM/.
(5 [Oa pocTaBs NnekapCcTBEHU MPOAYKTU, KOMTO ca BKIHOYeHU B punoxeHne Ne 2 Ha Mo3UTUBHUA
NNeKapCTBEH CUCHK.
(6) B cnyyaid, ye ce npasu MbpBa fOCTaBKa Mo AafeHa napTunia Ha 1IekapcTBeH NPOAYKT, Aa NpeacTass
CepTumkar 3a 0CBOOOXKJaBaHe Ha napTupata, M3fafeH oT KeaamduumpaHo nuude no 3/MXM Ha
eN1IeKTPOHEH HOCUTeN WM MO E€NeKTPOHEeH MbT Ha eNeKTPOHHAaTa MoLla, MOCOYeHa Karo afpec 3a
KOPeCnoHAeHUNA, MPULPY>KeH C MpeBoj Ha Ob/Arapcky esnk OT (upMma, CKIKuwuia LOroBop C
MMWHNCTEPCTBO Ha BLHLUHMTE paboTy 3a M3BbPLUBAHE HA OPULMATHA MPEBOAM.

VIII. SAOB/DKEHNA HA NEYEBEHOTO 3ABEAEHWE - Bb3/TOXWUTEN
Un. 8. TEYEEHOTO 3ABEAEHWE - Bb3/TOXXWTEJI ce 3agb/kaBa:
1 [la npueme foCTaBeHUTe B CPOK M Ha MACTO CTOKW, CbOTBETCTBALLM MO BN, KONNYECTBO U KaUYeCTBO
Ha ONUCaHOTO B HACTOALLMA [Or0BOP.
2. [la 3annaTn gOCTaBEHMUTE CTOKM MO pefa Ha y/. 3 OT HacTosALLMA LOroBop.
3. Crieq, NpuK/oYBaHe M3MbL/HEHNETO Ha AOroBopa fa 0CBOOOAM rapaHumaTa 3a U3nb/HeHue, 6e3 aa
[Ob/DKN IMXBU 32 CPOKA, Mpe3 KOMTO CpefcTBaTa 3aKOHHO ca NPEeCTOos/IA Y Hero.



IX. MPMEMAHE N MPEJABAHE HA CTOKUTE
Un. 9. (1) NMpunemaHeTo Ha CTOKMTE Ce M3BbPLUBA Ha MACTOTO Ha AOCTaBAHE NOCOYEHO B Y. 5, an. 1
@ M3NBNIHUTENAT wn ynbaHOMOLWEH OT Hero npeactaButen W npeactaBuTen Ha
NEYEBHOTO 3ABEAEHUWE - BDB3/IOXKWTE/T noanuceat npuemMaTenHo-npeaasaTesnieH
NPOTOKO/, YA0CTOBEPABALL, NO/NyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUN N CPOK HATOAOHOCT

Un. 10. (1) CtokuTte, NpefMeT Ha HaCTOALLMA LOrOBOP, ClefBa fa OTroBapAT Ha U3MCKBAHUATA Ha Y/l
7,an.4mnb.
(2) Kbm partaTta Ha focTaBkara, OCTaTbYHUAT CPOK HA FOAHOCT Ha /IeKapCTBEHUTe MPOAYKTK, crefBa
fa 6bae He no-manbk oT 40 % /yeTupuaeceT Ha CTo/ OT 06ABEHNSA OT MPOU3BOAUTENS.
(3) B cnyyaii Ha jocTaBKa Ha NeKapCTBEHWSA NPOAYKT C MO - KpaTbK OT 40r0BOPEHUA CPOK Ha rOAHOCT,
Ab/DKMMaTa HeyCcTolKa fa 6bae NPOMeHeHa, KakTo crefsa:

0T 39,99% 10 30% - 3 % BbPXY CTOMHOCTTA Ha OCTaBKaTa;

0T 29,99% 10 20% - 5 % BbPXY CTOMHOCTTA Ha 0CTaBKaTa;

0T 19,99% a0 10% - 7 % BbpXY CTOMHOCTTA Ha 4OCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTa Ha AOoCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha roAHOCT Ha GronpoayKT /6monoaobeH NPOAYKT, cnefsa Aa 6bae He no-
Manbk 0T 20 % /aBafecet Ha CTo/ OT 005iBEHWA OT NPOU3BOAMTENA KbM AaTaTta Ha BCSKa [OCTaBKa.
(5) B cnyyaii Ha focTaBka Ha 61uonpoayKT/6mnonofo6eH NPoAYKT € MO - KpaTbK OT A0rOBOPEHMst CPOK
Ha rogHoCT, Ab/HKMMATA HeYCTOWNKa e KaKTo Ccrefsa:

0T 19,99% a0 10% - 2 % BbpPXY CTOMHOCTTA HAa AOCTaBKaTa,;

0T 9,99% [0 5 % - 4 % BbpXYy CTOMHOCTTA Ha [JOCTaBKaTa;

nog 5% - 6 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NTEYEBHOTO 3ABELEHWME - BBb3/TOXWUTE/T Moxe fa OTKaXke MpuemMaHeTo Ha CTOKUTE,
aKO B [leHsl Ha TAXHOTO MPUCTUraHe MM NpUemMaHe OCTaTbyHUA CPOK Ha FOAHOCT € MO - Ma/ibK OT
onpegenenuna B un. 10, an. 2. n an. 4 MUHUMaNEH CPOK Ha rOAHOCT.
(7) [AocTaBKaTa Ha neKapCTBeH MPOLYKT C OCTaTbyeH CPOK Ha rofHOCT no-masbK OoT 10 Ha CTo OT
0651BEHNA OT MPOM3BOAUTENSA U Ha 6MonpoayKT/6Monoao6eH NPOAYKT C OCTaTbyYeH CPOK Ha roAHOCT
no-MaibK OT 5 Ha CTO OT 06sBeHMsi OT NPOW3BOAMTENS Ce M3BbPLLUBA CaMO C MUCMEHO Cbr/acne Ha
NEYEBHOTO 3ABEAEHWE - BB3/TOXKWUTEJT 3a KOHKPETHO KO/IMYECTBO, OMNpPeAeneHo OT Hero.
bes m3pmyHo nucmeHo cwvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BBb3/TOXWMTE/ cTokuTe
HAMa Ja 6baat 3annaLlaHu.
(8) NckaHeTO 3a NUCMEHO cbrnacue, B cny4vauTe Ha an. 7, cnegsa ga noctonu B JIEUEBHOTO
3SABEOEHWVE - Bb3/TOXXWMTE/ B cpok Ao 1 (eamH) paboTeH [eH OT No/y4YyaBaHe Ha 3asBKata.
(9) B cnyyanTe Ha CreLHn 4oCTaBKM NOCOYEHNUTE B 1. 3 1 al. 5 HEYCTOMKM He ce npuarar.

Xl. OTFTOBOPHOCT 3AHETOYHO N3MBbAHEHUE. PEKJTAMALNN
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BBb3/TOXXNTEJT Moxe fa npefsssBa peknamamm
nped N3MbAHUTENA 3a:
a) KO/IMYeCTBO M HEKOMIM/IEKTHOCT Ha CTOKWUTE W/IM TEXHUYeCcKaTa JOKYMeHTauusa (SBHN HeJoCTaTbLm);
0) Ka4yecTBO (CKPUTW HeAOCTaTbLM):
- NPV 4OCTaBAHE Ha CTOKW He OT JOrOBOPEHUSA BWf, MOCOYEH B u/l. 1,
- NPU KOHCTaTMpaHe Ha fetekTy npu ynotpeba Ha CTOKMUTE.,
(2) Peknamaummn 3a SiIBHW HefocTaTbUy Ha cTokuTe ce npasaT ot JIEHEBHOTO 3ABEAEHUE -
Bb3/TOXXWNTEJ], B MOMeHTa Ha npefaBaHeTO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, noanucaH u oT
[\BETE CTPaHW.
(3) Peknamauuu 3a CKpUTW HeAOCTaTbUM Ce NPaBAT Mpe3 Lienns CPOK Ha roAHOCT Ha [0CTaBeHuTe
CTOKW, KaTto pekfamauusaTa ce NpuApy>kasa 3af4b/HKMTENHO OT KOHCTATUBEH MPOTOKO/, U3AafeH oT
M3nbnHWTeNHATA areHLms 3a fiekapcTeara.
(4 NEYEBHOTO 3ABEAEHUME - BbB3/IOXKWUTE/ e anbXHO fa YyBeAOMW MUCMEHO
N3MBNHWNTEJA 3a ycTaHoBeHWUTE feeKTn B 5 (NeT) AHEBEH CPOK OT KOHCTATUPAHETO UM.



(5) B peknamauunte ce nocoysa HOMepPbT Ha 4OrOBOPa, TOYHOTO KO/IMYECTBO HA MOSTyHEHUTE CTOKU C
TEXHMA MapTUAeH HOMep, OCHOBAHMETO 3a peknamaums U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3SABEOEHWE - Bb3TOXUNTEN.

(6) B 5 (net) gHeBeH cpoK OT nosy4vaBaHe Ha peknamaumata, M3MBJIHUTENAT cnegsa pa
otroeopy Ha JIEHEBHOTO 3ABEAEHWE - Bb3/IOXWTEJ/T nUCMEHO M KOHKpPeTHO dann
npuema peknamaumnsaTa unm 8 0TXBbPAA.

(7) Npw peknamauus 3a sBHU HegocTaTbUm USMTBIHUTENIAT e AnbXeH B CPOK OT 2 pabOTHU AHU
OT MonyvyaBaHe Ha peknamauusaTa 3a CBOA CMETKa W PUCK Aa [0CTaBM Ha MACTOTO Ha [0CTaBsAHe
KONMYeCTBOTO INMCBALLM B fOCTaBKaTa / HEKOMM/IEKTHW 4OTOBOPEHN CTOKM.

(8) Mpu peknamaumus 3a CKpUTU HepocTaTbuu, B cnyyvad ve W3MBIAHUTENAT e npuen
peknamaumsTa, CbWMAT e AnbxeH B 10 (peceT) [AHeBeH CPOK OT MOJlyvyaBaHETO W fAa 3ameHu
[OCTaBEeHNTE HeAO0roBOPeHN No BUA / fedeKTHU CTOKM 3a CBOSi CMeTKa M PUCK WK MO NpeLeHKa Ha
NEYEBHOTO 3ABEAOEHWE - BB3/IOXKWTEJ/] ga BbpHe CbOTBETHATA 4acT OT 3ansareHara
LieHa, BEAHO C AL/DKUMUTE NINXBMU.

(9) MN360pbT Ha MOCOYEHUTE NO-rope Bb3MOXKHOCTM @ Ce BbPHe CbOTBETHATA YacT OT NIaTEHOTO WK
[la ce OCTaBAT HOBWU CTOKM npuHagnexu Ha JIEUEBHOTO 3ABEOEHUME - BBH3/TOXWNTE/ n ce
ynpaxHsBsa OT Hero nof opmara Ha nucmeHo ysegomsneHune o N3Mb/IHUTENA, kato pasxoaute
N pUCKOBeTe Mo HOBOTO JoCTaBsAHe ca 3a cmeTka Ha 3MbJIHUTENA.

(10) CrtokuTte, npeAMeT Ha peknamauus ce cbxpaHssat ot JIEHEBHOTO 3ABEAEHWE -
BBb3NOXWTEJT fo ypexaaHe Ha peknaMmauuuTe.

XIl. OTTrOBOPHOCT MNP HEU3IMb/IHEHUE
Un. 12. (1) 3a Hem3nbHEHME HA 334 b/DKEHUATA CM NO HACTOALLMA LOrOBOP C U3K/HOYEHWE HA Te3un Mo
un. 10, an. 2 u an. 4, UBNBJIHUTENAT gbmkn HeycToiika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, HO He noseye oT 10 % (geceT MpoueHTa) OT CTOMHOCTTAa Ha
KOHKpeTHaTa 3asBKa, KakKTO M 06e3leTeHVe 3a MNpeTbpreHuTe AENCTBUTENIHU Bpeau B CryyauTe,
KOrato Te HaAxXBbpiAT [OroBOopeHaTa Heyctovka. B cnyvaute no un. 4, an. 3, nocoveHata B
NpPeaxXo4HOTO M3peyeHre HeycTorka B pasMep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac MpPoOCcpoYmne, HO He
noseye oT 10 % (AeceT NpoLeHTa) OT CTOMHOCTTA HA KOHKPeTHaTa 3asBKa, KakTo 1 0be3lLeTeHne 3a
npeTbpreHnTe AeCTBUTENIHN BPEAM B C/lydauTe, KOrato Te HaAXBbp/IsST 4OroBopeHaTa HeycTomKa.
(2) Korato npu Hanuuve Ha peknamauun, N3MBAHUTENAT He M3NbaHW 3af4b/KeHUATA CU NO
pasgen Xl OT HacToALWMSA [LOroBop B CPOK, CbwmAT Abmkun Ha JIEHEBHOTO 3ABEAEHWUE-
BBb3/TOXKWTEJT HeycTolika B pasmep Ha 2 % OT LeHaTa Ha CTOKWUTE, 3a KOMUTO Ca HanpaBeHW
peknamauunTe.
(3 NEYEBHOTO 3ABEAEHWVE - BBb3JTOXXWMTEJ yposnetsopssa MpeTeHUMUTe CU OTHOCHO
HEM3Mb/IHEHMETO Ha [J0roBopa, KakTo W 32 3anjalwjaHe Ha HeycTOMKUTe OT CTpaHa Ha
N3MNBTHNTENA KaTo 3aAbpKa rapaHumsTa 3a U3nb/HeHne no un. 7, an. 3, 6ykea “6” oT 40roopa,
KaTo npeanpuema [AencTBUA 3a HEMHOTO YCBOsIBaHe. B cnyuail, ye CTOMHOCTTa Ha rapaHumsTa 3a
M3Mb/HEHWE He MNOKpuBa BCUYKM Abkumyu oT U3MBTHUTENA HeycToitkn, JIEYEBHOTO
SABEAEHVE - BDB3/TOXWTEJ/T npuxsawa Ab/HKUMUTE CYMW OT HacpewiHW MnawaHnsa Kbm
N3MbAHNTENA.
(4) NMpwn Tpy NbTK BUHOBHa 3a6aBa Ha M3MBJIHUTEJIA, npogbmkuna ¢ noseye OT NojoBMHaTa OT
CpOKa 3a M3Nb/IHEHMEe Ha CLOTBETHOTO 3aAb/KEHWe, B paMkuTe Ha Tpu meceua JIEUEBHOTO
SABEAEHWE - BB3J/TOXKXWTEJT nma npaBo fa npekpatu Aorosopa eAHOCTPaHHO € 15-4HeBHO
npeansBecTue.
(5) NEYEBHOTO 3ABELEHWE - Bb3/TOXKWNTE/ nma npaBo Aa nNpekpaty eAHOCTPaHHO U 6e3
npean3BecTe HaCTOALLMS JOrOBOP B C/lyYail Ha CUCTEMHO HETOYHO M3Mb/IHEHME HA 3a4b/HKEHUATA OT
N3MNBJTHUTENA wn npeasseHn noseye OT TpW peknaMauuy B paMKUTE Ha Tpu Meceua oOT
NEYEBHOTO 3ABEAEHNE - Bb3J/TOXKWTEJ no pesa Ha rnasa Xl
(6) B cnyyaii, ye no otHoweHne Ha U3MBIHWUTENA HacTbnat ob6cTosTencreara no yn. 54, an. 1,
m un 55 an. 1 oT 3akoHa 3a o6ulectBeHnTe nopbukn, JIEHEEHOTO 3ABELOEHWE-
BBH3NNOXWTE/T mma npaBo fAa MpekpaTV eAHOCTPaHHO HacTosilmMs A0rosop, 6e3 MUCMEHO
npegmn3BecTve 1 6e3 ga 4b/MKN HEYCTONKN.



X, ®OPCMAXOPHW OBCTOATENICTBA
Yn. 13 (1) CtpaHuTe no HacToALWMA JOrOBOP He Ab/hKaT 06e3LleTeHne 3a NOHEeCeHN Bpean U 3aryowm,
aKo nocnefHUTe ca NPUYNHEHW B pe3ynTaT Ha HeNnpeoaoMmMa cusa.
(2) Ako cTpaHarta, KOATO e cfiefBano fa U3Mb/IHW CBOE 3a4b/DKeHMe No Joroeopa e buna B 3abasa, T4
He MOXXe Aja ce N030BaBa Ha HenpeogoNnma cuna.
(3) “Henpeogonuma cuia” No cMUCHA HA TO3WN [OroBOP e HenpeABUAEHO W/WNW HeNpeLoTBPaTUMO
CbOUTME OT U3BBHPEAEH XapaKTep, Bb3HNKHA/O Cef, CKNHOYBAHETO Ha [A0roBopa.
(4) CrpaHata, 3acerHara OT Henpeofo/iMMa Cwia, e AbXHa Aa NpegrnpueMe BCUYKM [eiCTBUA C
rpmxarta Ha fo6bp CTOMaHWH, 3a fa HaMaan [0 MUHWMYM MOHECEHUTE Bpean M 3arybu, Kakto u ga
yBeoMY MUCMEHO ApyraTa CcTpaHa B 7-[HeBeH CPOK OT HacTbMBaHETO Ha Henpeogonumara cuna. Mpn
HeyBeOMsiBaHE B MOCOYEHMS B MPeAXO4HOTO WM3peyveHMe CPOK Ce Ab/DKM  0beslleTeHne 3a
HacTbnNUAMTE OT ToBa BpeAn. Henpeofonumarta cuna ce [oOKa3Ba OT 3acerHarara CTpaHa CbC
cepTudumKkart 3a opcMaxkop, U3LafeH Mo CbOTBETHUA pef OT KOMMNETEHTHUA OpraH B Abp)KaBaTa, B
KOSITO Ca HaCTbNUIN (hOPCMaXKOPHUTE 0BCTOSATENCTBA.
(5) [Ookato Tpae Hempeogonumara Cwuna, W3MbAHEHWETO Ha 3afb/DKEHUsTA U CBbP3aHUTE C TAX
HacpeLLHW 3a4b/IKeHUs ce cnmpa.
(6) He npeactaensiBa “Henpeofonuma cuna” CboOWUTME, MPUUMHEHO MO HEOPEeXHOCT WAN upes3
YMULLNEHO [eNCTBUE Ha HAKOA OT CTPaHUTE WU TeXHW MNPeLCTaBUTENN U/WN CRYXUTENN, KaKTO U
Hegoctura Ha napuyHu cpeactea Ha W3MBJ/IHUTENA v JIEUEBHOTO 3ABEAEHUWE -
BB3NNOXKXUTE.

XIV. CIOPOBE

Un.14. (1) Bb3HMKHaNMTE Npe3 BPeMETPAEHETO Ha JOroBopa CropoBe 1 pa3HOriacus Mexay cTpaHuTe
Ce peluaBaT 4pe3 Mperosopu mexay Tax. locTurHatute JOrOBOPEHOCTU Ce OOpMAT B MUCMEHA
(hopma 1 ce NpeBpbLUAT B HEpa3fe/iHa YacT OT A0roBopa.

(2) B cnyyali Ha HEMOCTWUraHe Ha AOFOBOPEHOCT MO NPeAXOAHUS UYNeH, BCUMKMX CMOPOBE, MOPOAEHN OT
TO3W [10roBOP WM OTHACALLM Ce A0 HEro, BKIKOUUTENHO CMOPOBeTe, MOPOAEHM OT WM OTHACALLN ce A0
HEroBOTO Tb/IKyBaHe, HeAeNCTBUTENHOCT, HEU3Mb/IHEHNE UM MNpeKpaTaBaHe e ObAaT paspeLuaBaHu
cnopef 6b/IrapcKknUTe MaTepuasIHW 1 NPOLLECYaSTHN 3aKOHW OT KOMMNETEHTHUA Cbf, No pefa Ha IMK.

XV. CbOBWEHNA

Un. 15. (1) Bcuukm cbobLyeHnst Mexay CTpaHuTe, CBbp3aHM C U3Mb/IHEHWETO Ha TO3W [OroBop ca
Ba/IMHK, aKO Ca HarpaBeHW B MMCMeHa (hopma U ca NoAnmncaHn oT YNbJIHOMOLLEHNUTE MpeACcTaBUTENN
Ha U3MBAHUTENA vin NEYEBHOTO 3ABEAEHUE - Bb3/TOXXWUTE.
(2) 3apata Ha CbOGLLEHMETO Ce CMATa:
S fataTta Ha nNpeAaBaHeTo - Mpy PbYHO NpefaBaHe Ha CbOOLLEHMETO;
S faraTa Ha MoLLEeHCKOTO K/ieiiMO Ha obpaTHaTa pasnucka - npv usnpataHe rno nowara;
\ filatata Ha npremMaHeTo - Npu usnpatlaHe no gakc nam e-mail.
(3) 3a BanmgHM agpecy 3a NPUEMaHe Ha CbOOLLEHWUA M GaHKOBM CMETKW, CBbP3aHW C HacToALMA
[LOrOBOp Ce cMATaT:

SAN3MBJTHNTENA:

rp.Codumsa c. PaBHO none, NpomuLineHa 3oHa ,,Bepuna®, ten./dakc: 02 9718005 / 02 9718007
e-mail: propharmacial23@gmail.com

baHkoBa cmeTka, nocodyeHa ot W3MBJHUTENA: BIC: FINVBGSF, IBAN:
BG77FINV915010BGNO31XN
3ATEYEBHOTO 3ABEAEHUNE- Bb3/TOXWTEJT:

rp. Codwmsa, yn. ,.bano mope” Ne 8, oTaen ,,bonHuyHa anteka”, Ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpv npomMsAHa Ha mocodeHus Mo an. 3 agpec UM 6aHKOBA CMeTKa CbOTBETHATa CTpaHa e A/TbXHa
[la yBeloMy apyrara B TpUAHeBeH CPOK OT NpoMsAHaTa.
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XVI. APYTWN YCNnoBUMA
Un. 16. (1) MNpaBata M 3aab/KeHWATa MO HACTOAWMA [OroBOP He MoraT fa ce MpPexBbpnar
eIHOCTPaHHO Ha TPETU Nuua U NOA0OHM aKTOBE He MopaxnaT NpaBHO [AecTBMe 6e3 NMUCMEHOTO
cbrfiacve Ha fpyrarta CTpaHa, OCBEH B C/llydauTe Ha obe3snevyaBaHe (rapaHTupaHe) Ha 3a4b/KeHUs Mo
6aHKOBW KpeauTu.
(20 3a HeypefeHWTe BbBMPOCM B HaCTOALWMA [OroBOp Ce Mpwiara [AencTBawloTo Ob/irapcko
3aKOHOAATe/NCTBO.

XVII. NOAN3MBIAHUTENW - Henpnnoxummo
(NpUNo>K1MO camo B ClyyauTe, B KOUTO M30paHns 3a U3MbJHUTEN y4aCTHUK € NOCOoUM, Ye Lue
non3ea noAu3nbIHUTENN, NPX CKNOYBAHE HAPaMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3INBNHUTENWTE TpsibBa fa 0TroBapaT Ha CbOTBETHUTE KpUTepuu 3a nogoop
Cbo6pa3Ho BMAA U fjena OT NopbyKarta, KOWTO LLe U3Mb/IHABAT, 1 3a TAX [a He ca Ha/lnLe OCHOBaHMA 3a
OTCTpaHsBaHe OT npoLieaypara.
(20 NEYEBHOTO 3ABEAEHWE - Bb3/TOXWMTE/ n3nckea 3amsaHa Ha MOAV3MBIAHUNTEN,
KOMTO He 0Trosaps Ha ycnosusTa no an.l.
(3) Korato yacTtta OT nopbykara, KoAaTto ce u3nbaHasa oT MOAN3MBb/IHUTEJ, moxe ga 6bae
npegageHa kato otgeneH 06ekt Ha M3MbJIHWUTENA wmwm Ha IEYEBHOTO 3ABEAEHWVE -
BBb3/TOXXWNTEJI, nocnefHua 3annatla Bb3HarpaxaeHue 3a 1asu yact Ha MO AN3Mb/IHUTE/A.
(4) PasnnawaHmaTa no an. 3 Cce OCbLECTBABAT Bb3 OCHOBA HA WCKaHe, OTMPaBeHO OT
noaAM3NbAHUTENA po JIEHEBHOTO 3ABEAEHUWE - BbB3/IOXKWTE/T  upes
N3MBIHUTENA, KOWTO e AnbXeH Aa ro npeaocTaBy Ha Bb3OXKUTENS B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) Kbm nckaHeto no an. 3 U3Mb/THUTENAT npefocTaBs CTaHOBMLLE, OT KOETO fa € BUAHO Aann
ocrnopsa nnaLllaHuaTa UM Y4acT OT TAX KaTO HEAL/DKUMU.
(6) NTEYEBHOTO 3ABEAEHWVE - BB3/IOXKWUTEJ vma npaBo fa OTKaxKe nawiaHe ro an. 3,
KOrarto MCKaHeTo 3a NnjallaHe e oCcropeHo, 0 MOMeHTa Ha OTCTpaHsABaHe Ha NpuYyMHaTa 3a 0TKasa.
(7) Hesasucumo ot usnonssaHeto Ha MOAVSITB/IHUTE/I oTroBopHOCTTa 3a W3Mb/IHEHNE Ha
forosopa e Ha U3MBJTHUTENA.

XVIII. 3AKNTKOUYUNTE/NTHW PA3IMOPEABU
Yn. 18. (1) MNpun cbCTaBAHETO Ha HACTOALLMA LOTOBOP Ce NpeAcTaBmxa crefHuTe JOKYMEHTH:
JokymeHTr no un. 112 ot 30I1,
[Jeknapauuns no yn. 55, an. 6 ot 3/IMXM (korarto e NnpuioXmnvo);
"apaHLmMa 3a U3MbIHEHNE;
TexHnyecko 1 LieHOBO npea/ioxeHne, HepasaesiHa vacT OT A0roBopa;
Yy [Jeknapaumu no SMUIT.
(2) HacToawmaT foroBop ce CbCTaBy B TPU eAHO0OPa3HM ek3emnaspa Ha Obarapcky esuk - eauH 3a
N3MbNHWNTENA v gsa 3a JIEUEBEHOTO 3ABEAEHUE - Bb3/TOXUTEJ.

Yy
Yy
Yy
Yy

Bannuena

3anudyeHa HHGOpMaLUs mH(pOpManus



UserX
Textbox
Заличена информация

UserX
Textbox
Заличена информация


MNpegnaraHy LEHOBU napamMmeTpu



ATC

JO1FFO1

JO1XXO8

INN

Clindamycin

Linezolid

Heobxopau
. Mspka
NlekapctBeHa M 6poi
(hopma MAPKN Ha /mg,tabl,
P ml/
n3

napeHtepanHa 3600000 mg

napeHtepanHa 600000 mg

Cratyc
nnc

BanngeH

BannpgeH

N36paH
PY

He

Ja

He

He

He

HE

Ja

He

O6ocobeHa nosvums 2

Py

MIP Pharma GmbH,
fepmaHus
®pe3eHunyc Kabu
Bvnrapusa EOOL,
Bbvnrapus

Alvogen IPCo S.ar.l,
NMokcembypr

Pharmaceutica
Works Polpharma
S.A., Monuwa
Sandoz d.d.,
CnoBseHus
TeBa
®apmacloTukb/C
bvarapua EOOQ,
Bbvnrapus
®peseHunyc Kabm
Bvnrapua EOOL,
Bvnrapus
Yalikagapma

BrncokokayecTBeHUT

e nekapcrtea Al,
bvarapus

Tbproscko
HauMeHoB
aHue

Clindamyc
in Kabi

Clindamyc
in Kabi

Linezolid
Kabi

KonunuecrT-
BO
aKTMBHO
BElLLeCTBO

150
mg/ml-4
ml
150
mg/ml - 2

2 mg/ml-
300 ml

OKoHuate
HanuueH
Msapka JHa
B NN1C
OnakoBKa
HanwnueH
mg
B M/1C
mg 5
10
. HannuyeH
- Kabipack
B M/IC
byTunka





